
21 U.S. Code § 360f
Banned devices

(a) General rule
Whenever the Secretary finds, on the basis of all available data and information, that—

(1) a device intended for human use presents substantial deception or an unreasonable and substantial risk of
illness or injury for one or more intended uses; and

(2) in the case of substantial deception or an unreasonable and substantial risk of illness or injury which the
Secretary determined could be corrected or eliminated by labeling or change in labeling and with respect to
which the Secretary provided written notice to the manufacturer specifying the deception or risk of illness or
injury, the labeling or change in labeling to correct the deception or eliminate or reduce such risk, and the
period within which such labeling or change in labeling was to be done, such labeling or change in labeling
was not done within such period;
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