
21 U.S. Code § 360bbb-7
Notification

(a) Notification to Secretary
With respect to a drug, the Secretary may require notification to the Secretary by a regulated person if the
regulated person knows—

(1) that the use of such drug in the United States may result in serious injury or death;

(2) of a significant loss or known theft of such drug intended for use in the United States; or
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