
21 U.S. Code § 356c
Discontinuance or interruption in the production of life-saving drugs

(a) In general
A manufacturer of a drug—

(1) that is—

(A) life-supporting;

(B) life-sustaining; or

(C) intended for use in the prevention or treatment of a debilitating disease or condition, including any
such drug used in emergency medical care or during surgery or any such drug that is critical to the public
health during a public health emergency declared by the Secretary under section 247d of title 42; and

(2) that is not a radio pharmaceutical drug product or any other product as designated by the Secretary,

shall notify the Secretary, in accordance with subsection (b), of a permanent discontinuance in the
manufacture of the drug or an interruption of the manufacture of the drug that is likely to lead to a meaningful
disruption in the supply of that drug in the United States, or a permanent discontinuance in the manufacture of
an active pharmaceutical ingredient or an interruption in the manufacture of the active pharmaceutical
ingredient of such drug that is likely to lead to a meaningful disruption in the supply of the active
pharmaceutical ingredient of such drug, and the reasons for such discontinuance or interruption. Notification
under this subsection shall include disclosure of reasons for the discontinuation or interruption, and if
applicable, an active pharmaceutical ingredient is a reason for, or risk factor in, such discontinuation or
interruption, the source of the active pharmaceutical ingredient and any alternative sources for the active
pharmaceutical ingredient known by the manufacturer; whether any associated device used for preparation or
administration included in the drug is a reason for, or a risk factor in, such discontinuation or interruption; the
expected duration of the interruption; and such other information as the Secretary may require.
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