
21 U.S. Code § 360b-1
Priority zoonotic animal drugs

(a) In general
The Secretary shall, at the request of the sponsor intending to submit an application for approval of a new
animal drug under section 360b(b)(1) of this title or an application for conditional approval of a new animal
drug under section 360ccc of this title, expedite the development and review of such new animal drug if
preliminary clinical evidence indicates that the new animal drug, alone or in combination with 1 or more other
animal drugs, has the potential to prevent or treat a zoonotic disease in animals, including a vector borne-
disease, that has the potential to cause serious adverse health consequences for, or serious or life-threatening
diseases in, humans.
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