
21 U.S. Code § 335b
Civil penalties

(a) In general
Any person that the Secretary finds—

(1) knowingly made or caused to be made, to any officer, employee, or agent of the Department of Health and
Human Services, a false statement or misrepresentation of a material fact in connection with an abbreviated
drug application,

(2) bribed or attempted to bribe or paid or attempted to pay an illegal gratuity to any officer, employee, or
agent of the Department of Health and Human Services in connection with an abbreviated drug application,

(3) destroyed, altered, removed, or secreted, or procured the destruction, alteration, removal, or secretion of,
any material document or other material evidence which was the property of or in the possession of the
Department of Health and Human Services for the purpose of interfering with that Department’s discharge of
its responsibilities in connection with an abbreviated drug application,

(4) knowingly failed to disclose, to an officer or employee of the Department of Health and Human Services, a
material fact which such person had an obligation to disclose relating to any drug subject to an abbreviated
drug application,
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