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21 U.S. Code § 397

Contracts for expert review

(a) In general
(1) Authority

The Secretary may enter into a contract with any organization or any individual (who is not an employee of
the Department) with relevant expertise, to review and evaluate, for the purpose of making
recommendations to the Secretary on, part or all of any application or submission (including a petition,
notification, and any other similar form of request) made under this chapter for the approval or
classification of an article or made under section 351(a) of the Public Health Service Act (42 U.S.C. 262(a))
with respect to a biological product. Any such contract shall be subject to the requirements of section 379 of
this title relating to the confidentiality of information.
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