
21 U.S. Code § 379j-61
Definitions

In this subpart:

(1) The term “affiliate” has the meaning given such term in section 379g(11) of this title.

(2) The term “gross annual sales” means the total worldwide gross annual sales, in United States dollars, for
an outsourcing facility, including the sales of all the affiliates of the outsourcing facility.
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