
40 C.F.R. § 725.105
Persons who must report.

(a) Manufacturers of new microorganisms. (1) MCAN submission is required for any person who intends to
manufacture for commercial purposes in the United States a new microorganism. Exclusions are described
in § 725.110.

(2) If a person contracts with a manufacturer to produce or process a new microorganism and the
manufacturer produces or processes the microorganism exclusively for that person, and that person specifies
the identity of the microorganism, and controls the total amount produced and the basic technology for the
plant process, then that person must submit the MCAN. If it is unclear who must report, EPA should be
contacted to determine who must submit the MCAN.
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