
40 C.F.R. § 725.424
Requirements for the Tier I exemption.

(a) Conditions of exemption. The manufacture or import of a new microorganism for commercial purposes is
not subject to review under this part if all of the following conditions are met for all activities involving the
new microorganism:

(1) The recipient microorganism is listed in and meets any requirements specified in § 725.420.

(2) The introduced genetic material meets the criteria under § 725.421.

(3) The physical containment and control technologies of any facility in which the microorganism will be
manufactured, processed, or used meet the criteria under § 725.422.
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