
40 C.F.R. § 725.980
Expedited procedures for issuing significant new use rules for
microorganisms subject to section 5(e) orders.

(a) Selection of microorganisms. (1) In accordance with the expedited process specified in this section, EPA will
issue significant new use notification requirements for each new microorganism that, after MCAN review
under subpart D of this part, becomes subject to a final order issued under section 5(e) of the Act, except for
an order that prohibits manufacture and import of the microorganism, unless EPA determines that
significant new use notification requirements are not needed for the microorganism.

(2) If EPA determines that significant new use notifications requirements are not needed for a microorganism
that is subject to a final order issued under section 5(e) of the Act, EPA will issue a notice in the Federal Register
explaining why the significant new use requirements are not needed.

(b) Designation of requirements. (1) The significant new use notification and other specific requirements will be
based on and be consistent with the provisions included in the final order issued for the microorganism
under section 5(e) of the Act. EPA may also designate additional activities as significant new uses which
will be subject to notification.

(2) Significant new use requirements and other specific requirements designated under this section will be
listed in subpart M of this part. For each microorganism, subpart M of this part will identify:

(i) The microorganism name.

(ii) The activities designated as significant new uses.

(iii) Other specific requirements applicable to the microorganism, including recordkeeping requirements or any
other requirements included in the final section 5(e) order.
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