
40 C.F.R. § 725.190
Notice of commencement of manufacture or import.

(a) Applicability. Any person who commences the manufacture or import of a new microorganism for
nonexempt, commercial purposes for which that person previously submitted a section 5(a) notice under
this part must submit a notice of commencement (NOC) of manufacture or import.

(b) When to report. (1) If manufacture or import for nonexempt, commercial purposes begins on or after May
27, 1997, the submitter must submit the NOC to EPA no later than 30 calendar days after the first day of
such manufacture or import.

(2) If manufacture or import for nonexempt, commercial purposes began or will begin before May 27, 1997,
the submitter must submit the NOC by May 27, 1997.

(3) Submission of an NOC prior to the commencement of manufacture or import is a violation of section 15 of
the Act.

(c) Information to be reported. The NOC must contain the following information: Specific microorganism
identity, MCAN number, and the date when manufacture or import commences. If the person claims any
information on the form as confidential, the claim must be asserted and substantiated in accordance with
the requirements described in part 703 of this subchapter and § 725.80, as indicated in EPA Form 7710–56.
If the submitter wants the microorganism identity to be listed on the confidential portion of the TSCA
Inventory, the microorganism identity must be claimed as confidential and also follow the certification,
substantiation, and generic name requirements described in part 703 of this subchapter and paragraphs (e)
and (f) of this section.
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