Environmental Protection Agency

§ 725.910

present an unreasonable risk of injury
to health and the environment as a result of general commercial use.
(f) EPA may seek to enjoin the manufacture or import of a microorganism
in violation of this subpart, or act to
seize any microorganism manufactured
or imported in violation of this section
or take other actions under the authority of sections 7 or 17 of the Act.
(g) A manufacturer or importer may
only proceed after receipt of EPA approval.

Subparts H–K [Reserved]
Subpart L—Additional Procedures
for Reporting on Significant
New Uses of Microorganisms
§ 725.900

Scope and purpose.

(a) This subpart describes additional
provisions governing submission of
MCANs for microorganisms subject to
significant new use rules identified in
subpart M of this part.
(b) Manufacturers, importers, and
processors described in § 725.105(c) must
submit a MCAN under subpart D of this
part for significant new uses of microorganisms described in subpart M of
this part, unless they are excluded
under §§ 725.910 or 725.912.
(c) Section 725.920 discusses exports
and imports.
(d) Additional recordkeeping requirements specific to significant new uses
of microorganisms are described in
§ 725.950.
(e) Section 725.975 describes how EPA
will approve alternative means of complying with significant new use requirements designated in subpart M of
this part.
(f) Expedited procedures for promulgating significant new use requirements under subpart M of this part for
microorganisms subject to section 5(e)
orders are discussed in §§ 725.980 and
725.984.
(g) This subpart L contains provisions governing submission and review
of notices for the microorganisms and
significant new uses identified in subpart M of this part. The provisions of
this subpart L apply to the microorganisms and significant new uses identified in subpart M of this part, except to

the extent that they are specifically
modified or supplanted by specific requirements in subpart M of this part.
In the event of a conflict between the
provisions of this subpart L and the
provisions of subpart M of this part,
the provisions of subpart M of this part
shall govern.
(h) The provisions of subparts A
through F of this part also apply to
subparts L and M of this part. For purposes of subparts L and M of this part,
wherever the words ‘‘microorganism’’
or ‘‘new microorganism’’ appear in subparts A through F of this part, it shall
mean the microorganism subject to
subparts L and M of this part. In the
event of a conflict between the provisions of subparts A through F and the
provisions of subparts L and M of this
part, the provisions of subparts L and
M of this part shall govern.
§ 725.910 Persons excluded from reporting significant new uses.
(a) A person who intends to manufacture, import, or process a microorganism identified in subpart M of this
part and who intends to distribute it in
commerce is not required to submit a
MCAN under subpart D of this part, if
that person can document one or more
of the following as to each recipient of
the microorganism from that person:
(1) That the person has notified the
recipient, in writing, of the specific
section in subpart M of this part which
identifies the microorganism and its
designated significant new uses, or
(2) That the recipient has knowledge
of the specific section in subpart M of
this part which identifies the microorganism and its designated significant
new uses, or
(3) That the recipient cannot undertake any significant new use described
in the specific section in subpart M of
this part.
(b) The manufacturer, importer, or
processor described in paragraph (a) of
this section must submit a MCAN
under subpart D of this part, if such
person has knowledge at the time of
commercial distribution of the microorganism identified in the specific section in subpart M of this part that a recipient intends to engage in a designated significant new use of that
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microorganism without submitting a
MCAN under this part.
(c) A person who processes a microorganism identified in a specific section in subpart M of this part for a significant new use of that microorganism
is not required to submit a MCAN if
that person can document each of the
following:
(1) That the person does not know the
specific microorganism identity of the
microorganism being processed, and
(2) That the person is processing the
microorganism
without
knowledge
that the microorganism is identified in
subpart M of this part.
(d)(1) If at any time after commencing distribution in commerce of a
microorganism identified in a specific
section in subpart M of this part, a person who manufactures, imports, or
processes a microorganism described in
subpart M of this part and distributes
it in commerce has knowledge that a
recipient of the microorganism is engaging in a significant new use of that
microorganism designated in that section without submitting a MCAN under
this part, the person is required to
cease supplying the microorganism to
that recipient and to submit a MCAN
for that microorganism and significant
new use, unless the person is able to
document each of the following:
(i) That the person has notified the
recipient and EPA enforcement authorities (at the address in paragraph
(d)(1)(iii) of this section), in writing
within 15 working days of the time the
person develops knowledge that the recipient is engaging in a significant new
use, that the recipient is engaging in a
significant new use without submitting
a MCAN.
(ii) That, within 15 working days of
notifying the recipient as described in
paragraph (d)(1)(i) of this section, the
person received from the recipient, in
writing, a statement of assurance that
the recipient is aware of the terms of
the applicable section in subpart M of
this part and will not engage in the significant new use.
(iii) That the person has promptly
provided EPA enforcement authorities
with a copy of the recipient’s statement of assurance described in paragraph (d)(1)(ii) of this section. The copy
must be sent to the Director, Office of

Compliance (2221A), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.
(2) If EPA notifies the manufacturer,
importer, or processor that the recipient is engaging in a significant new use
after providing the statement of assurance described in paragraph (d)(1)(ii) of
this section and without submitting a
MCAN under this part, the manufacturer, importer, or processor shall immediately cease distribution to that recipient until the manufacturer, importer, or processor or the recipient
has submitted a MCAN under this part
and the MCAN review period has ended.
(3) If, after receiving a statement of
assurance from a recipient under paragraph (d)(1)(ii) of this section, a manufacturer, importer, or processor has
knowledge that the recipient is engaging in a significant new use without
submitting a MCAN under this part,
the manufacturer, importer, or processor must immediately cease distributing the microorganism to that recipient and notify EPA enforcement
authorities at the address identified in
paragraph (d)(1)(iii) of this section. The
manufacturer, importer, or processor
may not resume distribution to that
recipient until any one of the following
has occurred:
(i) The manufacturer, importer, or
processor has submitted a MCAN under
this part and the MCAN review period
has ended.
(ii) The recipient has submitted a
MCAN under this part and the MCAN
review period has ended.
(iii) The manufacturer, importer, or
processor has received notice from EPA
enforcement authorities that it may
resume distribution to that recipient.
§ 725.912 Exemptions.
Persons identified in § 725.105(c) are
not required to submit a MCAN under
subpart D of this part for a microorganism identified in subpart M of this
part, unless otherwise specified in a
specific section in subpart M, if:
(a) The person submits a MCAN for
the microorganism prior to the promulgation date of the section in subpart M of this part which identifies the
microorganism, and the person receives written notification of compliance from EPA prior to the effective
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