
528 

40 CFR Ch. I (7–1–04 Edition) § 725.910 

event of a conflict between the provi-
sions 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 re-
porting significant new uses. 

(a) A person who intends to manufac-
ture, import, or process a microorga-
nism 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 micro-
organism and its designated significant 
new uses, or 

(3) That the recipient cannot under-
take 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 micro-
organism identified in the specific sec-
tion in subpart M of this part that a re-
cipient intends to engage in a des-
ignated significant new use of that 
microorganism without submitting a 
MCAN under this part. 

(c) A person who processes a micro-
organism identified in a specific sec-
tion in subpart M of this part for a sig-
nificant 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 com-
mencing distribution in commerce of a 

microorganism identified in a specific 
section in subpart M of this part, a per-
son 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 en-
gaging in a significant new use of that 
microorganism designated in that sec-
tion 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 au-
thorities (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 re-
cipient 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 sig-
nificant new use. 

(iii) That the person has promptly 
provided EPA enforcement authorities 
with a copy of the recipient’s state-
ment of assurance described in para-
graph (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 recipi-
ent is engaging in a significant new use 
after providing the statement of assur-
ance described in paragraph (d)(1)(ii) of 
this section and without submitting a 
MCAN under this part, the manufac-
turer, importer, or processor shall im-
mediately cease distribution to that re-
cipient until the manufacturer, im-
porter, or processor or the recipient 
has submitted a MCAN under this part 
and the MCAN review period has ended. 
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(3) If, after receiving a statement of 
assurance from a recipient under para-
graph (d)(1)(ii) of this section, a manu-
facturer, importer, or processor has 
knowledge that the recipient is engag-
ing in a significant new use without 
submitting a MCAN under this part, 
the manufacturer, importer, or proc-
essor must immediately cease distrib-
uting the microorganism to that re-
cipient 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 microorga-
nism 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 pro-
mulgation date of the section in sub-
part M of this part which identifies the 
microorganism, and the person re-
ceives written notification of compli-
ance from EPA prior to the effective 
date of such section. The MCAN sub-
mitter must comply with any applica-
ble requirement of section 5(b) of the 
Act. The MCAN must include the infor-
mation and test data specified in sec-
tion 5(d)(1) of the Act. For purposes of 
this exemption, the specific section in 
subpart M of this part which identifies 
the microorganism and §§ 725.3, 725.15, 
725.65, 725.70, 725.75, 725.100, and 725.900 
apply; after the effective date of the 
section in subpart M of this part which 
identifies the microorganism, §§ 725.105 
and 725.910 apply and § 725.920 continues 
to apply. EPA will provide the MCAN 
submitter with written notification of 

compliance only if one of the following 
occurs: 

(1) EPA is unable to make the finding 
that the activities described in the 
MCAN will or may present an unrea-
sonable risk of injury to health or the 
environment under reasonably foresee-
able circumstances, or 

(2) EPA and the person negotiate a 
consent order under section 5(e) of the 
Act, such order to take effect on the ef-
fective date of the section in subpart M 
of this part which identifies the micro-
organism. 

(b) The person is operating under the 
terms of a consent order issued under 
section 5(e) of the Act applicable to 
that person. If a provision of such sec-
tion 5(e) order is inconsistent with a 
specific significant new use identified 
in subpart M of this part, abiding by 
the provision of the section 5(e) order 
exempts the person from submitting a 
MCAN for that specific significant new 
use. 

§ 725.920 Exports and imports. 
(a) Exports. Persons who intend to ex-

port a microorganism identified in sub-
part M of this part, or in any proposed 
rule which would amend subpart M of 
this part, are subject to the export no-
tification provisions of section 12(b) of 
the Act. The regulations that interpret 
section 12(b) appear at part 707 of this 
chapter. 

(b) Imports. Persons who import a 
substance identified in a specific sec-
tion in subpart M of this part are sub-
ject to the import certification re-
quirements under section 13 of the Act, 
which are codified at 19 CFR §§ 12.118 
through 12.127 and 127.28(i). The EPA 
policy in support of the import certifi-
cation requirements appears at part 707 
of this chapter. 

§ 725.950 Additional recordkeeping re-
quirements. 

Persons submitting a MCAN for a 
significant new use of a microorganism 
must comply with the recordkeeping 
requirements of § 725.65. In addition, 
the following requirements apply: 

(a) At the time EPA adds a micro-
organism to subpart M of this part, 
EPA may specify appropriate record-
keeping requirements. Each manufac-
turer, importer, and processor of the 
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