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(iii) A description of research and de-
velopment activities conducted with 
the microorganism to date, demonstra-
tion of the submitter’s ability to 
produce or obtain the microorganism 
from a foreign manufacturer, and the 
purpose for which the person will man-
ufacture, import, or process the micro-
organism. 

(iv) An indication of whether a re-
lated microorganism was previously re-
viewed by EPA to the extent known by 
the submitter. 

(v) A specific description of the 
major intended application or use of 
the microorganism. 

(c) If an importer or processor cannot 
provide all the information required by 
paragraph (b) of this section, because it 
is claimed as confidential business in-
formation by its foreign manufacturer 
or supplier, the foreign manufacturer 
or supplier may supply the information 
directly to EPA. 

(d) EPA will review the information 
submitted by the manufacturer, im-
porter, or processor under this para-
graph to determine whether that per-
son has shown a bona fide intent to 
manufacture, import, or process the 
microorganism. If necessary, EPA will 
compare this information to the infor-
mation requested for the confidential 
microorganism under § 725.85(b)(3)(iii). 

(e) In order for EPA to make a con-
clusive determination of the micro-
organism’s status, the proposed manu-
facturer, importer, or processor must 
show a bona fide intent to manufacture, 
import, or process the microorganism 
and must provide sufficient informa-
tion to establish identity unambig-
uously. After sufficient information 
has been provided, EPA will inform the 
manufacturer, importer, or processor 
whether the microorganism is subject 
to this part and if so, which sections of 
this part apply. 

(f) If the microorganism is found on 
the confidential version of the Inven-
tory, in § 725.239 or in subpart M of this 
part, EPA will notify the person(s) who 
originally reported the microorganism 
that another person (whose identity 
will remain confidential, if so re-
quested) has demonstrated a bona fide 
intent to manufacture, import, or proc-
ess the microorganism and therefore 
was told that the microorganism is on 

the Inventory, in § 725.239, or in subpart 
M of this part. 

(g) A disclosure to a person with a 
bona fide intent to manufacture, im-
port, or process a particular microorga-
nism that the microorganism is on the 
Inventory, in § 725.239, or in subpart M 
of this part will not be considered a 
public disclosure of confidential busi-
ness information under section 14 of 
the Act. 

(h) EPA will answer an inquiry on 
whether a particular microorganism is 
subject to this part within 30 days after 
receipt of a complete submission under 
paragraph (b) of this section. 

§ 725.17 Consultation with EPA. 
Persons may consult with EPA, ei-

ther in writing or by telephone, about 
their obligations under this part. Writ-
ten consultation is preferred. Written 
inquiries should be sent to the fol-
lowing address: Environmental Assist-
ance Division (7408), Office of Pollution 
Prevention and Toxics, U.S. Environ-
mental Protection Agency, 1200 Penn-
sylvania Ave., NW., Washington, DC 
20460, ATTN: Biotechnology Notice 
Consultation. Persons wishing to con-
sult with EPA by telephone should call 
(202) 554–1404; hearing impaired TDD 
(202) 554–0551 or e-mail: TSCA- 
Hotline@epamail.epa.gov. 

Subpart B—Administrative 
Procedures 

§ 725.20 Scope and purpose. 
This subpart describes general ad-

ministrative procedures applicable to 
all persons who submit MCANs and ex-
emption requests to EPA under section 
5 of the Act for microorganisms. 

§ 725.25 General administrative re-
quirements. 

(a) General. (1) Each person who is 
subject to the notification provisions 
of this part must complete, sign, and 
submit a MCAN or exemption request 
containing the information as required 
for the appropriate submission under 
this part. Except as otherwise pro-
vided, each submission must include 
all referenced attachments. All infor-
mation in the submission (unless cer-
tain attachments appear in the open 
scientific literature) must be in 
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English. All information submitted 
must be true and correct. 

(2) In addition to specific information 
required, the submitter should submit 
all information known to or reasonably 
ascertainable by the submitter that 
would permit EPA to make a reasoned 
evaluation of the human health and en-
vironmental effects of the microorga-
nism and any microbial mixture or ar-
ticle that may contain the microorga-
nism. 

(b) Certification. Persons submitting 
MCANs and exemption requests to EPA 
under this part, and material related to 
their reporting obligations under this 
part, must attach the following state-
ment to any information submitted to 
EPA. This statement must be signed 
and dated by an authorized official of 
the submitter: 

I certify that to the best of my knowledge 
and belief: The company named in this sub-
mission intends to manufacture, import, or 
process for a commercial purpose, other than 
in small quantities solely for research and 
development, the microorganism identified 
in this submission. All information provided 
in this submission is complete and truthful 
as of the date of submission. I am including 
with this submission all test data in my pos-
session or control and a description of all 
other data known to or reasonably ascertain-
able by me as required by 40 CFR 725.160 or 
725.260. 

(c) Where to submit information under 
this part. MCANs and exemption re-
quests, and any support documents re-
lated to these submissions, may only 
be submitted in a manner set forth in 
this paragraph. 

(1) Paper-based submissions. MCANs 
and exemption requests, and any sup-
port documents related to these sub-
missions, may be submitted on paper 
on or before April 6, 2011. All paper- 
based submissions must be generated 
using e-PMN reporting software and be 
completed through the finalization 
step of the software, and e-PMN soft-
ware must be used to print the bio-
technology notice submission to be 
sent to EPA. Paper notices must be 
submitted either via U.S. mail to the 
Document Control Office (DCO) 
(7407M), Office of Pollution Prevention 
and Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001 or submitted 
via courier to the Environmental Pro-

tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201 
Constitution Ave., NW., Rm. 6428, 
Washington, DC 20004. 

(2) Submissions on optical disc—(i) 
MCANs and exemption requests may be 
submitted as electronic files on optical 
disc on or before April 6, 2012. MCANs 
and exemption requests submitted as 
electronic files on optical disc must be 
generated using e-PMN reporting soft-
ware and be completed through the fi-
nalization step of the software. Optical 
discs containing electronic notices 
must be submitted by courier to the 
Environmental Protection Agency, 
OPPT Document Control Office (DCO), 
EPA East Bldg., 1201 Constitution Ave., 
NW., Rm. 6428, Washington, DC 20004. 

(ii) Persons submitting on optical 
disc must still prepare, sign, and sub-
mit on paper, the Certification state-
ment in 40 CFR 725.25(b) along with 
submitter identification and contact 
information. 

(iii) Support documents for MCANs 
or exemption requests that are sub-
mitted before April 6, 2010 must be sub-
mitted on paper either via U.S. mail to 
the Document Control Office (DCO) 
(7407M), Office of Pollution Prevention 
and Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001 or submitted 
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201 
Constitution Ave., NW., Rm. 6428, 
Washington, DC 20004. 

(3) Submissions via CDX. MCANs and 
exemption requests, and any related 
support documents, may be submitted 
electronically to EPA via CDX. Prior 
to submission to EPA via CDX, notices 
must be generated and completed on 
EPA Form 6300-07 using e-PMN report-
ing software. 

(d) General requirements for submission 
of data. (1) Submissions under this part 
must include the information described 
in § 725.155, 725.255, 725.355, or 725.455, as 
appropriate, to the extent such infor-
mation is known to or reasonably as-
certainable by the submitter. 

(2) In accordance with § 725.160 or 
725.260, as appropriate, the submission 
must also include any test data in the 
submitter’s possession or control and 
descriptions of other data which are 
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known to or reasonably ascertainable 
by the submitter and which concern 
the health and environmental effects of 
the microorganism. 

(e) Agency or joint submissions. (1) A 
manufacturer or importer may des-
ignate an agent to assist in submitting 
the MCAN. If so, only the manufac-
turer or importer, and not the agent, 
signs the certification on the form. 

(2) A manufacturer or importer may 
authorize another person, (e.g., a sup-
plier or a toll manufacturer) to report 
some of the information required in the 
MCAN to EPA on its behalf. The manu-
facturer or importer should indicate in 
a cover letter accompanying the MCAN 
which information will be supplied by 
another person and identify that other 
person as a joint submitter where indi-
cated in their MCAN. The other person 
supplying information (i.e., the joint 
submitter) may submit the informa-
tion to EPA either in the MCAN or a 
Letter of Support, except that if the 
joint submitter is not incorporated, li-
censed, or doing business in the United 
States, the joint submitter must sub-
mit the information to EPA in a Letter 
of Support only, rather than the 
MCAN. The joint submitter must indi-
cate in the MCAN or Letter of Support 
the identity of the manufacturer or im-
porter. Any person who submits the 
MCAN or Letter of Support for a joint 
submission must sign and certify the 
MCAN or Letter of Support. 

(3) If EPA receives a submission 
which does not include the information 
required, which the submitter indicates 
that it has authorized another person 
to provide, the review period will not 
begin until EPA receives all of the re-
quired information. 

(f) Microorganisms subject to a section 4 
test rule. (1) Except as provided in para-
graph (f)(3) of this section, if a person 
intends to manufacture or import a 
new microorganism which is subject to 
the notification requirements of this 
part, and the microorganism is subject 
to a test rule promulgated under sec-
tion 4 of the Act before the notice is 
submitted, section 5(b)(1) of the Act re-
quires the person to submit the test 
data required by the testing rule with 
the notice. The person must submit the 
data in the form and manner specified 
in the test rule and in accordance with 

§ 725.160. If the person does not submit 
the test data, the submission is incom-
plete and EPA will follow the proce-
dures in § 725.33. 

(2) If EPA has granted the submitter 
an exemption under section 4(c) of the 
Act from the requirement to conduct 
tests and submit data, the person may 
not file a MCAN or TERA until EPA 
receives the test data. 

(3) If EPA has granted the submitter 
an exemption under section 4(c) of the 
Act and if another person previously 
has submitted the test data to EPA, 
the exempted person may either sub-
mit the test data or provide the fol-
lowing information as part of the no-
tice: 

(i) The name, title, and address of the 
person who submitted the test data to 
EPA. 

(ii) The date the test data were sub-
mitted to EPA. 

(iii) A citation for the test rule. 
(iv) A description of the exemption 

and a reference identifying it. 
(g) Microorganisms subject to a section 

5(b)(4) rule. (1) If a person: 
(i) Intends to manufacture or import 

a microorganism which is subject to 
the notification requirements of this 
part and which is subject to a rule 
issued under section 5(b)(4) of the Act; 
and 

(ii) Is not required by a rule issued 
under section 4 of the Act to submit 
test data for the microorganism before 
the filing of a submission, the person 
must submit to EPA data described in 
paragraph (g)(2) of this section at the 
time the submission is filed. 

(2) Data submitted under paragraph 
(g)(1) of this section must be data 
which the person submitting the notice 
believes show that the manufacture, 
processing, distribution in commerce, 
use, and disposal of the microorganism, 
or any combination of such activities, 
will not present an unreasonable risk 
of injury to health or the environment. 

(h) Data that need not be submitted. 
Specific data requirements are listed in 
subparts D, E, F, G, and L of this part. 
The following is a list of data that need 
not be submitted under this part: 

(1) Data previously submitted to 
EPA. (i) A person need not submit any 
data previously submitted to EPA with 
no claims of confidentiality if the new 
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submission includes: the office or per-
son to whom the data were submitted; 
the date of submission; and, if appro-
priate, a standard literature citation as 
specified in § 725.160(a)(3)(ii). 

(ii) For data previously submitted to 
EPA with a claim of confidentiality, 
the person must resubmit the data 
with the new submission and any claim 
of confidentiality, under § 725.80. 

(2) Efficacy data. This part does not 
require submission of any data related 
solely to product efficacy. However, in-
cluding efficacy data will improve 
EPA’s ability to assess the benefits of 
the use of the microorganism. This 
does not exempt a person from submit-
ting any of the data specified in 
§ 725.160 or 725.260. 

(3) Non-U.S. exposure data. This part 
does not require submission of any 
data which relates only to exposure of 
humans or the environment outside the 
United States. This does not exclude 
nonexposure data such as data on 
health effects (including epidemiolog-
ical studies), ecological effects, phys-
ical and chemical properties, or envi-
ronmental fate characteristics. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 788, Jan. 6, 2010] 

§ 725.27 Submissions. 
Each person who is required to sub-

mit information under this part must 
submit the information in the form and 
manner set forth in the appropriate 
subpart. 

(a) Requirements specific to MCANs 
are described in §§ 725.150 through 
725.160. 

(b) Requirements specific to TERAs 
are described in §§ 725.250 through 
725.260. 

(c) Requirements specific to test 
marketing exemptions (TMEs) are de-
scribed in §§ 725.350 and 725.355. 

(d) Requirements specific to Tier I 
and Tier II exemptions for certain gen-
eral commercial uses are described in 
§§ 725.424 through 725.470. 

(e) Additional requirements specific 
to significant new uses for microorga-
nisms are described at § 725.950. 

§ 725.28 Notice that submission is not 
required. 

When EPA receives a MCAN or ex-
emption request, EPA will review it to 

determine whether the microorganism 
is subject to the requirements of this 
part. If EPA determines that the 
microorganism is not subject to these 
requirements, EPA will notify the sub-
mitter that section 5 of the Act does 
not prevent the manufacture, import, 
or processing of the microorganism and 
that the submission is not needed. 

§ 725.29 EPA acknowledgement of re-
ceipt of submission. 

(a) EPA will acknowledge receipt of 
each submission by sending a letter via 
CDX or U.S. mail to the submitter that 
identifies the number assigned to each 
MCAN or exemption request and the 
date on which the review period begins. 
The review period will begin on the 
date the MCAN or exemption request is 
received by the Office of Pollution Pre-
vention and Toxics Document Control 
Officer. 

(b) The acknowledgement does not 
constitute a finding by EPA that the 
submission is in compliance with this 
part. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 788, Jan. 6, 2010] 

§ 725.32 Errors in the submission. 
(a) Within 30 days of receipt of the 

submission, EPA may request that the 
submitter remedy errors in the submis-
sion. The following are examples of 
such errors: 

(1) Failure to date the submission. 
(2) Typographical errors that cause 

data to be misleading or answers to 
any questions to be unclear. 

(3) Contradictory information. 
(4) Ambiguous statements or infor-

mation. 
(b) In the request to correct the sub-

mission, EPA will explain the action 
which the submitter must take to cor-
rect the submission. 

(c) If the submitter fails to correct 
the submission within 15 days of re-
ceipt of the request, EPA may extend 
the review period. 

§ 725.33 Incomplete submissions. 
(a) A submission under this part is 

not complete, and the review period 
does not begin, if: 

(1) The wrong person files the sub-
mission. 
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(2) The submitter does not attach and 
sign the certification statement as re-
quired by § 725.25(b). 

(3) Some or all of the information in 
the submission or any attachments are 
not in English, except for published sci-
entific literature. 

(4) The submitter does not provide in-
formation that is required by sections 
5(d)(1)(B) and (C) of the Act and § 725.160 
or 725.260, as appropriate. 

(5) The submitter does not provide in-
formation required by § 725.25, 725.155, 
725.255, 725.355, or 725.455, as appro-
priate, or indicate that it is not known 
to or reasonably ascertainable by the 
submitter. 

(6) The submitter has asserted con-
fidentiality claims and has failed to: 

(i) Submit a second copy of the sub-
mission with all confidential informa-
tion deleted for the public file, as re-
quired by § 725.80(b)(2). 

(ii) Comply with the substantiation 
requirements as described in § 725.94. 

(7) The submitter does not include 
any information required by section 
5(b)(1) of the Act and pursuant to a rule 
promulgated under section 4 of the Act, 
as required by § 725.25(f). 

(8) The submitter does not submit 
data which the submitter believes show 
that the microorganism will not 
present an unreasonable risk of injury 
to health or the environment, if EPA 
has listed the microorganism under 
section 5(b)(4) of the Act, as required in 
§ 725.25(g). 

(9) For MCANs, the submitter does 
not remit the fees required by 
§ 700.45(b)(1) or (b)(2)(vi) of this chapter. 

(10) The submitter does not include 
an identifying number and a payment 
identity number as required by 
§ 700.45(e)(3) of this chapter. 

(11) The submitter does not submit 
the notice in the manner set forth in 
§ 725.25(c). 

(b)(1) If EPA receives an incomplete 
submission under this part, the Direc-
tor, or a designee, will notify the sub-
mitter within 30 days of receipt that 
the submission is incomplete and that 
the review period will not begin until 
EPA receives a complete submission. 

(2) If EPA obtains additional infor-
mation during the review period for 
any submission that indicates the 
original submission was incomplete, 

the Director, or a designee, may de-
clare the submission incomplete within 
30 days after EPA obtains the addi-
tional information and so notify the 
submitter. 

(c) The notification that a submis-
sion is incomplete under paragraph (b) 
of this section will include: 

(1) A statement of the basis of EPA’s 
determination that the submission is 
incomplete. 

(2) The requirements for correcting 
the incomplete submission. 

(3) Information on procedures under 
paragraph (d) of this section for filing 
objections to the determination or re-
questing modification of the require-
ments for completing the submission. 

(d) Within 10 days after receipt of no-
tification by EPA that a submission is 
incomplete, the submitter may file 
written objections requesting that EPA 
accept the submission as complete or 
modify the requirements necessary to 
complete the submission. 

(e)(1) EPA will consider the objec-
tions filed by the submitter. The Direc-
tor, or a designee, will determine 
whether the submission was complete 
or incomplete, or whether to modify 
the requirements for completing the 
submission. EPA will notify the sub-
mitter in writing of EPA’s response 
within 10 days of receiving the objec-
tions. 

(2) If the Director, or a designee, de-
termines, in response to the objection, 
that the submission was complete, the 
review period will be deemed suspended 
on the date EPA declared the submis-
sion incomplete, and will resume on 
the date that the submission is de-
clared complete. The submitter need 
not correct the submission as EPA 
originally requested. If EPA can com-
plete its review within the review pe-
riod beginning on the date of the sub-
mission, the Director, or a designee, 
may inform the submitter that the 
running of the review period will re-
sume on the date EPA originally de-
clared it incomplete. 

(3) If the Director, or a designee, 
modifies the requirements for com-
pleting the submission or concurs with 
EPA’s original determination, the re-
view period will begin when EPA re-
ceives a complete submission. 
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(f) If EPA discovers at any time that 
a person submitted materially false or 
misleading statements in information 
submitted under this part, EPA may 
find that the submission was incom-
plete from the date it was submitted, 
and take any other appropriate action. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 788, Jan. 6, 2010] 

§ 725.36 New information. 
(a) During the review period, if a sub-

mitter possesses, controls, or knows of 
new information that materially adds 
to, changes, or otherwise makes sig-
nificantly more complete the informa-
tion included in the MCAN or exemp-
tion request, the submitter must send 
that information within 10 days of re-
ceiving the new information, but no 
later than 5 days before the end of the 
review period. The new information 
must be sent in the same manner the 
original notice or exemption was sent, 
as described in § 725.25(c)(1), (c)(2), and 
(c)(3). 

(b) The new submission must clearly 
identify the submitter, the MCAN or 
exemption request to which the new in-
formation is related, and the number 
assigned to that submission by EPA, if 
known to the submitter. 

(c) If the new information becomes 
available during the last 5 days of the 
review period, the submitter must im-
mediately inform the EPA contact for 
that submission by telephone of the 
new information. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 789, Jan. 6, 2010] 

§ 725.40 Notice in the Federal Register. 
(a) Filing of FEDERAL REGISTER no-

tice. After EPA receives a MCAN or an 
exemption request under this part, 
EPA will issue a notice in the FEDERAL 
REGISTER including the information 
specified in paragraph (b) of this sec-
tion. 

(b) Contents of notice. (1) In the public 
interest, the specific microorganism 
identity listed in the submission will 
be published in the FEDERAL REGISTER 
unless the submitter has claimed the 
microorganism identity confidential. If 
the submitter claims confidentiality, a 
generic name will be published in ac-
cordance with § 725.85. 

(2) The categories of use of the micro-
organism will be published as reported 
in the submission unless this informa-
tion is claimed confidential. If con-
fidentiality is claimed, the generic in-
formation which is submitted under 
§ 725.88 will be published. 

(3) A list of information submitted in 
accordance with § 725.160(a), 725.255, 
725.260, 725.355, or 725.455, as appro-
priate, will be published. 

(4) The submitter’s identity will be 
published, unless the submitter has 
claimed it confidential. 

(c) Publication of exemption decisions. 
Following the expiration of the appro-
priate review period for the exemption 
request, EPA will issue a notice in the 
FEDERAL REGISTER indicating whether 
the request has been approved or de-
nied and the reasons for the decision. 

§ 725.50 EPA review. 

(a) MCANs. The review period speci-
fied in section 5(a) of the Act for 
MCANs runs for 90 days from the date 
the Document Control Officer receives 
a complete submission, or the date 
EPA determines the submission is com-
plete under § 725.33, unless the Agency 
extends the review period under section 
5(c) of the Act and § 725.56. 

(b) Exemption requests. The review pe-
riod starts on the date the Document 
Control Officer receives a complete ex-
emption request, or the date EPA de-
termines the request is complete under 
§ 725.33, unless the Agency extends the 
review period under § 725.56. The review 
periods for exemption requests run as 
follows: 

(1) TERAs. The review period for 
TERAs is 60 days. 

(2) TMEs. The review period for TMEs 
is 45 days. 

(3) Tier II exemption requests. The re-
view period for Tier II exemption re-
quests is 45 days. 

§ 725.54 Suspension of the review pe-
riod. 

(a) A submitter may voluntarily sus-
pend the running of the review period if 
the Director, or a designee, agrees. If 
the Director does not agree, the review 
period will continue to run, and EPA 
will notify the submitter. A submitter 
may request a suspension at any time 
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during the review period. The suspen-
sion must be for a specified period of 
time. 

(b) A request for suspension may only 
be submitted in a manner set forth in 
this paragraph. The request for suspen-
sion also may be made orally, includ-
ing by telephone, to the submitter’s 
EPA contact for that notice, subject to 
paragraph (c) of this section. 

(1) Older notices. Requests for suspen-
sion for notices submitted before April 
6, 2010 must be submitted on paper ei-
ther via U.S. mail to the Document 
Control Office (DCO) (7407M), Office of 
Pollution Prevention and Toxics, Envi-
ronmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001 or submitted via courier 
to the Environmental Protection Agen-
cy, OPPT Document Control Office 
(DCO), EPA East Bldg., 1201 Constitu-
tion Ave., NW., Rm. 6428, Washington, 
DC 20004. 

(2) Newer notices. For notices sub-
mitted on or after April 6, 2010, EPA 
will accept requests for suspension 
only if submitted in accordance with 
this paragraph: 

(i) Requests for suspension may be 
submitted on paper on or before April 
6, 2011. All paper-based requests for sus-
pension must be generated using e- 
PMN reporting software and be com-
pleted through the finalization step of 
the software, and e-PMN software must 
be used to print the request for suspen-
sion for submission to EPA. Paper re-
quests for suspension must be sub-
mitted either via U.S. mail to the Doc-
ument Control Office (DCO) (7407M), 
Office of Pollution Prevention and 
Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001 or submitted 
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201 
Constitution Ave., NW., Rm. 6428, 
Washington, DC 20004. 

(ii) Requests for suspension may be 
submitted as electronic files on optical 
disc on or before April 6, 2012. All re-
quests for suspension submitted as 
electronic files on optical disc gen-
erated using e-PMN reporting software 
and be completed through the finaliza-
tion step of the software, and e-PMN 
software must be used to print the re-

quest for suspension for submission to 
EPA. Paper requests for suspension 
must be submitted either via U.S. mail 
to the Document Control Office (DCO) 
(7407M), Office of Pollution Prevention 
and Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001 or submitted 
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201 
Constitution Ave., NW., Rm. 6428, 
Washington, DC 20004. 

(iii) Requests for suspension may be 
submitted electronically to EPA via 
CDX. Such requests must be generated 
and completed using e-PMN reporting 
software. See 40 CFR 720.40(a)(2)(iv) for 
information on how to obtain e-PMN 
software. 

(c) An oral request for suspension 
may be granted by EPA for a maximum 
of 15 days only. Requests for longer 
suspension must only be submitted in 
the manner set forth in this paragraph. 

(d) If the submitter has not made a 
previous oral request, the running of 
the notice review period is suspended 
as of the date of receipt of the written 
paper request, electronic request on op-
tical disc, or CDX submission by EPA. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 789, Jan. 6, 2010] 

§ 725.56 Extension of the review pe-
riod. 

(a) At any time during the review pe-
riod, EPA may unilaterally determine 
that good cause exists to extend the re-
view period specified for MCANs, or the 
exemption requests. 

(b) If EPA makes such a determina-
tion, EPA: 

(1) Will notify the submitter that 
EPA is extending the review period for 
a specified length of time and state the 
reasons for the extension. 

(2) For MCANs, EPA may issue a no-
tice for publication in the FEDERAL 
REGISTER which states that EPA is ex-
tending the review period and gives the 
reasons for the extension. 

(c) The total period of the extension 
may be for a period of up to the same 
length of time as specified for each 
type of submission in § 725.50. If the ini-
tial extension is for less than the total 
time allowed, EPA may make addi-
tional extensions. However, the sum of 
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the extensions may not exceed the 
total allowed. 

(d) The following are examples of sit-
uations in which EPA may find that 
good cause exists for extending the re-
view period: 

(1) EPA has reviewed the submission 
and is seeking additional information. 

(2) EPA has received significant addi-
tional information during the review 
period. 

(3) The submitter has failed to cor-
rect a submission after receiving EPA’s 
request under § 725.32. 

(4) EPA has reviewed the submission 
and determined that there is a signifi-
cant possibility that the microorga-
nism will be regulated under section 
5(e) or section 5(f) of the Act, but EPA 
is unable to initiate regulatory action 
within the initial review period. 

§ 725.60 Withdrawal of submission by 
the submitter. 

(a) A submitter may withdraw a no-
tice during the notice review period by 
submitting a statement of withdrawal 
in a manner set forth in this para-
graph. The withdrawal is effective upon 
receipt of the written paper request, 
electronic request on optical disc, or 
CDX submission by EPA. 

(1) Older notices. Statements of with-
drawal for notices submitted before 
April 6, 2010 must be submitted on 
paper either via U.S. mail to the Docu-
ment Control Office (DCO) (7407M), Of-
fice of Pollution Prevention and 
Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001 or submitted 
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201 
Constitution Ave., NW., Rm. 6428, 
Washington, DC 20004. 

(2) Newer notices. For notices sub-
mitted on or after April 6, 2010, EPA 
will accept statements of withdrawal 
only if submitted in accordance with 
this paragraph: 

(i) Statements of withdrawal may be 
submitted on paper on or before April 
6, 2011. All paper-based statements of 
withdrawal must be generated using e- 
PMN reporting software and be com-
pleted through the finalization step of 
the software, and e-PMN software must 
be used to print the statement of with-

drawal for submission to EPA. Paper 
statements of withdrawal must be sub-
mitted either via U.S. mail to the Doc-
ument Control Office (DCO) (7407M), 
Office of Pollution Prevention and 
Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001 or submitted 
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201 
Constitution Ave., NW., Rm. 6428, 
Washington, DC 20004. 

(ii) Statements of withdrawal be sub-
mitted as electronic files on optical 
disc on or before April 6, 2012. All state-
ments of withdrawal submitted as elec-
tronic files on optical disc must be gen-
erated using e-PMN reporting software 
and be completed through the finaliza-
tion step of the software. Optical discs 
containing electronic statements of 
withdrawal must be submitted by cou-
rier to the Environmental Protection 
Agency, OPPT Document Control Of-
fice (DCO), EPA East Bldg., 1201 Con-
stitution Ave., NW., Rm. 6428, Wash-
ington, DC 20004. 

(iii) Statements of withdrawal may 
be submitted electronically to EPA via 
CDX. Prior to submission to EPA via 
CDX, such statements of withdrawal 
must be generated and completed using 
e-PMN reporting software. See 40 CFR 
720.40(a)(2)(iv) for information on how 
to obtain e-PMN software. 

(b) If a manufacturer, importer, or 
processor who withdrew a submission 
later resubmits a submission for the 
same microorganism, a new review pe-
riod begins. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 789, Jan. 6, 2010] 

§ 725.65 Recordkeeping. 
(a) General provisions. (1) Any person 

who submits a notice under this part 
must retain documentation of informa-
tion in the submission, including: 

(i) Any data in the submitter’s pos-
session or control; and 

(ii) Records of production volume for 
the first 3 years of manufacture, im-
port, or processing. 

(2) Any person who submits a notice 
under this part must retain docu-
mentation of the date of commence-
ment of testing, manufacture, import, 
or processing. 
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(3) Any person who is exempt from 
some or all of the reporting require-
ments of this part must retain docu-
mentation that supports the exemp-
tion. 

(4) All information required by this 
section must be retained for 3 years 
from the date of commencement of 
each activity for which records are re-
quired under this part. 

(b) Specific requirements. In addition 
to the requirements of paragraph (a) of 
this section, specific recordkeeping re-
quirements included in certain sub-
parts must also be followed. 

(1) Additional recordkeeping require-
ments for activities conducted inside a 
structure are set forth in § 725.235(h). 

(2) Additional recordkeeping require-
ments for TERAs are set forth in 
§ 725.250(f). 

(3) Additional recordkeeping require-
ments for TMEs are set forth in 
§ 725.350(c). 

(4) Additional recordkeeping require-
ments for Tier I exemptions under sub-
part G of this part are set forth in 
§ 725.424(a)(5). 

(5) Additional recordkeeping require-
ments for Tier II exemptions under 
subpart G of this part are set forth in 
§ 725.450(d). 

(6) Additional recordkeeping require-
ments for significant new uses of 
microorganisms reported under subpart 
L of this part are set forth in § 725.850. 
Recordkeeping requirements may also 
be included when a microorganism and 
significant new use are added to sub-
part M of this part. 

§ 725.67 Applications to exempt new 
microorganisms from this part. 

(a) Submission. (1) Any manufacturer 
or importer of a new microorganism 
may request, under TSCA section 
5(h)(4), an exemption, in whole or in 
part, from this part by sending a Let-
ter of Application in the manner set 
forth in § 725.25(c). 

(2) General provisions. The Letter of 
Application should provide information 
to show that any activities affected by 
the requested exemption will not 
present an unreasonable risk of injury 
to health or the environment. This in-
formation should include data de-
scribed in the following paragraphs. 

(i) The effects of the new microorga-
nism on health and the environment. 

(ii) The magnitude of exposure of 
human beings and the environment to 
the new microorganism. 

(iii) The benefits of the new micro-
organism for various uses and the 
availability of substitutes for such 
uses. 

(iv) The reasonably ascertainable 
economic consequences of granting or 
denying the exemption, including ef-
fects on the national economy, small 
business, and technological innovation. 

(3) Specific requirements. In addition 
to the requirements of paragraph (a)(2) 
of this section, the specific information 
requirements of the relevant subpart 
under which the exemption is sought 
should be met. 

(i) Exemption from MCAN reporting 
under subpart D. Information require-
ments are set forth in §§ 725.155 and 
725.160. 

(ii) Exemption from TERA reporting 
under subpart E. Information require-
ments are set forth in §§ 725.255 and 
725.260. 

(iii) Listing a recipient microorganism 
as eligible for exemption under subpart G. 
Information regarding the following 
criteria should be addressed in an ap-
plication to list a recipient microorga-
nism under § 725.420: 

(A) Identification and classification 
of the microorganism using available 
genotypic and phenotypic information; 

(B) Information to evaluate the rela-
tionship of the microorganism to any 
other closely related microorganisms 
which have a potential for adverse ef-
fects on health or the environment; 

(C) A history of safe commercial use 
for the microorganism; 

(D) Commercial uses indicating that 
the microorganism products might be 
subject to TSCA; 

(E) Studies which indicate the poten-
tial for the microorganism to cause ad-
verse effects to health or the environ-
ment; and 

(F) Studies which indicate the sur-
vival characteristics of the microorga-
nism in the environment. 

(b) Processing of the Letter of Applica-
tion by EPA—(1) Grant of the Applica-
tion. If, after consideration of the Let-
ter of Application and any other rel-
evant information available to EPA, 
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the Assistant Administrator for Pre-
vention, Pesticides and Toxic Sub-
stances makes a preliminary deter-
mination that the new microorganism 
will not present an unreasonable risk 
of injury to health or the environment, 
the Assistant Administrator will pro-
pose a rule to grant the exemption 
using the applicable procedures in part 
750 of this chapter. 

(2) Denial of the application. If the As-
sistant Administrator decides that the 
preliminary determination described in 
paragraph (b)(1) of this section cannot 
be made, the application will be denied 
by sending the applicant a written 
statement with the Assistant Adminis-
trator’s reasons for denial. 

(c) Processing of the exemption—(1) Un-
reasonable risk standard. Granting a sec-
tion 5(h)(4) exemption requires a deter-
mination that the activities will not 
present an unreasonable risk of injury 
to health or the environment. 

(i) An unreasonable risk determina-
tion under the Act is an administrative 
judgment that requires balancing of 
the harm to health or the environment 
that a chemical substance may cause 
and the magnitude and severity of that 
harm, against the social and economic 
effects on society of EPA action to re-
duce that harm. 

(ii) A determination of unreasonable 
risk under section 5(h)(4) of the Act 
will examine the reasonably ascertain-
able economic and social consequences 
of granting or denying the exemption 
after consideration of the effect on the 
national economy, small business, 
technological innovation, the environ-
ment, and public health. 

(2) Grant of the exemption. The exemp-
tion will be granted if the Assistant 
Administrator determines, after con-
sideration of all relevant evidence pre-
sented in the rulemaking proceeding 
described in paragraph (b)(1) of this 
section, that the new microorganism 
will not present an unreasonable risk 
of injury to health or the environment. 

(3) Denial of the exemption. The ex-
emption will be denied if the Assistant 
Administrator determines, after con-
sideration of all relevant evidence pre-
sented in the rulemaking proceeding 
described in paragraph (b)(1) of this 
section, that the determination de-
scribed in paragraph (c)(2) of this sec-

tion cannot be made. A final decision 
terminating the rulemaking pro-
ceeding will be published in the FED-
ERAL REGISTER. 

[62 FR 17932, April 11, 1997, as amended at 75 
FR 789, Jan. 6, 2010] 

§ 725.70 Compliance. 

(a) Failure to comply with any provi-
sion of this part is a violation of sec-
tion 15 of the Act (15 U.S.C. 2614). 

(b) A person who manufactures or im-
ports a microorganism before a MCAN 
is submitted and the MCAN review pe-
riod expires is in violation of section 15 
of the Act even if that person was not 
required to submit the MCAN under 
§ 725.105. 

(c) Using a microorganism which a 
person knew or had reason to know was 
manufactured, processed, or distrib-
uted in commerce in violation of sec-
tion 5 of the Act or this part is a viola-
tion of section 15 of the Act (15 U.S.C. 
2614). 

(d) Failure or refusal to establish and 
maintain records or to permit access to 
or copying of records, as required by 
the Act, is a violation of section 15 of 
the Act (15 U.S.C. 2614). 

(e) Failure or refusal to permit entry 
or inspection as required by section 11 
of the Act is a violation of section 15 of 
the Act (15 U.S.C. 2614). 

(f) Violators may be subject to the 
civil and criminal penalties in section 
16 of the Act (15 U.S.C. 2615) for each 
violation. Persons who submit materi-
ally misleading or false information in 
connection with the requirements of 
any provision of this part may be sub-
ject to penalties calculated as if they 
never filed their submissions. 

(g) EPA may seek to enjoin the man-
ufacture or processing of a microorga-
nism in violation of this part or act to 
seize any microorganism manufactured 
or processed in violation of this part or 
take other actions under the authority 
of section 7 of the Act (15 U.S.C. 2606) 
or section 17 of the Act (15 U.S.C. 2616). 

§ 725.75 Inspections. 
EPA will conduct inspections under 

section 11 of the Act to assure compli-
ance with section 5 of the Act and this 
part, to verify that information re-
quired by EPA under this part is true 
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and correct, and to audit data sub-
mitted to EPA under this part. 

Subpart C—Confidentiality and 
Public Access to Information 

§ 725.80 General provisions for con-
fidentiality claims. 

(a) A person may assert a claim of 
confidentiality for any information 
submitted to EPA under this part. 
However, 

(1) Any person who asserts a claim of 
confidentiality for portions of the spe-
cific microorganism identity must pro-
vide the information as described in 
§ 725.85. 

(2) Any person who asserts a claim of 
confidentiality for a use of a micro-
organism must provide the information 
as described in § 725.88. 

(3) Any person who asserts a claim of 
confidentiality for information con-
tained in a health and safety study of a 
microorganism must provide the infor-
mation described in § 725.92. 

(b) Any claim of confidentiality must 
accompany the information when it is 
submitted to EPA. 

(1) When a person submits any infor-
mation under this part, including any 
attachments, for which claims of con-
fidentiality are made, the claim(s) 
must be asserted by circling the spe-
cific information which is claimed and 
marking the page on which that infor-
mation appears with an appropriate 
designation such as ‘‘trade secret,’’ 
‘‘TSCA CBI,’’ or ‘‘confidential business 
information.’’ 

(2) If any information is claimed con-
fidential, the person must submit two 
copies of the document including the 
claimed information. 

(i) One copy of the document must be 
complete. In that copy, the submitter 
must mark the information which is 
claimed as confidential in the manner 
prescribed in paragraph (b)(1) of this 
section. 

(ii) The second copy must be com-
plete except that all information 
claimed as confidential in the first 
copy must be deleted. EPA will place 
the second copy in the public file. 

(iii) If the submitter does not provide 
the second copy, the submission is in-
complete and the review period does 
not begin to run until EPA receives the 

second copy, in accordance with 
§ 725.33. 

(iv) Any information contained with-
in the copy submitted under paragraph 
(b)(2)(ii) of this section which has been 
in the public file for more than 30 days 
will be presumed to be in the public do-
main, notwithstanding any assertion of 
confidentiality made under this sec-
tion. 

(3) A person who submits information 
to EPA under this part must reassert a 
claim of confidentiality and substan-
tiate the claim each time the informa-
tion is submitted to EPA. 

(c) Any person asserting a claim of 
confidentiality under this part must 
substantiate each claim in accordance 
with the requirements in § 725.94. 

(d) EPA will disclose information 
that is subject to a claim of confiden-
tiality asserted under this section only 
to the extent permitted by the Act, 
this subpart, and part 2 of this title. 

(e) If a submitter does not assert a 
claim of confidentiality for informa-
tion at the time it is submitted to 
EPA, EPA may make the information 
public and place it in the public file 
without further notice to the sub-
mitter. 

§ 725.85 Microorganism identity. 
(a) Claims applicable to the period prior 

to commencement of manufacture or im-
port for general commercial use—(1) When 
to make a claim. (i) A person who sub-
mits information to EPA under this 
part may assert a claim of confiden-
tiality for portions of the specific 
microorganism identity at the time of 
submission of the information. This 
claim will apply only to the period 
prior to the commencement of manu-
facture or import for general commer-
cial use. 

(ii) A person who submits informa-
tion to EPA under this part must re-
assert a claim of confidentiality and 
substantiate the claim each time the 
information is submitted to EPA. For 
example, if a person claims certain in-
formation confidential in a TERA sub-
mission and wishes the same informa-
tion to remain confidential in a subse-
quent TERA or MCAN submission, the 
person must reassert and resubstan-
tiate the claim in the subsequent sub-
mission. 
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