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who imports a new microorganism is
the site of the operating unit within
the person’s organization which is directly responsible for importing the
new microorganism and which controls
the import transaction. The import
site may in some cases be the organization’s headquarters office in the United
States.
(ii) A process description of each
manufacture, processing, and use operation, which includes a diagram of the
major unit operations and conversions,
the identity and entry point of all feedstocks, and the identity of any possible
points of release of the new microorganism from the process, including a description of all controls, including engineering controls, used to prevent
such releases.
(iii) Worker exposure information,
including worker activities, physical
form of process streams which contain
the new microorganism to which workers may be exposed, the number of
workers, and the duration of activities.
(iv) Information on release of the new
microorganism to the environment, including the quantity and media of release and type of control technology
used.
(v) A narrative description of the intended transport of the new microorganism, including the means of transport,
containment methods to be used during
transport, and emergency containment
procedures to be followed in case of accidental release.
(vi) Procedures for disposal of any articles, waste, clothing, or other equipment involved in the activity, including procedures for inactivation of the
new microorganism, containment, disinfection, and disposal of contaminated
items.
(2) For sites not controlled by the
submitter, a description of each type of
processing and use operation involving
the new microorganism, including
identification of the estimated number
of processing or use sites, situations in
which worker exposure to and/or environmental release of the new microorganism will occur, the number of
workers exposed and the duration of
exposure; procedures for transport of
the new microorganism and for disposal, including procedures for inactivation of the new microorganism; and

control measures which limit worker
exposure and environmental release.
§ 725.160 Submission of health and environmental effects data.
(a) Test data on the new microorganism
in the possession or control of the submitter. (1) Except as provided in
§ 725.25(h), and in addition to the information required by § 725.155(d)(3), each
MCAN must contain all test data in
the submitter’s possession or control
which are related to the effects on
health or the environment of any manufacture, processing, distribution in
commerce, use, or disposal of the new
microorganism or any microbial mixture or article containing the new
microorganism, or any combination of
such activities. This includes test data
concerning the new microorganism in a
pure culture or formulated form as
used or as intended to be used in one of
the activities listed above.
(2) A full report or standard literature citation must be submitted for
the following types of test data:
(i) Health effects data.
(ii) Ecological effects data.
(iii) Physical and chemical properties
data.
(iv) Environmental fate characteristics.
(v) Monitoring data and other test
data related to human exposure to or
environmental release of the new
microorganism.
(3)(i) If the data do not appear in the
open scientific literature, the submitter must provide a full report. A
full report includes the experimental
methods and materials, results, discussion and data analysis, conclusions,
references, and the name and address of
the laboratory that developed the data.
(ii) If the data appear in the open scientific literature, the submitter need
only provide a standard literature citation. A standard literature citation includes author, title, periodical name,
date of publication, volume, and page
numbers.
(4)(i) If a study, report, or test is incomplete when a person submits a
MCAN, the submitter must identify the
nature and purpose of the study; name
and address of the laboratory developing the data; progress to date; types
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of data collected, significant preliminary results; and anticipated completion date.
(ii) If a test or experiment is completed before the MCAN review period
ends, the person must submit the
study, report, or test, as specified in
paragraph (a)(3)(i) of this section, to
the address listed in § 725.25(c) within 10
days of receiving it, but no later than
5 days before the end of the review period. If the test or experiment is completed during the last 5 days of the review period, the submitter must immediately inform its EPA contact for that
submission by telephone.
(5) For test data in the submitter’s
possession or control which are not
listed in paragraph (a)(2) of this section, a person is not required to submit
a complete report. The person must
submit a summary of the data. If EPA
so requests, the person must submit a
full report within 10 days of the request, but no later than 5 days before
the end of the review period.
(6) All test data described under paragraph (a) of this section are subject to
these requirements, regardless of their
age, quality, or results.
(b) Other data concerning the health
and environmental effects of the new
microorganism that are known to or reasonably ascertainable by the submitter. (1)
Except as provided in § 725.25(h), and in
addition to the information required by
§ 725.155(c)(3), any person who submits a
MCAN must describe the following
data, including any data from a health
and safety study of a microorganism, if
the data are related to effects on
health or the environment of any manufacture, processing, distribution in
commerce, use, or disposal of the
microorganism, of any microbial mixture or article containing the new
microorganism, or of any combination
of such activities:
(i) Any data, other than test data, in
the submitter’s possession or control.
(ii) Any data, including test data,
which are not in the submitter’s possession or control, but which are
known to or reasonably ascertainable
by the submitter. For the purposes of
this section, data are known to or reasonably ascertainable by the submitter
if the data are known to any of its employees or other agents who are associ-

ated with the research and development, test marketing, or commercial
marketing of the microorganism.
(2) Data that must be described include data concerning the new microorganism in a pure culture or formulated form as used or as intended to be
used in one of the activities listed in
paragraph (b)(1) of this section.
(3) The description of data reported
under paragraph (b) of this section
must include:
(i) If the data appear in the open scientific literature, a standard literature
citation, which includes the author,
title, periodical name, date of publication, volume, and pages.
(ii) If the data are not available in
the open scientific literature, a description of the type of data and summary of the results, if available, and
the names and addresses of persons the
submitter believes may have possession
or control of the data.
(4) All data described in paragraph (b)
of this section are subject to these requirements, regardless of their age,
quality, or results; and regardless of
whether they are complete at the time
the MCAN is submitted.
§ 725.170 EPA review of the MCAN.
General procedures for review of all
submissions under this part are contained in §§ 725.28 through 725.60. In addition, the following procedures apply
to EPA review of MCANs submitted
under this subpart:
(a) Length of the review period. The
MCAN review period specified in section 5(a) of the Act runs for 90 days
from the date the Document Control
Officer for the Office of Pollution Prevention and Toxics receives a complete
MCAN, or the date EPA determines the
MCAN is complete under § 725.33, unless
the Agency extends the period under
section 5(c) of the Act and § 725.56.
(b) Notice of expiration of MCAN review period. (1) EPA will notify the
submitter that the MCAN review period has expired or that EPA has completed its review of the MCAN. Expiration of the review period does not constitute EPA approval or certification
of the new microorganism, and does
not mean that EPA may not take regulatory action against the microorganism in the future.

599

VerDate Mar<15>2010

14:54 Aug 16, 2010

Jkt 220172

PO 00000

Frm 00609

Fmt 8010

Sfmt 8010

Q:\40\220172.XXX

ofr150

PsN: PC150

