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§172.43 Definitions.

Terms used in this subpart shall,
with the exception of those defined
below, have the meaning set forth in
the Act and in §172.1.

Containment and inactivation controls
means any combination of mechanical,
procedural, or biological controls de-
signed and operated to restrict envi-
ronmental release of viable microorga-
nisms from a facility.

Deliberately modified means the di-
rected addition, rearrangement, or re-
moval of nucleotide sequences to or
from genetic material.

Introduction of genetic material means
the movement of nucleotide sequences
into a microorganism, regardless of the
technique used.

Inversions of genetic material means
the replacement of an internal section
of a chromosome in the reverse ori-

entation.

Microbial pesticide means any pes-
ticide whose active ingredient is a
microorganism intended for pre-

venting, destroying, repelling, or miti-
gating any pest, or intended for use as
a plant regulator, defoliant, or des-
iccant.

Microbial pesticides resulting from re-
arrangements means a microbial pes-
ticide resulting from translocations or
inversions of genetic material.

Microorganism means a bacterium,
fungus, alga, virus, or protozoan.

Nonindigenous microbial pesticide
means a microbial pesticide brought
into one of the following geographic
areas from outside that area:

(1) The continental United States, in-
cluding Alaska, and the immediately
adjoining countries (i.e., Canada and
Mexico).

(2) The Hawaiian Islands.

(3) The Caribbean Islands including
Puerto Rico and the U.S. Virgin Is-
lands.

Pesticidal property means a char-
acteristic exhibited by a microorga-
nism that contributes to the inten-
tional use of the microorganism to pre-
vent, destroy, repel, or mitigate a pest
or to act as a plant regulator, defo-
liant, or desiccant.

Single genome means the sum total of
chromosomal and extrachromosomal
genetic material of an isolate and any
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descendants derived under axenic cul-
ture conditions from that isolate.

Small-scale test means the experi-
mental use of a microbial pesticide in a
facility such as a laboratory or green-
house, or use in limited replicated field
trials or other tests as described in
§172.3(c).

Test or testing means any use of a mi-
crobial pesticide consistent with sec-
tion 5 of the Act, including limited rep-
licated field trials and associated ac-
tivities.

Translocations of genetic material
means a chromosomal configuration in
which part of a chromosome becomes
attached to a different chromosome, or
inserts in a different location on the
same chromosome.
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tion.

(@) Who must submit a Notification.
Notwithstanding §172.3, any person
who plans to conduct small-scale test-
ing of a type of microbial pesticide
identified in paragraph (c) of this sec-
tion must submit a Notification to
EPA and obtain prior approval for ei-
ther of the following tests:

(1) Small-scale tests that involve an
intentional environmental introduc-
tion of that microbial pesticide.

(2) Small-scale tests performed in a
facility without adequate containment
and inactivation controls as provided
in paragraph (e) of this section.

(b) Alternative to Notification. In lieu
of a Notification, any person required
to submit a Notification under para-
graph (a) of this section may submit an
application for an experimental use
permit (EUP) to EPA for approval.

(c) Small-scale testing that requires a
Notification. As provided in paragraph
(a) of this section, and notwithstanding
any other approval by any govern-
mental entity, EPA review and ap-
proval are required prior to the initi-
ation of any small-scale test involving
either of the following microbial pes-
ticides:

(1) Microbial pesticides whose pes-
ticidal properties have been imparted
or enhanced by the introduction of ge-
netic material that has been delib-
erately modified.

(2) Nonindigenous microbial pes-
ticides that have not been acted upon

Requirement for a notifica-
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Environmental Protection Agency

by the U.S. Department of Agriculture
(i.e., either by issuing or denying a per-
mit or determining that a permit is un-
necessary; or a permit is not pending
with the USDA).

(d) Small-scale testing that does not re-
quire a Notification. (1) Testing con-
ducted with microbial pesticides iden-
tified in paragraph (c) of this section,
but made exempt pursuant to §172.52,
does not require a Notification. The
following microbial pesticides (or
classes of pesticides) are exempt from
the notification requirement in para-
graph (a) of this section:

(i) Microbial pesticides resulting
from deletions or rearrangements with-
in a single genome that are brought
about by the introduction of genetic
material that has been deliberately
modified.

(ii) [Reserved]

(2) Testing conducted in a facility
with adequate containment and inac-
tivation controls, as provided in para-
graph (e) of this section, does not re-
quire a Notification.

(e) Selection and use of containment
and inactivation controls. (1) Selection
and use of containment and inactiva-
tion controls for a particular microbial
pesticide shall take into account the
following:

(i) Factors relevant to the microbial
pesticide’s ability to survive in the en-
vironment.

(i) Potential routes of release in air,
solids, and liquids; in or on waste ma-
terials and equipment; in or on people
(including maintenance and custodial
personnel); and in or on other orga-
nisms such as insects and rodents.

(iii) Procedures for transfer of mate-
rials between facilities.

(iv) Plans for routine or emergency
clean-up and test termination.

(2) For purposes of paragraph (e)(1) of
this section, EPA will presume that
compliance with the containment pro-
visions of the National Institutes of
Health (NIH) ““Guidelines for Research
Involving Recombinant DNA Mol-
ecules” (51 FR 16958, May 7, 1986) con-
stitutes selection and use of adequate
containment and inactivation controls.

(3) The selection of containment and
inactivation controls shall be approved
by an authorized official of the organi-
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zation that is conducting the test prior
to commencement of the test.

(4) Records shall be developed and
maintained describing the selection
and use of the containment and inac-
tivation controls, including contin-
gency plans for emergency clean-up
and test termination, that will be used
during the test. These records shall be
available for inspection at the test fa-
cility. In addition, these records shall
be submitted to EPA at EPA’s request
and within the time frame specified in
EPA'’s request.

(5) Subsequent to any EPA review of
the containment/inactivation controls
selected under paragraph (e)(1) of this
section, changes to the controls nec-
essary to prevent unreasonable adverse
effects must be made upon EPA re-
quest. Failure to comply with EPA’s
request shall result in automatic rev-
ocation of the exemption from the re-
quirement to submit a Notification.

§172.46 Submission of a notification.

(a) When to submit a Notification. A
Notification shall be submitted for ap-
proval at least 90 days prior to the ini-
tiation of the proposed test.

(b) Where to submit a notification. A
notification shall be submitted to the
Office of Pesticide Programs’ Docu-
ment Processing Desk at the appro-
priate address as set forth in 40 CFR
150.17(a) or (b), Attention: Bio-
technology Notification Review.

(c) How to format a Notification. A No-
tification submitted under this section
must comply with the following proce-
dures, but is not required to comply
with the format and other provisions
governing submission of data in
§§158.32 and 158.33 of this chapter. How-
ever, because data submitted with the
Notification may subsequently be used
to support other regulatory actions
(e.g., used in EUP or registration appli-
cations), it is recommended that such
data comply with EPA requirements in
§§158.32 and 158.33 of this chapter.

(1) Each Notification must be accom-
panied by a transmittal document that
clearly identifies the EPA action sup-
ported as a Biotechnology Notification
Review.

(2) Five copies of each Notification
must be submitted to EPA.
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