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(i) With information as to the time, 
place and nature of the conference, and 
of the matters of fact and law asserted 
by the Agency as grounds for the rev-
ocation action; 

(ii) An opportunity to offer a written 
statement of facts, explanations, and 
arguments relevant to the revocation 
action; 

(iii) All other procedural opportuni-
ties to which the permittee may be en-
titled by law. 

(8) The Administrator shall notify 
the affected permittee and State Agen-
cy, in writing, of his final decision on 
the revocation matter as expeditiously 
as possible and shall attempt to do so 
within 30 days after the conclusion of a 
conference conducted under paragraph 
(c)(7). The Administrator shall also 
provide the permittee and the State 
agency with a written statement of the 
reasons for his decision, which shall 
take into account the evidence pre-
sented pursuant to paragraph (c)(7)(ii) 
of this section. 

(9) A decision to revoke a permit 
under paragraph (c)(8) of this section is 
a final Agency action subject to judi-
cial review as provided by law. 

[44 FR 41787, July 18, 1979, as amended at 73 
FR 75599, Dec. 12, 2008] 

Subpart C—Notification for Certain 
Genetically Modified Micro-
bial Pesticides 

SOURCE: 59 FR 45612, Sept. 1, 1994, unless 
otherwise noted. 

§ 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 a microbial 
agent intended for preventing, destroy-
ing, repelling, or mitigating any pest, 
or intended for use as a plant regu-
lator, defoliant, or desiccant, that: 

(1) Is a eucaryotic microorganism in-
cluding, but not limited to, protozoa, 
algae and fungi; 

(2) Is a procaryotic microorganism, 
including, but not limited to, 
Eubacteria and Archaebacteria; or 

(3) Is a parasitically replicating mi-
croscopic element, including, but not 
limited to, viruses. 

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 
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). 
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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. 

[59 FR 45612, Sept. 1, 1994, as amended at 72 
FR 61029, Oct. 26, 2007] 

§ 172.45 Requirement for a notifica-
tion. 

(a) 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 
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. 

(ii) 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-
zation that is conducting the test prior 
to commencement of the test. 

(4) Records shall be developed and 
maintained describing the selection 
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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 or 161.32 and 161.33 of 
this chapter. However, because data 
submitted with the Notification may 
subsequently be used to support other 
regulatory actions (e.g., used in EUP or 
registration applications), it is rec-
ommended 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. 

(3) Any claims of confidentiality for 
information submitted in the Notifica-
tion must be made as described in para-
graph (d) of this section. 

(d) How to make confidential business 
information (CBI) claims in a Notifica-
tion. Although it is strongly rec-
ommended that the submitter mini-
mize the amount of data and other in-
formation claimed as CBI, a submitter 
may assert a claim of confidentiality 
for all or part of the information sub-
mitted to EPA in a Notification (See 
part 2, subpart B of this chapter). To 
assert such a claim, the submitter 
must comply with the following proce-
dures: 

(1) Any claim of confidentiality must 
accompany the information at the time 
the information is submitted to EPA. 
Failure to assert a claim at that time 
will be considered a waiver of confiden-
tiality for the information submitted, 
and the information may be made 
available to the public, subject to sec-
tion 10(g) of the Act, with no further 
notice to the submitter. 

(2) Of the five copies of the Notifica-
tion required by paragraph (c) of this 
section, four copies must be complete 
with the information that is claimed 
confidential clearly marked in the 
manner described in § 2.203(b) of this 
chapter. All information claimed as 
confidential must be deleted from the 
fifth copy, but it must be otherwise 
complete. The first page of the fifth 
copy must be marked ‘‘Contains no in-
formation claimed as confidential.’’ 
EPA may include the fifth copy in a 
public file without further notice. EPA 
will consider incomplete a Notification 
containing information claimed as CBI 
that is not submitted in accordance 
with this paragraph and will suspend 
the review period on the Notification 
until such procedures are followed. 

(3) Any claim of confidentiality must 
be accompanied, at the time the claim 
is made, by comments substantiating 
the claim and explaining why the sub-
mitter believes that the information 
should not be disclosed. The submitter 
should refer to § 2.204(e)(4) of this chap-
ter for points to address in the substan-
tiation. If such comments are them-
selves claimed confidential and are 
marked confidential when submitted to 
EPA, they will be treated as such in ac-
cordance with § 2.205(c) of this chapter. 
EPA will consider incomplete all Noti-
fications containing information 
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claimed as CBI that are not accom-
panied by substantiation, and will sus-
pend the review period on such Notifi-
cations until the required substan-
tiation is provided. 

(4) EPA will disclose information 
that is subject to a claim of confiden-
tiality asserted under this section only 
to the extent and by means of the pro-
cedures set forth in section 10 of the 
Act, in this subpart, and in part 2 of 
this chapter. 

[59 FR 45612, Sept. 1, 1994, as amended at 71 
FR 35546, June 21, 2006; 72 FR 61029, Oct. 26, 
2007; 73 FR 75600, Dec. 12, 2008] 

§ 172.48 Data requirements for a notifi-
cation. 

This section identifies the data and 
information to be included in each No-
tification. When specific information is 
not submitted, an explanation of why 
it is not practical or necessary to pro-
vide the information is to be provided. 

(a) The identity of the microorga-
nism which constitutes the microbial 
pesticide including: 

(1) Summary of data supporting the 
taxonomic designation and its inter-
pretation. 

(2) Means and limit of detection 
using sensitive and specific methods 
(e.g., note the use of any markers that 
are used to distinguish the introduced 
population from native microorga-
nisms). Introduction into the microbial 
pesticide of a unique genetic marker is 
encouraged. 

(b) Description of the natural habitat 
of the parental strain of the microbial 
pesticide including information on: 

(1) Physical and chemical features 
important to growth and survival of 
the parental strain. 

(2) Biological features of the parental 
strain that would have an impact on 
the microbial pesticide (e.g., presence 
of phages that infect the microorga-
nism). 

(3) Competitors. 
(c) Information on the host range of 

the microbial pesticide, if any, with an 
assessment of infectivity and pathoge-
nicity to nontarget organisms. 

(d) Information on survival and the 
ability of the microbial pesticide to in-
crease in numbers (biomass) in the en-
vironment (e.g., in the environment 
into which the microbial pesticide will 

be introduced, and in substantially dif-
ferent environments that may be in the 
immediate vicinity). These data may 
be derived from the scientific lit-
erature or from tests conducted in a 
laboratory or other containment facil-
ity. 

(e) The identity of possible trans-
mission vectors (e.g., insects). 

(f) Data on relative environmental 
competitiveness compared to the pa-
rental strain of the microbial pesticide. 

(g) Description of the methods used 
to genetically modify the microbial 
pesticide. 

(h) The identity and location of the 
gene segments that have been rear-
ranged or inserted/deleted (host source, 
nature, and, for example, base sequence 
data, or restriction enzyme map of the 
genes). 

(i) Information on the control region 
of the genes, and a description of the 
new traits or characteristics that are 
expressed. 

(j) Data on potential for genetic 
transfer and exchange with other orga-
nisms and on genetic stability of any 
inserted sequences in the microbial 
pesticide. 

(k) A description of the proposed 
testing program including: 

(1) The purpose or objectives of the 
proposed testing. 

(2) Designation of the pest organisms 
involved (common and scientific 
names). 

(3) The States in which the proposed 
program will be conducted. 

(4) The exact location of the test 
sites (including proximity to resi-
dences and human activities, surface 
water, etc.). 

(5) The crops, fauna, flora, geo-
graphical description of sites, modes, 
dosage rates, frequency, and situation 
of application on or in which the pes-
ticide is to be used. 

(6) The total amount of pesticide 
product proposed for use in the testing. 

(7) The method of application. 
(8) A comparison of the natural habi-

tat of the microbial pesticide with the 
proposed test site. 

(9) The number of acres, structural 
sites, or animals/plants by State, to be 
treated or included in the area of ex-
perimental use. 

VerDate Mar<15>2010 11:58 Sep 15, 2011 Jkt 223167 PO 00000 Frm 00379 Fmt 8010 Sfmt 8010 Y:\SGML\223167.XXX 223167w
re

ie
r-

av
ile

s 
on

 D
S

K
7S

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



370 

40 CFR Ch. I (7–1–11 Edition) § 172.50 

(10) Procedures to be used to protect 
the test area from intrusion by unau-
thorized individuals. 

(11) The proposed dates or periods 
during which the testing program is to 
be conducted, and the manner in which 
supervision of the program will be ac-
complished. 

(12) Description of procedures for 
monitoring the microbial pesticide 
within and adjacent to the test site 
during the test. 

(13) The method of sanitation or dis-
posal of plants, animals, soils, farm 
tools, machinery etc., that will be ex-
posed to the microbial pesticide during 
or after the test. 

(14) Means of evaluating potential ad-
verse effects and methods of control-
ling the microbial pesticide if detected 
beyond the test area. 

(l) A statement of composition for 
the formulation to be tested, giving: 

(1) The name and percentage by 
weight (or other suitable units) of each 
ingredient, active and inert. 

(2) Production methods. 
(3) Extraneous microorganisms 

present as contaminants. 
(4) Amount and potency of any toxin 

present. 
(5) Where applicable, the number of 

viable microorganisms per unit weight 
or volume of the product or other ap-
propriate system for designating the 
quantity of active ingredient. 

(m) Any additional factual informa-
tion regarding the potential for unrea-
sonable adverse effects on the environ-
ment. 

§ 172.50 Response to a notification. 

(a) EPA will review and evaluate 
each Notification as expeditiously as 
possible and will make a determination 
no later than 90 days after receipt of 
the complete Notification; however, 
under no circumstances shall the pro-
posed test proceed until the submitter 
has received notice from EPA of its ap-
proval of such test. 

(b) For each Notification, EPA may 
make the following determinations: 

(1) Require additional information 
from the submitter to assess the pro-
posed test adequately. 

(2) Approve the proposed test. 

(3) Approve the proposed test pro-
vided that the submitter makes certain 
modifications to the test proposal. 

(4) Require an EUP for the test. 
(5) Disapprove the proposed test be-

cause of the potential for unreasonable 
adverse effects. Such disapproval by 
EPA shall be considered the equivalent 
of denial of an EUP and the remedies 
for such denial provided by § 172.10 are 
available to the submitter. 

(c) If the proposed test is approved by 
EPA, then the submitter shall perform 
the test in the same manner described 
in the Notification, subject to any re-
quirements imposed under paragraph 
(b)(3) of this section. 

§ 172.52 Notification exemption proc-
ess. 

(a) Initiation of the exemption process. 
Pesticides may be added to the list of 
exemptions in § 172.45(d) by rule at 
EPA’s initiative or in response to a pe-
tition submitted in accordance with 
paragraph (b) of this section. 

(b) Petitions for exemption from the re-
quirement for a Notification—(1) Who 
may submit a petition. Any person may 
submit a petition requesting an exemp-
tion from the notification require-
ments of this subpart for a specific mi-
crobial pesticide or class of microbial 
pesticides. 

(2) Where to submit a petition. All peti-
tions shall be submitted to the Office 
of Pesticide Programs’ Document Proc-
essing Desk at the appropriate address 
as set forth in 40 CFR 150.17(a) or (b). 

(3) Content of petition. Each petition 
shall contain the following: 

(i) Name and address of petitioner 
and name, address, and telephone num-
ber of a person who may be contacted 
for further information. 

(ii) Description of the exemption re-
quested, including the specific micro-
bial pesticide or class of microbial pes-
ticides to be tested under the petition 
for exemption. 

(iii) Basis for the petitioner’s conten-
tion that the specific microbial pes-
ticide or class of microbial pesticides 
meet the criteria of § 172.3 for small- 
scale tests of pesticides that do not re-
quire an EUP. 
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(iv) Discussion of the extent to which 
the microbial pesticide or class of mi-
crobial pesticides covered by the peti-
tion differ from microbial pesticides 
that are already registered or subject 
to an EUP under the Act. 

(4) Administrative action on a petition. 
EPA will review and evaluate petitions 
as expeditiously as possible and may 
request further information from the 
petitioner to assess the proposed ex-
emption adequately. No later than 180 
days after the submission of a petition, 
or 90 days after the last submission of 
additional information by the peti-
tioner, whichever is later, EPA will 
take one of the following actions with 
respect to the petition: 

(i) Grant the petition and publish a 
notice of proposed rulemaking in the 
FEDERAL REGISTER for a 45–day com-
ment period proposing the exemption 
requested by the petitioner. 

(ii) Grant the petition and publish a 
notice of proposed rulemaking in the 
FEDERAL REGISTER for a 45–day com-
ment period proposing an exemption 
under such terms and conditions as 
EPA deems appropriate. 

(iii) Deny the petition and provide 
the petitioner with a written expla-
nation of EPA’s decision. 

(5) Confidential business information 
(CBI) claims. To assert a claim of con-
fidentiality, the petitioner must com-
ply with the applicable procedures in 
§ 172.46(d). 

(6) Supplements, amendments, and 
withdrawals. The petitioner may sup-
plement, amend, or withdraw his or her 
petition in writing without EPA ap-
proval at any time prior to the grant-
ing or denial of the petition under 
paragraph (b)(4) of this section. The 
withdrawal of a petition shall be with-
out prejudice to the resubmission of 
the petition at a later date. 

[59 FR 45612, Sept. 1, 1994, as amended at 71 
FR 35546, June 21, 2006] 

§ 172.57 Submission of information re-
garding potential unreasonable ad-
verse effects. 

Any person using a microbial pes-
ticide in small-scale testing covered by 
this subpart who obtains information 
regarding potential unreasonable ad-
verse effects on health or the environ-
ment must within 30 days of receipt of 

such information submit the informa-
tion to EPA, unless the person has ac-
tual knowledge that EPA has been ade-
quately informed of such information. 
The requirement to submit informa-
tion applies both to those microbial 
pesticides subject to the notification 
requirements under § 172.45(c) and those 
that are exempt under § 172.45(d). 

§ 172.59 Enforcement. 
(a) Imminent threat of substantial harm 

to health or the environment. The use of 
a microbial pesticide in small-scale 
testing covered by this subpart (wheth-
er subject to the notification require-
ments of § 172.45(c) or exempt under 
§ 172.45(d)) in a manner that creates an 
imminent threat of substantial harm 
to health or the environment is prohib-
ited, and is considered a violation of 
section 12(a)(2)(S) of the Act. 

(b) EPA response to violations. Under 
section 14 of the Act, EPA may seek 
civil or criminal penalties for viola-
tions of the Act. Failure to comply 
with the regulations in this part could 
result in civil or criminal penalties. 
Moreover, under sections 14 and 16(c) of 
the Act, EPA may at any time take ap-
propriate action against violators to 
prevent or otherwise restrain use of a 
microbial pesticide in small-scale test-
ing if it is determined that: 

(1) Such use would create an immi-
nent threat of substantial harm to 
health or the environment that is pro-
hibited under paragraph (a) of this sec-
tion; or 

(2) The terms or conditions on which 
approval of the testing was granted 
under this subpart C are violated. 

PART 173—PROCEDURES GOV-
ERNING THE RESCISSION OF 
STATE PRIMARY ENFORCEMENT 
RESPONSIBILITY FOR PESTICIDE 
USE VIOLATIONS 

Sec. 
173.1 Applicability. 
173.2 Definitions. 
173.3 Initiation of rescission proceedings. 
173.4 Informal conference and settlement. 
173.5 Request for hearing. 
173.6 Publication of the notice; scheduling 

the hearing. 
173.7 Hearing and recommended decision. 
173.8 Final order. 
173.9 Judicial review. 
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