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Environmental Protection Agency § 158.3 

Subpart V— Microbial Pesticides 

158.2100 Microbial pesticides definition and 
applicability. 

158.2110 Microbial pesticides data require-
ments. 

158.2120 Microbial pesticides product anal-
ysis data requirements table. 

158.2130 Microbial pesticides residue data 
requirements table. 

158.2140 Microbial pesticides toxicology 
data requirements table. 

158.2150 Microbial pesticides nontarget or-
ganisms and environmental fate data re-
quirements table. 

158.2160 Microbial pesticides product per-
formance data requirements. 

158.2170 Experimental use permit data re-
quirements—microbial pesticides. 

158.2171 Experimental use permit microbial 
pesticides product analysis data require-
ments table. 

158.2172 Experimental use permit microbial 
pesticides residue data requirements 
table. 

158.2173 Experimental use permit microbial 
pesticides toxicology data requirements 
table. 

158.2174 Experimental use permit microbial 
pesticides nontarget organisms and envi-
ronmental fate data requirements table. 

Subpart W—Antimicrobial Pesticide Data 
Requirements 

158.2200 Applicability. 
158.2201 Antimicrobial use patterns. 
158.2203 Definitions. 
158.2204 Public health and nonpublic health 

claims. 
158.2210 Product chemistry. 
158.2220 Product performance. 
158.2230 Toxicology. 
158.2240 Nontarget organisms. 
158.2250 Nontarget plant protection. 
158.2260 Applicator exposure. 
158.2270 Post-application exposure. 
158.2280 Environmental fate. 
158.2290 Residue chemistry. 

Subpart X–Z [Reserved] 

158.2300–158.2500 [Reserved] 

AUTHORITY: 7 U.S.C. 136–136y; 21 U.S.C. 
346a. 

SOURCE: 72 FR 60957, Oct. 26, 2007, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 158.1 Purpose and scope. 
(a) Purpose. The purpose of this part 

is to specify the kinds of data and in-
formation EPA requires in order to 
make regulatory judgments under 

FIFRA secs. 3, 4, and 5 about the risks 
and benefits of pesticide products. Fur-
ther, this part specifies the data and 
information needed to determine the 
safety of pesticide chemical residues 
under FFDCA sec. 408. 

(b) Scope. (1) This part describes the 
minimum data and information EPA 
typically requires to support an appli-
cation for pesticide registration or 
amendment; support the reregistration 
of a pesticide product; support the 
maintenance of a pesticide registration 
by means of the data call-in process, 
e.g., as used in the registration review 
program; or establish or maintain a 
tolerance or exemption from the re-
quirements of a tolerance for a pes-
ticide chemical residue. 

(2) This part establishes general poli-
cies and procedures associated with the 
submission of data in support of a pes-
ticide regulatory action. 

(3) This part does not include study 
protocols, methodology, or standards 
for conducting or reporting test re-
sults; nor does this part describe how 
the Agency uses or evaluates the data 
and information in its risk assessment 
and risk management decisions, or the 
regulatory determinations that may be 
based upon the data. 

(c) Scope of individual subparts. (1) 
Conventional pesticides. Subparts A, B, 
C, D, F, G, K, L, N, and O apply to con-
ventional pesticides. 

(2) Biochemical pesticides. Subparts A, 
B and U apply to biochemical pes-
ticides. 

(3) Microbial pesticides. Subparts A, B 
and V apply to microbial pesticides. 

(4) Antimicrobial pesticides. Subparts 
A, B, C, D, and W of this part apply to 
antimicrobial pesticides. 

[72 FR 60957, Oct. 26, 2007, as amended at 78 
FR 26978, May 8, 2013] 

§ 158.3 Definitions. 

All terms defined in sec. 2 of the Fed-
eral Insecticide, Fungicide, and 
Rodenticide Act apply to this part and 
are used with the meaning given in the 
Act. Applicable terms from the Federal 
Food, Drug, and Cosmetic Act also 
apply to this part. Individual subparts 
may contain definitions that pertain 
solely to that subpart. The following 
additional terms apply to this part: 
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Applicant means any person or enti-
ty, including for the purposes of this 
part a registrant, who submits, or is re-
quired to submit, to the Agency any 
application, petition, or submission in-
tended to persuade EPA to grant, mod-
ify, or leave unmodified a registration 
or other approval required as a condi-
tion of sale or distribution of a pes-
ticide. Such submissions may include, 
but are not limited to, the following: 

(1) An application for registration or 
amended registration of a pesticide 
product under FIFRA sec. 3 or 24. 

(2) A submission of data required in 
conjunction with reregistration of a 
currently registered product under 
FIFRA sec. 4. 

(3) An application for an experi-
mental use permit under FIFRA sec. 5. 

(4) A submission of data in response 
to a notice issued by EPA under FIFRA 
sec. 3(c)(2)(B). 

(5) A petition to establish or modify 
a tolerance or an exemption from the 
requirement of a tolerance for a pes-
ticide chemical residue under FFDCA 
sec. 408. 

Registration includes a new registra-
tion, amended registration and rereg-
istration, unless stated otherwise. 

§ 158.5 Applicability. 
(a) The requirements of this part 

apply to the following submissions: 
(1) An application for new or amend-

ed registration under FIFRA sec. 3 or 
24. 

(2) An application for experimental 
use permit under FIFRA sec. 5. 

(3) A submission of data or informa-
tion to support the continuation of a 
registration under FIFRA sec. 3, 4, or 
24. 

(4) A petition to establish, modify or 
revoke a tolerance or exemption from a 
tolerance under FFDCA sec. 408. 

(b) The information specified in this 
part must be furnished with each sub-
mission described in paragraph (a) of 
this section if it has not been sub-
mitted previously, or if any previous 
submission is not accurate or com-
plete. 

§ 158.30 Flexibility. 
(a) FIFRA provides EPA flexibility to 

require, or not require, data and infor-
mation for the purposes of making reg-

ulatory judgments for pesticide prod-
ucts. EPA has the authority to estab-
lish or modify data needs for individual 
pesticide chemicals. The actual data 
required may be modified on an indi-
vidual basis to fully characterize the 
use and properties, characteristics, or 
effects of specific pesticide products 
under review. The Agency encourages 
each applicant to consult with EPA to 
discuss the data requirements par-
ticular to its product prior to and dur-
ing the registration process. 

(b) The Agency cautions applicants 
that the data routinely required in this 
part may not be sufficient to permit 
EPA to evaluate the potential of the 
product to cause unreasonable adverse 
effects to man or the environment. 
EPA may require the submission of ad-
ditional data or information beyond 
that specified in this part if such data 
or information are needed to appro-
priately evaluate a pesticide product. 

(c) This part will be updated as need-
ed to reflect evolving program needs 
and advances in science. 

§ 158.32 Format of data submissions. 

(a) General. (1) All data submitted 
under this part must be formatted in 
accordance with this section. 

(2) The requirements of this section 
do not apply to administrative mate-
rials accompanying a data submission, 
including forms, labeling, and cor-
respondence. 

(b) Transmittal document. Each sub-
mission in support of a regulatory ac-
tion must be accompanied by a trans-
mittal document, which includes: 

(1) Identity of the submitter. 
(2) The transmittal date. 
(3) Identification of the regulatory 

action with which the submission is as-
sociated, e.g., the registration or peti-
tion number. 

(4) A list of the individual documents 
included in the submission. 

(c) Individual documents. Unless oth-
erwise specified by the Agency, each 
submission must be in the form of indi-
vidual documents or studies. Pre-
viously submitted documents should 
not be resubmitted unless specifically 
requested by the Agency, but should be 
cited with adequate information to 
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