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(c) Development of pesticide resistance. 
Information must be submitted con-
cerning substantiation of any incident 
of a pest having developed resistance to 
any pesticide (both public health and 
non-public health) that occurred under 
conditions of use, application rates and 
methods specified on the label if either 
of the following conditions is met: 

(1) The survival of the suspected pes-
ticide-resistant pest was significantly 
higher than that of a known suscep-
tible pest when both the suspected re-
sistant and susceptible pests were 
treated with the pesticide under con-
trolled conditions. 

(2) Biochemical tests or DNA se-
quencing indicate that the pest is re-
sistant to the pesticide. 

§ 159.195 Reporting of other informa-
tion. 

(a) The registrant shall submit to the 
Administrator information other than 
that described in §§ 159.165 through 
159.188 if the registrant knows, or rea-
sonably should know, that if the infor-
mation should prove to be correct, EPA 
might regard the information alone or 
in conjunction with other information 
about the pesticide as raising concerns 
about the continued registration of a 
product or about the appropriate terms 
and conditions of registration of a 
product. Examples of the types of in-
formation which must be provided if 
not already reportable under some 
other provision of this Part include but 
are not limited to information show-
ing: 

(1) Previously unknown or unex-
pected bioaccumulation of a pesticide 
by various life forms. 

(2) Greater than anticipated drift of 
pesticides to non-target areas. 

(3) Use of a pesticide may pose any 
greater risk than previously believed 
or reported to the Agency. 

(4) Use of a pesticide promotes or cre-
ates secondary pest infestations. 

(5) Any information which might 
tend to invalidate a study submitted to 
the Agency to support a pesticide reg-
istration. 

(b) A registrant is not obligated 
under paragraph (a) of this section to 
provide information to the Adminis-
trator if the registrant is aware of 

facts which establish that otherwise re-
portable information is not correct. 

(c) The registrant shall submit to the 
Administrator information other than 
that described in §§ 159.165 through 
159.188 if the registrant has been in-
formed by EPA that such additional in-
formation has the potential to raise 
questions about the continued registra-
tion of a product or about the appro-
priate terms and conditions of registra-
tion of a product. 

[62 FR 49388, Sept. 19, 1997; 63 FR 33583, June 
19, 1998] 
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160.107 Test, control, and reference sub-
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Subpart A—General Provisions 

§ 160.1 Scope. 

(a) This part prescribes good labora-
tory practices for conducting studies 
that support or are intended to support 
applications for research or marketing 
permits for pesticide products regu-
lated by the EPA. This part is intended 
to assure the quality and integrity of 
data submitted pursuant to sections 3, 
4, 5, 8, 18 and 24(c) of the Federal Insec-
ticide, Fungicide, and Rodenticide Act 
(FIFRA), as amended (7 U.S.C. 136a, 
136c, 136f, 136q and 136v(c)) and sections 
408 and 409 of the Federal Food, Drug 
and Cosmetic Act (FFDCA) (21 U.S.C. 
346a, 348). 

(b) This part applies to any study de-
scribed by paragraph (a) of this section 
which any person conducts, initiates, 
or supports on or after October 16, 1989. 

§ 160.3 Definitions. 

As used in this part the following 
terms shall have the meanings speci-
fied: 

Application for research or marketing 
permit includes: 

(1) An application for registration, 
amended registration, or reregistration 
of a pesticide product under FIFRA 
sections 3, 4 or 24(c). 

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

(3) An application for an exemption 
under FIFRA section 18. 

(4) A petition or other request for es-
tablishment or modification of a toler-
ance, for an exemption for the need for 
a tolerance, or for other clearance 
under FFDCA section 408. 

(5) A petition or other request for es-
tablishment or modification of a food 
additive regulation or other clearance 
by EPA under FFDCA section 409. 

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

(7) Any other application, petition, or 
submission sent to EPA intended to 
persuade EPA to grant, modify, or 
leave unmodified a registration or 
other approval required as a condition 
of sale or distribution of a pesticide. 

Batch means a specific quantity or 
lot of a test, control, or reference sub-
stance that has been characterized ac-
cording to § 160.105(a). 

Carrier means any material, includ-
ing but not limited to feed, water, soil, 
nutrient media, with which the test 
substance is combined for administra-
tion to a test system. 

Control substance means any chemical 
substance or mixture, or any other ma-
terial other than a test substance, feed, 
or water, that is administered to the 
test system in the course of a study for 
the purpose of establishing a basis for 
comparison with the test substance for 
known chemical or biological measure-
ments. 

EPA means the U.S. Environmental 
Protection Agency. 

Experimental start date means the first 
date the test substance is applied to 
the test system. 

Experimental termination date means 
the last date on which data are col-
lected directly from the study. 

FDA means the U.S. Food and Drug 
Administration. 

FFDCA means the Federal Food, 
Drug and Cosmetic Act, as amended (21 
U.S.C. 321 et seq). 

FIFRA means the Federal Insecti-
cide, Fungicide and Rodenticide Act as 
amended (7 U.S.C. 136 et seq). 
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