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174.506 Bacillus thuringiensis Cry34Ab1 and 
Cry35Ab1 proteins in corn; exemption 
from the requirement of a tolerance. 

174.507 Nucleic acids that are part of a 
plant-incorporated protectant; exemp-
tion from the requirement of a tolerance. 

174.508 Pesticidal substance from sexually 
compatible plant; exemption from the re-
quirement of a tolerance. 

174.509 Bacillus thuringiensis Cry3A protein; 
exemption from the requirement of a tol-
erance. 

174.510 Bacillus thuringiensis Cry1Ac protein 
in all plants; exemption from the re-
quirement of a tolerance. 

174.511 Bacillus thuringiensis Cry1Ab protein 
in all plants; exemption from the re-
quirement of a tolerance. 

174.512 Coat Protein of Potato Virus Y; ex-
emption from the requirement of a toler-
ance. 

174.513 Potato Leaf Roll Virus Resistance 
Gene (also known as orf1/orf2 gene); ex-
emption from the requirement of a toler-
ance. 

174.514 Coat Protein of Watermelon Mosaic 
Virus-2 and Zucchini Yellow Mosaic 
Virus; exemption from the requirement 
for a tolerance. 

174.515 Coat Protein of Papaya Ringspot 
Virus; exemption from the requirement 
of a tolerance. 

174.516 Coat protein of cucumber mosaic 
virus; exemption from the requirement of 
a tolerance. 

174.517 Bacillus thuringiensis Cry9C protein 
in corn; exemption from the requirement 
of a tolerance. 

174.518 Bacillus thuringiensis Cry3Bb1 protein 
in corn; exemption from the requirement 
of a tolerance. 

174.519 Bacillus thuringiensis Cry2Ab2 protein 
in corn and cotton; exemption from the 
requirement of a tolerance. 

174.521 Neomycin phosphotransferase II; ex-
emption from the requirement of a toler-
ance. 

174.522 Phosphinothricin Acetyltransferase 
(PAT); exemption from the requirement 
of a tolerance. 

174.523 CP4 Enolpyruvylshikimate-3-phos-
phate (CP4 EPSPS) synthase in all 
plants; exemption from the requirement 
of a tolerance. 

174.524 Glyphosate Oxidoreductase GOX or 
GOXv247 in all plants; exemption from 
the requirement of a tolerance. 

174.525 E. coli B-D-glucuronidase enzyme as 
a plant-incorporated protectant inert in-
gredient; exemption from the require-
ment of a tolerance. 

174.526 Hygromycin B phosphotransferase 
(APH4) marker protein in all plants; ex-
emption from the requirement of a toler-
ance. 

174.527 Phosphomannose isomerase in all 
plants; exemption from the requirement 
of a tolerance. 

174.529 Bacillus thuringiensis modified 
Cry1Ab protein as identified under OECD 
Unique Identifier SYN–IR67B–1 in cotton; 
exemption from the requirement of a tol-
erance. 

174.530 Bacillus thuringiensis Cry2Ae pro-
tein in cotton; exemption from the re-
quirement of a tolerance. 

174.531 Coat protein of plum pox virus; ex-
emption from the requirement of a toler-
ance. 

174.532 Bacillus thuringiensis eCry3.1Ab 
protein in corn; exemption from the re-
quirement of a tolerance. 

174.533 Glycine max Herbicide-Resistant 
Acetolactate Synthase (GM–HRA) inert 
ingredient; exemption from the require-
ment of a tolerance. 

Subpart X—List of Approved Inert 
Ingredients 

174.700 Scope and purpose. 
174.705 Inert ingredients from sexually com-

patible plant. 

Subparts Y–Z [Reserved] 

AUTHORITY: 7 U.S.C. 136–136y; 21 U.S.C. 346a 
and 371. 

SOURCE: 66 FR 37814, July 19, 2001, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 174.1 Scope and purpose. 
The characteristics of plant-incor-

porated protectants such as their pro-
duction and use in plants, their biologi-
cal properties, and their ability to 
spread and increase in quantity in the 
environment distinguish them from 
traditional chemical pesticides. There-
fore, plant-incorporated protectants 
are subject to some different regu-
latory requirements and procedures 
than traditional chemical pesticides. 
This part sets forth regulatory require-
ments, criteria, and procedures appli-
cable to plant-incorporated protectants 
under FIFRA and FFDCA. When ap-
plied to plant-incorporated 
protectants, the definitions and regula-
tions in this part supersede the regula-
tions found in parts 150 through 180 of 
this chapter to the extent that the reg-
ulations conflict. Unless otherwise su-
perseded by this part, the regulations 
in parts 150 through 180 of this chapter 

VerDate Sep<11>2014 08:02 Oct 08, 2014 Jkt 232172 PO 00000 Frm 00373 Fmt 8010 Sfmt 8010 Y:\SGML\232172.XXX 232172w
re

ie
r-

av
ile

s 
on

 D
S

K
5T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



364 

40 CFR Ch. I (7–1–14 Edition) § 174.3 

apply to plant-incorporated 
protectants. 

§ 174.3 Definitions. 
Terms used in this part have the 

same meaning as in FIFRA. In addi-
tion, the following terms have the 
meaning set forth in this section. 

Active ingredient means a pesticidal 
substance that is intended to be pro-
duced and used in a living plant, or in 
the produce thereof, and the genetic 
material necessary for the production 
of such a pesticidal substance. 

Administrator means the Adminis-
trator of the United States Environ-
mental Protection Agency or his/her 
delegate. 

Bridging crosses between plants means 
the utilization of an intermediate plant 
in a cross to produce a viable zygote 
between the intermediate plant and a 
first plant, in order to cross the plant 
resulting from that zygote with a third 
plant that would not otherwise be able 
to produce viable zygotes from the fu-
sion of its gametes with those of the 
first plant. The result of the bridging 
cross is the mixing of genetic material 
of the first and third plant through the 
formation of an intermediate zygote. 

Cell fusion means the fusion in vitro of 
two or more cells or protoplasts. 

Conventional breeding of plants means 
the creation of progeny through either: 
The union of gametes, i.e., syngamy, 
brought together through processes 
such as pollination, including bridging 
crosses between plants and wide 
crosses, or vegetative reproduction. It 
does not include use of any of the fol-
lowing technologies: Recombinant 
DNA; other techniques wherein the ge-
netic material is extracted from an or-
ganism and introduced into the genome 
of the recipient plant through, for ex-
ample, micro-injection, macro-injec-
tion, micro-encapsulation; or cell fu-
sion. 

EPA means the United States Envi-
ronmental Protection Agency. 

Exudate means a substance gradually 
discharged or secreted across intact 
cellular membranes or cell walls and 
present in the intercellular spaces or 
on the exterior surfaces of the plant. 

FFDCA means the Federal Food, 
Drug, and Cosmetic Act (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.). 

Food includes articles used for food 
or drink by humans or other animals. 

Food plant means a plant which ei-
ther in part or in toto, is used as food. 

Genetic material necessary for the pro-
duction means both: Genetic material 
that encodes a substance or leads to 
the production of a substance; and reg-
ulatory regions. It does not include 
noncoding, nonexpressed nucleotide se-
quences. 

Genome means the sum of the heri-
table genetic material in the plant, in-
cluding genetic material in the nucleus 
and organelles. 

In a living plant means inside the liv-
ing plant, on the surface of the living 
plant, or as an exudate from the living 
plant. 

Inert ingredient, means any substance, 
such as a selectable marker, other than 
the active ingredient, where the sub-
stance is used to confirm or ensure the 
presence of the active ingredient, and 
includes the genetic material nec-
essary for the production of the sub-
stance, provided that genetic material 
is intentionally introduced into a liv-
ing plant in addition to the active in-
gredient. 

Living plant means a plant, plant 
organ, or plant part that is alive, via-
ble, or dormant. Examples of plant 
parts include, but are not limited to, 
seeds, fruits, leaves, roots, stems, flow-
ers, and pollen. 

Noncoding, nonexpressed nucleotide se-
quences means the nucleotide sequences 
are not transcribed and are not in-
volved in gene expression. Examples of 
noncoding, nonexpressed nucleotide se-
quences include, but are not limited to, 
linkers, adapters, homopolymers, and 
sequences of restriction enzyme rec-
ognition sites. 

Nucleic acids means ribosides or 
deoxyribosides of adenine, thymine, 
guanine, cytosine, and uracil; polymers 
of the deoxyribose-5′-monophosphates 
of thymine, cytosine, guanine, and ade-
nine linked by successive 3′-5′ 
phosphodiester bonds (also known as 
deoxyribonucleic acid); and polymers 
of the ribose-5′-monophosphates of ura-
cil, cytosine, guanine, and adenine 
linked by successive 3′-5′ 
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