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152.114 Approval of registration under 
FIFRA sec. 3(c)(7)—Products that con-
tain a new active ingredient. 

152.115 Conditions of registration. 
152.116 Notice of intent to register to origi-

nal submitters of exclusive use data. 
152.117 Notification to applicant. 
152.118 Denial of application. 
152.119 Availability of material submitted 

in support of registration. 

Subpart G—Obligations and Rights of 
Registrants 

152.122 Currency of address of record and 
authorized agent. 

152.125 Submission of information per-
taining to adverse effects. 

152.130 Distribution under approved label-
ing. 

152.132 Supplemental distribution. 
152.135 Transfer of registration. 

Subpart H [Reserved] 

Subpart I—Classification of Pesticides 

152.160 Scope. 
152.161 Definitions. 
152.164 Classification procedures. 
152.166 Labeling of restricted use products. 
152.167 Distribution and sale of restricted 

use products. 
152.168 Advertising of restricted use prod-

ucts. 
152.170 Criteria for restriction to use by cer-

tified applicators. 
152.171 Restrictions other than those relat-

ing to use by certified applicators. 
152.175 Pesticides classified for restricted 

use. 

Subparts J–T [Reserved] 

Subpart U—Registration Fees 

152.400 Purpose. 
152.401 Inapplicability of fee provisions to 

applications filed prior to October 1, 1997. 
152.403 Definitions of fee categories. 
152.404 Fee amounts. 
152.406 Submission of supplementary data. 
152.408 Special considerations. 
152.410 Adjustment of fees. 
152.412 Waivers and refunds. 
152.414 Procedures. 

Subparts V–Y [Reserved] 

Subpart Z—Devices 

152.500 Requirements for devices. 

AUTHORITY: 7 U.S.C. 136–136y; Subpart U is 
also issued under 31 U.S.C. 9701. 

Subpart A—General Provisions 

SOURCE: 53 FR 15975, May 4, 1988, unless 
otherwise noted. 

§ 152.1 Scope. 
(a) Part 152 sets forth procedures, re-

quirements and criteria concerning the 
registration of pesticide products under 
FIFRA section 3, including plant-incor-
porated protectants (PIPs). Unless spe-
cifically superseded by part 174, the 
regulations in part 152 apply to PIPs. 

(b) Part 152 also describes associated 
regulatory activities affecting registra-
tion, as described in this paragraph. 

(1) Data compensation and exclusive 
use of data in support of registration. 
Refer to subpart E of this part. 

(2) Rights and obligations of registrants. 
Refer to subpart G of this part. 

(3) Classification of pesticide uses. 
Refer to subpart I of this part. 

(4) Fees. Refer to subpart U of this 
part. 

(5) Requirements pertaining to pesticide 
devices. Refer to subpart Z of this part. 

[73 FR 75594, Dec. 12, 2008] 

§ 152.3 Definitions. 
Terms used in this part have the 

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

Act or FIFRA means the Federal In-
secticide, Fungicide, and Rodenticide 
Act, as amended (7 U.S.C. 136–136y). 

Active ingredient means any substance 
(or group of structurally similar sub-
stances if specified by the Agency) that 
will prevent, destroy, repel or mitigate 
any pest, or that functions as a plant 
regulator, desiccant, or defoliant with-
in the meaning of FIFRA sec. 2(a), ex-
cept as provided in § 174.3 of this chap-
ter. 

Acute dermal LD50 means a statis-
tically derived estimate of the single 
dermal dose of a substance that would 
cause 50 percent mortality to the test 
population under specified conditions. 

Acute inhalation LC50 means a statis-
tically derived estimate of the con-
centration of a substance that would 
cause 50 percent mortality to the test 
population under specified conditions. 

Acute oral LD50 means a statistically 
derived estimate of the single oral dose 
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of a substance that would cause 50 per-
cent mortality to the test population 
under specified conditions. 

Administrator means the Adminis-
trator of the United States Environ-
mental Protection Agency or his dele-
gate. 

Agency means the United States En-
vironmental Protection Agency (EPA), 
unless otherwise specified. 

Applicant means a person who applies 
for a registration or amended registra-
tion under FIFRA sec. 3. 

Biological control agent means any liv-
ing organism applied to or introduced 
into the environment that is intended 
to function as a pesticide against an-
other organism declared to be a pest by 
the Administrator. 

Distribute or sell and other grammat-
ical variations of the term such as 
‘‘distributed or sold’’ and ‘‘distribution 
or sale,’’ means the acts of distrib-
uting, selling, offering for sale, holding 
for sale, shipping, holding for ship-
ment, delivering for shipment, or re-
ceiving and (having so received) deliv-
ering or offering to deliver, or releas-
ing for shipment to any person in any 
State. 

End use product means a pesticide 
product whose labeling 

(1) Includes directions for use of the 
product (as distributed or sold, or after 
combination by the user with other 
substances) for controlling pests or de-
foliating, desiccating, or regulating the 
growth of plants, and 

(2) Does not state that the product 
may be used to manufacture or formu-
late other pesticide products. 

Final printed labeling means the label 
or labeling of the product when distrib-
uted or sold. Final printed labeling 
does not include the package of the 
product, unless the labeling is an inte-
gral part of the package. 

Inert ingredient means any substance 
(or group of structurally similar sub-
stances if designated by the Agency), 
other than an active ingredient, which 
is intentionally included in a pesticide 
product, except as provided by § 174.3 of 
this chapter. 

Institutional use means any applica-
tion of a pesticide in or around any 
property or facility that functions to 
provide a service to the general public 

or to public or private organizations, 
including but not limited to: 

(1) Hospitals and nursing homes. 
(2) Schools other than preschools and 

day care facilities. 
(3) Museums and libraries. 
(4) Sports facilities. 
(5) Office buildings. 
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. 

Manufacturing use product means any 
pesticide product that is not an end-use 
product. 

New use, when used with respect to a 
product containing a particular active 
ingredient, means: 

(1) Any proposed use pattern that 
would require the establishment of, the 
increase in, or the exemption from the 
requirement of a tolerance or food ad-
ditive regulation under section 408 of 
the Federal Food, Drug and Cosmetic 
Act; 

(2) Any aquatic, terrestrial, outdoor, 
or forestry use pattern, if no product 
containing the active ingredient is cur-
rently registered for that use pattern; 
or 

(3) Any additional use pattern that 
would result in a significant increase 
in the level of exposure, or a change in 
the route of exposure, to the active in-
gredient of man or other organisms. 

Operated by the same producer, when 
used with respect to two establish-
ments, means that each such establish-
ment is either owned by, or leased for 
operation by and under the control of, 
the same person. The term does not in-
clude establishments owned or oper-
ated by different persons, regardless of 
contractural agreement between such 
persons. 

Package or packaging means the im-
mediate container or wrapping, includ-
ing any attached closure(s), in which 
the pesticide is contained for distribu-
tion, sale, consumption, use, or stor-
age. The term does not include any 
shipping or bulk container used for 
transporting or delivering the pesticide 
unless it is the only such package. 
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Pesticide means any substance or 
mixture of substances intended for pre-
venting, destroying, repelling, or miti-
gating any pest, or intended for use as 
a plant regulator, defoliant, or des-
iccant, other than any article that: 

(1) Is a new animal drug under 
FFDCA sec. 201(w), or 

(2) Is an animal drug that has been 
determined by regulation of the Sec-
retary of Health and Human Services 
not to be a new animal drug, or 

(3) Is an animal feed under FFDCA 
sec. 201(x) that bears or contains any 
substances described by paragraph (s) 
(1) or (2) of this section. 

Pesticide product means a pesticide in 
the particular form (including com-
position, packaging, and labeling) in 
which the pesticide is, or is intended to 
be, distributed or sold. The term in-
cludes any physical apparatus used to 
deliver or apply the pesticide if distrib-
uted or sold with the pesticide. 

Plant-incorporated protectant means a 
pesticidal substance that is intended to 
be produced and used in a living plant, 
or in the produce thereof, and the ge-
netic material necessary for produc-
tion of such a pesticidal substance. It 
also includes any inert ingredient con-
tained in the plant, or produce thereof. 

Released for shipment. A product be-
comes released for shipment when the 
producer has packaged and labeled it in 
the manner in which it will be distrib-
uted or sold, or has stored it in an area 
where finished products are ordinarily 
held for shipment. Products stored in 
an area where finished products are or-
dinarily held for shipment, but which 
are not intended to be released for 
shipment must be physically separated 
and marked as not yet released for 
shipment. Once a product becomes re-
leased for shipment, the product re-
mains in the condition of being re-
leased for shipment unless subsequent 
activities, such as relabeling or repack-
aging, constitute production. 

Residential use means use of a pes-
ticide directly: 

(1) On humans or pets, 
(2) In, on, or around any structure, 

vehicle, article, surface, or area associ-
ated with the household, including but 
not limited to areas such as non-agri-
cultural outbuildings, non-commercial 

greenhouses, pleasure boats and rec-
reational vehicles, or 

(3) In any preschool or day care facil-
ity. 

[53 FR 15975, May 4, 1988, as amended at 66 
FR 37814, July 19, 2001; 73 FR 64224, Oct. 29, 
2008; 73 FR 75594, Dec. 12, 2008] 

§ 152.5 Pests. 

An organism is declared to be a pest 
under circumstances that make it dele-
terious to man or the environment, if 
it is: 

(a) Any vertebrate animal other than 
man; 

(b) Any invertebrate animal, includ-
ing but not limited to, any insect, 
other arthropod, nematode, or mollusk 
such as a slug and snail, but excluding 
any internal parasite of living man or 
other living animals; 

(c) Any plant growing where not 
wanted, including any moss, alga, liv-
erwort, or other plant of any higher 
order, and any plant part such as a 
root; or 

(d) Any fungus, bacterium, virus, or 
other microorganism, except for those 
on or in living man or other living ani-
mals and those on or in processed food 
or processed animal feed, beverages, 
drugs (as defined in FFDCA sec. 
201(g)(1)) and cosmetics (as defined in 
FFDCA sec. 201(i)). 

§ 152.6 Substances excluded from regu-
lation by FIFRA. 

Products and substances listed in 
this section are excluded from FIFRA 
regulation if they meet the specified 
conditions or criteria. 

(a) Liquid chemical sterilants. A liquid 
chemical sterilant product is not a pes-
ticide under section 2(u) of FIFRA if it 
meets all of the following criteria. Ex-
cluded products are regulated by the 
Food and Drug Administration (FDA). 
Products excluded are those meeting 
all of the following criteria: 

(1) Composition. The product must be 
in liquid form as sold or distributed. 
Pressurized gases or products in dry or 
semi-solid form are not excluded by 
this provision. Ethylene oxide products 
are not liquid products and are not ex-
cluded by this provision. 
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(2) Claims. The product must bear a 
sterilant claim, or a sterilant plus sub-
ordinate level disinfection claim. Prod-
ucts that bear antimicrobial claims 
solely at a level less than ‘‘sterilant’’ 
are not excluded and are jointly regu-
lated by EPA and FDA. 

(3) Use site. (i) The product must be 
intended and labeled only for use on 
‘‘critical or semi-critical devices.’’ A 
‘‘critical device’’ is any device which is 
introduced directly into the human 
body, either into or in contact with the 
bloodstream or normally sterile areas 
of the body. A semi-critical device is any 
device which contacts intact mucous 
membranes but which does not ordi-
narily penetrate the blood barrier or 
otherwise enter normally sterile areas 
of the body. 

(ii) Liquid chemical sterilants that 
bear claims solely for use on non-crit-
ical medical devices are jointly regu-
lated by EPA and FDA. 

(iii) Liquid chemical sterilants that 
bear claims solely for use on sites that 
are not medical devices, such as veteri-
nary equipment, are not excluded and 
are regulated solely by EPA. 

(b) Nitrogen stabilizers. A nitrogen sta-
bilizer is excluded from regulation 
under FIFRA if it is a substance (or 
mixture of substances), meeting all of 
the following criteria: 

(1) The substance prevents or hinders 
the process of nitrification, 
denitrification, ammonia volatiliza-
tion, or urease production through ac-
tion affecting soil bacteria and is dis-
tributed and sold solely for those pur-
poses and no other pesticidal purposes. 
For purposes of this section, living or-
ganisms are not considered to be sub-
stances, and the actions of living orga-
nisms are not relevant to whether a 
substance is deemed to be a nitrogen 
stabilizer. 

(2) The substance was in ‘‘commer-
cial agronomic use’’ in the United 
States before January 1, 1992. EPA con-
siders a substance to be in commercial 
agronomic use if it is available for sale 
or distribution to users for direct agro-
nomic benefit, as opposed to limited re-
search, experimental or demonstration 
use. 

(3) The substance was not registered 
under FIFRA before January 1, 1992. 

(4) Since January 1, 1992, the dis-
tributor or seller has made no claim 
that the product prevents or hinders 
the process of nitrification, 
denitrification, ammonia volatilization 
or urease production. EPA considers 
any of the following claims (or their 
equivalents) to be a claim that the 
product prevents or hinders nitrifica-
tion, denitrification, ammonia vola-
tilization or urease production: 

(i) Improves crop utilization of ap-
plied nitrogen. 

(ii) Reduces leaching of applied nitro-
gen or reduces groundwater nitrogen 
contamination. 

(iii) Prevents nitrogen loss. 
(iv) Prolongs availability of nitrogen. 
(v) Increases nitrogen uptake, avail-

ability, usage, or efficiency. 
(5) A product will be considered to 

have met the criterion of paragraph 
(b)(4) of this section that no nitrogen 
stabilization claim has been made if: 

(i) The nitrogen stabilization claim, 
in whatever terms expressed, is made 
solely in compliance with a State re-
quirement to include the claim in ma-
terials required to be submitted to a 
State legislative or regulatory author-
ity, or in the labeling or other lit-
erature accompanying the product; and 

(ii) The State requirement to include 
the claim was in effect both before the 
product bearing the claim was intro-
duced into commercial agronomic use, 
and before the effective date of this 
rule. 

(6) A product that meets all of the 
criteria of this paragraph with respect 
to one State is not thereby excluded 
from FIFRA regulation if distributed 
and sold in another State whose nitro-
gen stabilization statement require-
ment does not meet the requirements 
of paragraph (b)(5)(ii) of this section. 

(c) Human drugs. Fungi, bacteria, vi-
ruses or other microorganisms in or on 
living man are not ‘‘pests’’ as defined 
in section 2(t) of FIFRA. Products in-
tended and labeled for use against such 
organisms are human drugs subject to 
regulation by the FDA under the 
FFDCA. 

(d) Animal drugs. (1) Fungi, viruses, 
bacteria or other microorganisms on or 
in living animals are not ‘‘pests’’ under 
section 2(t) of FIFRA. Products in-
tended for use against such organisms 
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are ‘‘animal drugs’’ regulated by the 
FDA under the FFDCA. 

(2) A ‘‘new animal drug’’ as defined in 
section 201(w) of the FFDCA, or an ani-
mal drug that FDA has determined is 
not a ‘‘new animal drug’’ is not a pes-
ticide under section 2(u) of FIFRA. 
Animal drugs are regulated by the FDA 
under the FFDCA. 

(e) Animal feeds. An animal feed con-
taining a new animal drug is not a pes-
ticide under section 2(u) of FIFRA. An 
animal feed containing a new animal 
drug is subject to regulation by the 
FDA under the FFDCA. 

(f) Vitamin hormone products. A prod-
uct consisting of a mixture of plant 
hormones, plant nutrients, inoculants, 
or soil amendments is not a ‘‘plant reg-
ulator’’ under section 2(v) of FIFRA, 
provided it meets the following cri-
teria: 

(1) The product, in the undiluted 
package concentration at which it is 
distributed or sold, meets the criteria 
of § 156.62 of this chapter for Toxicity 
Category III or IV; and 

(2) The product is not intended for 
use on food crop sites, and is labeled 
accordingly. 

(g) Products intended to aid the growth 
of desirable plants. A product of any of 
the following types, intended only to 
aid the growth of desirable plants, is 
not a ‘‘plant regulator’’ under section 
2(v) of FIFRA, and therefore is not a 
pesticide: 

(1) A plant nutrient product, con-
sisting of one or more macronutrients 
or micronutrient trace elements nec-
essary to normal growth of plants and 
in a form readily usable by plants. 

(2) A plant inoculant product con-
sisting of microorganisms to be applied 
to the plant or soil for the purpose of 
enhancing the availability or uptake of 
plant nutrients through the root sys-
tem. 

(3) A soil amendment product con-
taining a substance or substances in-
tended for the purpose of improving 
soil characteristics favorable for plant 
growth. 

[66 FR 64763, Dec. 14, 2001, as amended at 73 
FR 75594, Dec. 12, 2008] 

§ 152.8 Products that are not pes-
ticides because they are not for use 
against pests. 

A substance or article is not a pes-
ticide, because it is not intended for 
use against ‘‘pests’’ as defined in § 152.5, 
if it is: 

(a) A fertilizer product not con-
taining a pesticide. 

(b) A product intended to force bees 
from hives for the collection of honey 
crops. 

[53 FR 15975, May 4, 1988, as amended at 66 
FR 64764, Dec. 14, 2001] 

§ 152.10 Products that are not pes-
ticides because they are not in-
tended for a pesticidal purpose. 

A product that is not intended to pre-
vent, destroy, repel, or mitigate a pest, 
or to defoliate, desiccate or regulate 
the growth of plants, is not considered 
to be a pesticide. The following types 
of products or articles are not consid-
ered to be pesticides unless a pesticidal 
claim is made on their labeling or in 
connection with their sale and dis-
tribution: 

(a) Deodorizers, bleaches, and clean-
ing agents; 

(b) Products not containing toxi-
cants, intended only to attract pests 
for survey or detection purposes, and 
labeled accordingly; 

(c) Products that are intended to ex-
clude pests only by providing a phys-
ical barrier against pest access, and 
which contain no toxicants, such as 
certain pruning paints to trees. 

§ 152.15 Pesticide products required to 
be registered. 

No person may distribute or sell any 
pesticide product that is not registered 
under the Act, except as provided in 
§§ 152.20, 152.25, and 152.30. A pesticide is 
any substance (or mixture of sub-
stances) intended for a pesticidal pur-
pose, i.e., use for the purpose of pre-
venting, destroying, repelling, or miti-
gating any pest or use as a plant regu-
lator, defoliant, or desiccant. A sub-
stance is considered to be intended for 
a pesticidal purpose, and thus to be a 
pesticide requiring registration, if: 

(a) The person who distributes or 
sells the substance claims, states, or 
implies (by labeling or otherwise): 
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(1) That the substance (either by 
itself or in combination with any other 
substance) can or should be used as a 
pesticide; or 

(2) That the substance consists of or 
contains an active ingredient and that 
it can be used to manufacture a pes-
ticide; or 

(b) The substance consists of or con-
tains one or more active ingredients 
and has no significant commercially 
valuable use as distributed or sold 
other than (1) use for pesticidal pur-
pose (by itself or in combination with 
any other substance), (2) use for manu-
facture of a pesticide; or 

(c) The person who distributes or 
sells the substance has actual or con-
structive knowledge that the substance 
will be used, or is intended to be used, 
for a pesticidal purpose. 

Subpart B—Exemptions 

SOURCE: 53 FR 15977, May 4, 1988, unless 
otherwise noted. 

§ 152.20 Exemptions for pesticides ade-
quately regulated by another Fed-
eral agency. 

The pesticides or classes of pesticide 
listed in this section are exempt from 
all requirements of FIFRA. The Agen-
cy has determined, in accordance with 
FIFRA sec. 25(b)(1), that they are ade-
quately regulated by another Federal 
agency. 

(a) Certain biological control agents. (1) 
Except as provided by paragraphs (a)(3) 
and (a)(4) of this section, all biological 
control agents are exempt from FIFRA 
requirements. 

(2) If the Agency determines that an 
individual biological control agent or 
class of biological control agents is no 
longer adequately regulated by another 
Federal agency, and that it should not 
otherwise be exempted from the re-
quirements of FIFRA, the Agency will 
revoke this exemption by amending 
paragraph (a)(3) of this section. 

(3) The following biological control 
agents are not exempt from FIFRA re-
quirements: 

(i) A eucaryotic microorganism in-
cluding, but not limited to, protozoa, 
algae and fungi; 

(ii) A procaryotic microorganism in-
cluding, but not limited to, Eubacteria 
and Archaebacteria; or 

(iii) A parasitically-replicating mi-
croscopic element, including, but not 
limited to, viruses. 

(4) All living plants intended for use 
as biological control agents are exempt 
from the requirements of FIFRA. How-
ever, plant-incorporated protectants 
are not exempt pursuant to this sec-
tion. Regulations, including exemp-
tions, for plant-incorporated 
protectants are addressed in part 174 of 
this chapter. 

(b) Non-liquid chemical sterilants. A 
non-liquid chemical sterilant, except 
ethylene oxide, that meets the criteria 
of § 152.6(a)(2) with respect to its claims 
and § 152.6(a)(3) with respect to its use 
sites is exempted from regulation 
under FIFRA. 

[53 FR 15977, May 4, 1988, as amended at 66 
FR 37814, July 19, 2001; 66 FR 64764, Dec. 14, 
2001; 72 FR 61027, Oct. 26, 2007] 

§ 152.25 Exemptions for pesticides of a 
character not requiring FIFRA reg-
ulation. 

The pesticides or classes of pesticides 
listed in this section have been deter-
mined to be of a character not requir-
ing regulation under FIFRA, and are 
therefore exempt from all provisions of 
FIFRA when intended for use, and 
used, only in the manner specified. 

(a) Treated articles or substances. An 
article or substance treated with, or 
containing, a pesticide to protect the 
article or substance itself (for example, 
paint treated with a pesticide to pro-
tect the paint coating, or wood prod-
ucts treated to protect the wood 
against insect or fungus infestation), if 
the pesticide is registered for such use. 

(b) Pheromones and pheromone traps. 
Pheromones and identical or substan-
tially similar compounds labeled for 
use only in pheromone traps (or labeled 
for use in a manner which the Adminis-
trator determines poses no greater risk 
of adverse effects on the environment 
than use in pheromone traps), and 
pheromone traps in which those com-
pounds are the sole active ingre-
dient(s). 

(1) For the purposes of this para-
graph, a pheromone is a compound pro-
duced by an arthropod which, alone or 
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