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with respect to any violations, liabilities incurred, or

appeals taken prior to such date of repeal or to sales,

shipments, or deliveries of insecticides and fungicides

exempted by the Secretary.

SUBCHAPTER II—ENVIRONMENTAL
PESTICIDE CONTROL

§§ 135 to 135k. Omitted

Editorial Notes

CODIFICATION

Sections 135 to 135k, acts June 25, 1947, ch. 125, §§2-13,
61 Stat. 163-172; Aug. 7, 1959, Pub. L. 86-139, §2, 73 Stat.
286; May 12, 1964, Pub. L. 88-305, §§1-6, 78 Stat. 190-193;
Oct. 15, 1970, Pub. L. 91-452, title II, §204, 84 Stat. 928;

Dec. 30, 1970, Pub. L. 91-601, §6(b), formerly §7(b), 84
Stat. 1673, renumbered, Aug. 13, 1981, Pub. L. 97-35, title
XII, §1205(c), 95 Stat. 716, which related to economic
poison control, were superseded by the amendments

made to act June 25, 1947, by Pub. L. 92-516, Oct. 21,

1972, 86 Stat. 975. See section 4 of Pub. L. 92-516, set out
as a note under section 136 of this title. The provisions
of act June 25, 1947, as amended by Pub. L. 92-516, are

set out in section 136 et seq. of this title.

Section 135 provided definitions for the purposes of

this subchapter.

Section 135a related to prohibited acts.
Section 135b related to registration of economic poi-

sons.

Section 135¢ related to access, inspection, and use in

criminal prosecutions of books and records.

Section 135d related to rules and regulations, exam-

ination of economic poisons or devices, notification to
violators, certification to United States attorney, duty
of attorney, and publication of judgments.

Section 135e related to exemptions from penalties.
Section 135f provided for penalties.
Section 135g related to seizure, disposal, and award of

costs against claimant.

Section 135h related to refusal of admission of im-

ports.

Section 135i related to delegation of duties.
Section 135j related to authorization of appropria-

tions and expenditure of funds.

Section 135k related to cooperation between depart-

ments and agencies.

§ 136. Definitions

For purposes of this subchapter—
(a) Active ingredient

The term ‘‘active ingredient’ means—

(1) in the case of a pesticide other than a
plant regulator, defoliant, desiccant, or nitro-
gen stabilizer, an ingredient which will pre-
vent, destroy, repel, or mitigate any pest;

(2) in the case of a plant regulator, an ingre-
dient which, through physiological action, will
accelerate or retard the rate of growth or rate
of maturation or otherwise alter the behavior
of ornamental or crop plants or the product
thereof;

(3) in the case of a defoliant, an ingredient
which will cause the leaves or foliage to drop
from a plant;

(4) in the case of a desiccant, an ingredient
which will artificially accelerate the drying of
plant tissue; and

(5) in the case of a nitrogen stabilizer, an in-
gredient which will prevent or hinder the proc-
ess of nitrification, denitrification, ammonia
volatilization, or urease production through
action affecting soil bacteria.

(b) Administrator

The term ‘‘Administrator’” means the Admin-
istrator of the Environmental Protection Agen-
cy.

(c) Adulterated

The term ‘‘adulterated’ applies to any pes-
ticide if—

(1) its strength or purity falls below the pro-
fessed standard of quality as expressed on its
labeling under which it is sold;

(2) any substance has been substituted whol-
ly or in part for the pesticide; or

(3) any valuable constituent of the pesticide
has been wholly or in part abstracted.

(d) Animal

The term ‘“‘animal’” means all vertebrate and
invertebrate species, including but not limited
to man and other mammals, birds, fish, and
shellfish.

(e) Certified applicator, etc.
(1) Certified applicator

The term ‘‘certified applicator’” means any
individual who is certified under section 136i
of this title as authorized to use or supervise
the use of any pesticide which is classified for
restricted use. Any applicator who holds or ap-
plies registered pesticides, or uses dilutions of
registered pesticides consistent with sub-
section (ee), only to provide a service of con-
trolling pests without delivering any
unapplied pesticide to any person so served is
not deemed to be a seller or distributor of pes-
ticides under this subchapter.

(2) Private applicator

The term ‘‘private applicator’” means a cer-
tified applicator who uses or supervises the
use of any pesticide which is classified for re-
stricted use for purposes of producing any ag-
ricultural commodity on property owned or
rented by the applicator or the applicator’s
employer or (if applied without compensation
other than trading of personal services be-
tween producers of agricultural commodities)
on the property of another person.

(3) Commercial applicator

The term ‘‘commercial applicator’” means an
applicator (whether or not the applicator is a
private applicator with respect to some uses)
who uses or supervises the use of any pesticide
which is classified for restricted use for any
purpose or on any property other than as pro-
vided by paragraph (2).

(4) Under the direct supervision of a certified
applicator

Unless otherwise prescribed by its labeling,
a pesticide shall be considered to be applied
under the direct supervision of a certified ap-
plicator if it is applied by a competent person
acting under the instructions and control of a
certified applicator who is available if and
when needed, even though such certified appli-
cator is not physically present at the time and
place the pesticide is applied.

(f) Defoliant

The term ‘‘defoliant’” means any substance or
mixture of substances intended for causing the
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leaves or foliage to drop from a plant, with or
without causing abscission.

(g) Desiccant

The term ‘‘desiccant’ means any substance or
mixture of substances intended for artificially
accelerating the drying of plant tissue.

(h) Device

The term ‘‘device’” means any instrument or
contrivance (other than a firearm) which is in-
tended for trapping, destroying, repelling, or
mitigating any pest or any other form of plant
or animal life (other than man and other than
bacteria, virus, or other microorganism on or in
living man or other living animals); but not in-
cluding equipment used for the application of
pesticides when sold separately therefrom.

(i) District court

The term ‘‘district court’” means a United
States district court, the District Court of
Guam, the District Court of the Virgin Islands,
and the highest court of American Samoa.

(j) Environment

The term ‘‘environment’ includes water, air,
land, and all plants and man and other animals
living therein, and the interrelationships which
exist among these.

(k) Fungus

The term ‘‘fungus’” means any non-chloro-
phyll-bearing thallophyte (that is, any non-chlo-
rophyll-bearing plant of a lower order than
mosses and liverworts), as for example, rust,
smut, mildew, mold, yeast, and bacteria, except
those on or in living man or other animals and
those on or in processed food, beverages, or
pharmaceuticals.

(1) Imminent hazard

The term ‘“‘imminent hazard” means a situa-
tion which exists when the continued use of a
pesticide during the time required for cancella-
tion proceeding would be likely to result in un-
reasonable adverse effects on the environment
or will involve unreasonable hazard to the sur-
vival of a species declared endangered or threat-
ened by the Secretary pursuant to the Endan-
gered Species Act of 1973 [16 U.S.C. 1531 et seq.].

(m) Inert ingredient

The term ‘‘inert ingredient’” means an ingre-
dient which is not active.

(n) Ingredient statement

The term ‘ingredient statement”
statement which contains—

(1) the name and percentage of each active
ingredient, and the total percentage of all
inert ingredients, in the pesticide; and

(2) if the pesticide contains arsenic in any
form, a statement of the percentages of total
and water soluble arsenic, calculated as ele-
mentary arsenic.

(0) Insect

The term ‘‘insect” means any of the numerous
small invertebrate animals generally having the
body more or less obviously segmented, for the
most part belonging to the class insecta, com-
prising six-legged, usually winged forms, as for
example, beetles, bugs, bees, flies, and to other

means a
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allied classes of arthropods whose members are
wingless and usually have more than six legs, as
for example, spiders, mites, ticks, centipedes,
and wood lice.
(p) Label and labeling

(1) Label

The term ‘‘label” means the written, print-
ed, or graphic matter on, or attached to, the
pesticide or device or any of its containers or
wrappers.

(2) Labeling

The term ‘‘labeling’” means all labels and all
other written, printed, or graphic matter—

(A) accompanying the pesticide or device
at any time; or

(B) to which reference is made on the label
or in literature accompanying the pesticide
or device, except to current official publica-
tions of the Environmental Protection Agen-
cy, the United States Departments of Agri-
culture and Interior, the Department of
Health and Human Services, State experi-
ment stations, State agricultural colleges,
and other similar Federal or State institu-
tions or agencies authorized by law to con-
duct research in the field of pesticides.

(q) Misbranded

(1) A pesticide is misbranded if—

(A) its labeling bears any statement, de-
sign, or graphic representation relative
thereto or to its ingredients which is false or
misleading in any particular;

(B) it is contained in a package or other
container or wrapping which does not con-
form to the standards established by the Ad-
ministrator pursuant to section 136w(c)(3) of
this title;

(C) it is an imitation of, or is offered for
sale under the name of, another pesticide;

(D) its label does not bear the registration
number assigned under section 136e of this
title to each establishment in which it was
produced;

(E) any word, statement, or other informa-
tion required by or under authority of this
subchapter to appear on the label or labeling
is not prominently placed thereon with such
conspicuousness (as compared with other
words, statements, designs, or graphic mat-
ter in the labeling) and in such terms as to
render it likely to be read and understood by
the ordinary individual under customary
conditions of purchase and use;

(F) the labeling accompanying it does not
contain directions for use which are nec-
essary for effecting the purpose for which
the product is intended and if complied with,
together with any requirements imposed
under section 136a(d) of this title, are ade-
quate to protect health and the environ-
ment;

(G) the label does not contain a warning or
caution statement which may be necessary
and if complied with, together with any re-
quirements imposed under section 136a(d) of
this title, is adequate to protect health and
the environment; or

(H) in the case of a pesticide not registered
in accordance with section 136a of this title
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and intended for export, the label does not
contain, in words prominently placed there-
on with such conspicuousness (as compared
with other words, statements, designs, or
graphic matter in the labeling) as to render
it likely to be noted by the ordinary indi-
vidual under customary conditions of pur-
chase and use, the following: ‘“Not Reg-
istered for Use in the United States of Amer-
ica”.

(2) A pesticide is misbranded if—

(A) the label does not bear an ingredient
statement on that part of the immediate
container (and on the outside container or
wrapper of the retail package, if there be
one, through which the ingredient statement
on the immediate container cannot be clear-
ly read) which is presented or displayed
under customary conditions of purchase, ex-
cept that a pesticide is not misbranded
under this subparagraph if—

(i) the size or form of the immediate con-
tainer, or the outside container or wrapper
of the retail package, makes it impracti-
cable to place the ingredient statement on
the part which is presented or displayed
under customary conditions of purchase;
and

(ii) the ingredient statement appears
prominently on another part of the imme-
diate container, or outside container or
wrapper, permitted by the Administrator;

(B) the labeling does not contain a state-
ment of the use classification under which
the product is registered;

(C) there is not affixed to its container,
and to the outside container or wrapper of
the retail package, if there be one, through
which the required information on the im-
mediate container cannot be clearly read, a
label bearing—

(i) the name and address of the producer,
registrant, or person for whom produced;

(ii) the name, brand, or trademark under
which the pesticide is sold;

(iii) the net weight or measure of the
content, except that the Administrator
may permit reasonable variations; and

(iv) when required by regulation of the
Administrator to effectuate the purposes
of this subchapter, the registration num-
ber assigned to the pesticide under this
subchapter, and the use classification; and

(D) the pesticide contains any substance or
substances in quantities highly toxic to
man, unless the label shall bear, in addition
to any other matter required by this sub-
chapter—

(i) the skull and crossbones;

(ii) the word ‘‘poison’ prominently in
red on a background of distinctly con-
trasting color; and

(iii) a statement of a practical treatment
(first aid or otherwise) in case of poisoning
by the pesticide.

(r) Nematode
The term ‘‘nematode’ means invertebrate ani-

mals of the phylum nemathelminthes and class
nematoda, that is, unsegmented round worms
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with elongated, fusiform, or saclike bodies cov-
ered with cuticle, and inhabiting soil, water,
plants, or plant parts; may also be called nemas
or eelworms.

(s) Person

The term ‘‘person’ means any individual,
partnership, association, corporation, or any or-
ganized group of persons whether incorporated
or not.

(t) Pest

The term ‘‘pest’” means (1) any insect, rodent,
nematode, fungus, weed, or (2) any other form of
terrestrial or aquatic plant or animal life or
virus, bacteria, or other micro-organism (except
viruses, bacteria, or other micro-organisms on
or in living man or other living animals) which
the Administrator declares to be a pest under
section 136w(c)(1) of this title.

(u) Pesticide

The term ‘‘pesticide’ means (1) any substance
or mixture of substances intended for pre-
venting, destroying, repelling, or mitigating any
pest, (2) any substance or mixture of substances
intended for use as a plant regulator, defoliant,
or desiccant, and (3) any nitrogen stabilizer, ex-
cept that the term ‘‘pesticide’’ shall not include
any article that is a ‘“‘new animal drug’’ within
the meaning of section 321(w)! of title 21, that
has been determined by the Secretary of Health
and Human Services not to be a new animal
drug by a regulation establishing conditions of
use for the article, or that is an animal feed
within the meaning of section 321(x)! of title 21
bearing or containing a new animal drug. The
term ‘‘pesticide’ does not include liquid chem-
ical sterilant products (including any sterilant
or subordinate disinfectant claims on such prod-
ucts) for use on a critical or semi-critical de-
vice, as defined in section 321 of title 21. For pur-
poses of the preceding sentence, the term ‘‘crit-
ical device” includes any device which is intro-
duced directly into the human body, either into
or in contact with the bloodstream or normally
sterile areas of the body and the term ‘‘semi-
critical device’ includes any device which con-
tacts intact mucous membranes but which does
not ordinarily penetrate the blood barrier or
otherwise enter normally sterile areas of the
body.

(v) Plant regulator

The term ‘‘plant regulator’” means any sub-
stance or mixture of substances intended,
through physiological action, for accelerating or
retarding the rate of growth or rate of matura-
tion, or for otherwise altering the behavior of
plants or the produce thereof, but shall not in-
clude substances to the extent that they are in-
tended as plant nutrients, trace elements, nutri-
tional chemicals, plant inoculants, and soil
amendments. Also, the term ‘‘plant regulator”
shall not be required to include any of such of
those nutrient mixtures or soil amendments as
are commonly known as vitamin-hormone horti-
cultural products, intended for improvement,
maintenance, survival, health, and propagation
of plants, and as are not for pest destruction and

1See References in Text note below.
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are nontoxic, nonpoisonous in the undiluted
packaged concentration.

(w) Producer and produce

The term ‘‘producer’” means the person who
manufactures, prepares, compounds, propagates,
or processes any pesticide or device or active in-
gredient used in producing a pesticide. The term
“produce’ means to manufacture, prepare, com-
pound, propagate, or process any pesticide or de-
vice or active ingredient used in producing a
pesticide. The dilution by individuals of formu-
lated pesticides for their own use and according
to the directions on registered labels shall not of
itself result in such individuals being included
in the definition of ‘“‘producer’ for the purposes
of this subchapter.

(x) Protect health and the environment

The terms ‘‘protect health and the environ-
ment’”’ and ‘‘protection of health and the envi-
ronment’” mean protection against any unrea-
sonable adverse effects on the environment.

(y) Registrant

The term ‘‘registrant’” means a person who
has registered any pesticide pursuant to the pro-
visions of this subchapter.

(z) Registration

The term ‘‘registration’ includes reregistra-
tion.

(aa) State

The term ‘‘State’ means a State, the District
of Columbia, the Commonwealth of Puerto Rico,
the Virgin Islands, Guam, the Trust Territory of
the Pacific Islands, and American Samoa.

(bb) Unreasonable adverse effects on the envi-
ronment

The term ‘‘unreasonable adverse effects on the
environment’” means (1) any unreasonable risk
to man or the environment, taking into account
the economic, social, and environmental costs
and benefits of the use of any pesticide, or (2) a
human dietary risk from residues that result
from a use of a pesticide in or on any food incon-
sistent with the standard under section 346a of
title 21. The Administrator shall consider the
risks and benefits of public health pesticides
separate from the risks and benefits of other
pesticides. In weighing any regulatory action
concerning a public health pesticide under this
subchapter, the Administrator shall weigh any
risks of the pesticide against the health risks
such as the diseases transmitted by the vector
to be controlled by the pesticide.

(cc) Weed

The term ‘“weed” means any plant which
grows where not wanted.

(dd) Establishment

The term ‘‘establishment’” means any place
where a pesticide or device or active ingredient
used in producing a pesticide is produced, or
held, for distribution or sale.

(ee) To use any registered pesticide in a manner
inconsistent with its labeling
The term ‘‘to use any registered pesticide in a

manner inconsistent with its labeling’’ means to
use any registered pesticide in a manner not
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permitted by the labeling, except that the term
shall not include (1) applying a pesticide at any
dosage, concentration, or frequency less than
that specified on the labeling unless the labeling
specifically prohibits deviation from the speci-
fied dosage, concentration, or frequency, (2) ap-
plying a pesticide against any target pest not
specified on the labeling if the application is to
the crop, animal, or site specified on the label-
ing, unless the Administrator has required that
the labeling specifically state that the pesticide
may be used only for the pests specified on the
labeling after the Administrator has determined
that the use of the pesticide against other pests
would cause an unreasonable adverse effect on
the environment, (3) employing any method of
application not prohibited by the labeling unless
the labeling specifically states that the product
may be applied only by the methods specified on
the labeling, (4) mixing a pesticide or pesticides
with a fertilizer when such mixture is not pro-
hibited by the labeling, (5) any use of a pesticide
in conformance with section 136¢, 136p, or 136v of
this title, or (6) any use of a pesticide in a man-
ner that the Administrator determines to be
consistent with the purposes of this subchapter.
After March 31, 1979, the term shall not include
the use of a pesticide for agricultural or forestry
purposes at a dilution less than label dosage un-
less before or after that date the Administrator
issues a regulation or advisory opinion con-
sistent with the study provided for in section
27(b) of the Federal Pesticide Act of 1978, which
regulation or advisory opinion specifically re-
quires the use of definite amounts of dilution.
(ff) Outstanding data requirement
(1) In general

The term ‘‘outstanding data requirement”
means a requirement for any study, informa-
tion, or data that is necessary to make a de-
termination under section 136a(c)(5) of this
title and which study, information, or data—

(A) has not been submitted to the Admin-
istrator; or
(B) if submitted to the Administrator, the

Administrator has determined must be re-

submitted because it is not valid, complete,

or adequate to make a determination under
section 136a(c)(b) of this title and the regula-
tions and guidelines issued under such sec-
tion.

(2) Factors

In making a determination under paragraph
(1)(B) respecting a study, the Administrator
shall examine, at a minimum, relevant proto-
cols, documentation of the conduct and anal-
ysis of the study, and the results of the study
to determine whether the study and the re-
sults of the study fulfill the data requirement
for which the study was submitted to the Ad-
ministrator.

(gg) To distribute or sell

The term ‘‘to distribute or sell’”” means to dis-
tribute, sell, offer for sale, hold for distribution,
hold for sale, hold for shipment, ship, deliver for
shipment, release for shipment, or receive and
(having so received) deliver or offer to deliver.
The term does not include the holding or appli-
cation of registered pesticides or use dilutions
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thereof by any applicator who provides a service
of controlling pests without delivering any
unapplied pesticide to any person so served.

(hh) Nitrogen stabilizer

The term ‘‘nitrogen stabilizer’” means any sub-
stance or mixture of substances intended for
preventing or hindering the process of nitrifica-
tion, denitrification, ammonia volatilization, or
urease production through action upon soil bac-
teria. Such term shall not include—

(1) dicyandiamide;
(2) ammonium thiosulfate; or
(3) any substance or mixture of substances.—2
(A) that was not registered pursuant to
section 136a of this title prior to January 1,
1992; and
(B) that was in commercial agronomic use
prior to January 1, 1992, with respect to
which after January 1, 1992, the distributor
or seller of the substance or mixture has
made no specific claim of prevention or hin-
dering of the process of nitrification,
denitrification, ammonia volatilization3
urease production regardless of the actual
use or purpose for, or future use or purpose
for, the substance or mixture.

Statements made in materials required to be
submitted to any State legislative or regulatory
authority, or required by such authority to be
included in the labeling or other literature ac-
companying any such substance or mixture
shall not be deemed a specific claim within the
meaning of this subsection.

(jj) * Maintenance applicator

The term ‘‘maintenance applicator’” means
any individual who, in the principal course of
such individual’s employment, uses, or super-
vises the use of, a pesticide not classified for re-
stricted use (other than a ready to use consumer
products pesticide); for the purpose of providing
structural pest control or lawn pest control in-
cluding janitors, general maintenance per-
sonnel, sanitation personnel, and grounds main-
tenance personnel. The term ‘‘maintenance ap-
plicator’ does not include private applicators as
defined in subsection (e)(2); individuals who use
antimicrobial pesticides, sanitizers or disinfect-
ants; individuals employed by Federal, State,
and local governments or any political subdivi-
sions thereof, or individuals who use pesticides
not classified for restricted use in or around
their homes, boats, sod farms, nurseries, green-
houses, or other noncommercial property.

(kk) Service technician

The term ‘‘service technician’ means any in-
dividual who uses or supervises the use of pes-
ticides (other than a ready to use consumer
products pesticide) for the purpose of providing
structural pest control or lawn pest control on
the property of another for a fee. The term
‘‘service technician” does not include individ-
uals who use antimicrobial pesticides, sanitizers
or disinfectants; or who otherwise apply ready
to use consumer products pesticides.

280 in original. Period probably should not appear.
380 in original. Probably should be followed by *‘, or”.
480 in original. No subsec. (ii) was enacted.
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(I1) Minor use

The term ‘‘minor use’” means the use of a pes-
ticide on an animal, on a commercial agricul-
tural crop or site, or for the protection of public
health where—

(1) the total United States acreage for the
crop is less than 300,000 acres, as determined
by the Secretary of Agriculture; or

(2) the Administrator, in consultation with
the Secretary of Agriculture, determines that,
based on information provided by an applicant
for registration or a registrant, the use does
not provide sufficient economic incentive to
support the initial registration or continuing
registration of a pesticide for such use and—

(A) there are insufficient efficacious alter-
native registered pesticides available for the
use;

(B) the alternatives to the pesticide use
pose greater risks to the environment or
human health;

(C) the minor use pesticide plays or will
play a significant part in managing pest re-
sistance; or

(D) the minor use pesticide plays or will
play a significant part in an integrated pest
management program.

The status as a minor use under this subsection
shall continue as long as the Administrator has
not determined that, based on existing data,
such use may cause an unreasonable adverse ef-
fect on the environment and the use otherwise
qualifies for such status.

(mm) Antimicrobial pesticide
(1) In general

The term ‘“‘antimicrobial pesticide’ means a
pesticide that—
(A) is intended to—

(i) disinfect, sanitize, reduce, or mitigate
growth or development of microbiological
organisms; or

(ii) protect inanimate objects, industrial
processes or systems, surfaces, water, or
other chemical substances from contami-
nation, fouling, or deterioration caused by
bacteria, viruses, fungi, protozoa, algae, or
slime; and

(B) in the intended use is exempt from, or
otherwise not subject to, a tolerance under
section 346a of title 21 or a food additive reg-
ulation under section 348 of title 21.

(2) Excluded products

The term ‘‘antimicrobial pesticide’ does not
include—

(A) a wood preservative or antifouling
paint product for which a claim of pesticidal
activity other than or in addition to an ac-
tivity described in paragraph (1) is made;

(B) an agricultural fungicide product; or

(C) an aquatic herbicide product.

(3) Included products

The term ‘“‘antimicrobial pesticide’ does in-
clude any other chemical sterilant product
(other than liquid chemical sterilant products
exempt under subsection (u)), any other dis-
infectant product, any other industrial
microbiocide product, and any other preserva-
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tive product that is not excluded by paragraph
2).
(nn) Public health pesticide

The term ‘‘public health pesticide’ means any
minor use pesticide product registered for use
and used predominantly in public health pro-
grams for vector control or for other recognized
health protection uses, including the prevention
or mitigation of viruses, bacteria, or other
microorganisms (other than viruses, bacteria, or
other microorganisms on or in living man or
other living animal) that pose a threat to public
health.

(00) Vector

The term ‘‘vector’” means any organism capa-
ble of transmitting the causative agent of
human disease or capable of producing human
discomfort or injury, including mosquitoes,
flies, fleas, cockroaches, or other insects and
ticks, mites, or rats.

(June 25, 1947, ch. 125, §2, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 975; amended Pub. L.
93-205, §13(f), Dec. 28, 1973, 87 Stat. 903; Pub. L.
94-140, §9, Nov. 28, 1975, 89 Stat. 754; Pub. L.
95-396, §1, Sept. 30, 1978, 92 Stat. 819; Pub. L.
100-532, title I, §101, title VI, §601(a), title VIII,
§801(a), Oct. 25, 1988, 102 Stat. 2655, 2677, 2679;
Pub. L. 102-237, title X, §1006(a)(1), (2), (b)(3)(A),
(B), Dec. 13, 1991, 105 Stat. 1894, 1895; Pub. L.
104-170, title I, §§105(a), 120, title II, §§210(a), 221,
230, title III, §304, Aug. 3, 1996, 110 Stat. 1490,
1492, 1493, 1502, 1508, 1512.)

Editorial Notes
REFERENCES IN TEXT

The Endangered Species Act of 1973, referred to in
subsec. (1), is Pub. L. 93-205, Dec. 28, 1973, 87 Stat. 884,
as amended, which is classified generally to chapter 35
(§1531 et seq.) of Title 16, Conservation. For complete
classification of this Act to the Code, see Short Title
note set out under section 1531 of Title 16 and Tables.

Section 321 of title 21, referred to in subsec. (u), was
subsequently amended, and subsecs. (w) and (x) of sec-
tion 321 no longer define the terms ‘‘new animal drug”’
and ‘‘animal feed’’, respectively. However, such terms
are defined elsewhere in that section.

Section 27(b) of Federal Pesticide Act of 1978, referred
to in subsec. (ee), is section 27(b) of Pub. L. 95-396, Sept.
30, 1978, 92 Stat. 841, which was formerly set out as a
note under section 136w—4 of this title.

PRIOR PROVISIONS

A prior section 2 of act June 25, 1947, was classified to
section 135 of this title prior to amendment of act June
25, 1947, by Pub. L. 92-516.

AMENDMENTS

1996—Subsec. (a)(1). Pub. L. 104-170, §105(a)(1)(A), sub-
stituted ‘‘defoliant, desiccant, or nitrogen stabilizer’’
for ‘‘defoliant, or desiccant’.

Subsec. (a)(5). Pub. L. 104-170, §105(a)(1)(B)-(D), added
par. (5).

Subsec. (u). Pub. L. 104-170, §§105(a)(2), 221(1), struck
out ‘‘and’ before “(2)”, inserted ‘“‘and (3) any nitrogen
stabilizer,” after ‘‘desiccant,”’”, and inserted at end
“The term ‘pesticide’ does not include liquid chemical
sterilant products (including any sterilant or subordi-
nate disinfectant claims on such products) for use on a
critical or semi-critical device, as defined in section 321
of title 21. For purposes of the preceding sentence, the
term ‘critical device’ includes any device which is in-
troduced directly into the human body, either into or

TITLE T—AGRICULTURE

§136

in contact with the bloodstream or normally sterile
areas of the body and the term ‘semi-critical device’ in-
cludes any device which contacts intact mucous mem-
branes but which does not ordinarily penetrate the
blood barrier or otherwise enter normally sterile areas
of the body.”

Subsec. (bb). Pub. L. 104-170, §304, which directed
amendment of section 2(bb) by inserting ‘(1) after
“means’ and adding cl. (2), without specifying the Act
being amended, was executed to this subsection, which
is section 2(bb) of the Federal Insecticide, Fungicide,
and Rodenticide Act, to reflect the probable intent of
Congress.

Pub. L. 104-170, §230(a), inserted at end ‘‘The Adminis-
trator shall consider the risks and benefits of public
health pesticides separate from the risks and benefits
of other pesticides. In weighing any regulatory action
concerning a public health pesticide under this sub-
chapter, the Administrator shall weigh any risks of the
pesticide against the health risks such as the diseases
transmitted by the vector to be controlled by the pes-
ticide.”

Subsec. (hh). Pub. L. 104-170, §105(a)(3), added subsec.
(hh).

Subsecs. (jj), (kk). Pub. L. 104-170, §120, added sub-
secs. (jj) and (kKk).

Subsec. (I1). Pub. L. 104-170, §210(a), added subsec. (I).

Subsec. (mm). Pub. L. 104-170, §221(2), added subsec.
(mm).

Subsecs. (nn), (0o0). Pub. L. 104-170, §230(b), added sub-
secs. (nn) and (00).

1991—Subsec. (e)(1). Pub. L. 102-237, §1006(a)(1), sub-
stituted ‘‘section 136i” for ‘‘section 136b’’ and ‘‘uses di-
lutions” for ‘‘use dilutions’ and made technical amend-
ment to reference to subsection (ee) of this section in-
volving corresponding provision of original act.

Subsec. (e)(2). Pub. L. 102-237, §1006(b)(3)(A), sub-
stituted ‘‘the applicator or the applicator’s’” for ‘“‘him
or his”.

Subsec. (e)(3). Pub. L. 102-237, §1006(b)(3)(B),
stituted ‘‘the applicator’ for ‘‘he’.

Subsec. (q)(2)(A)({1). Pub. L. 102-237, §1006(a)(2), sub-
stituted ‘‘size or form’ for ‘‘size of form”.

sub-

1988—Subsec. (c). Pub. L. 100-532, §801(a)(1), sub-
stituted “‘if—" for “‘if:”’.
Subsec. (p)(2)(B). Pub. L. 100-532, §801(a)(2), sub-

stituted ‘“‘Health and Human Services” for ‘‘Health,
Education, and Welfare’.

Subsec. (q)(2)(A). Pub. L.
stituted *‘if—" for “‘if:».

Subsec. (q)(2)(C)(ii). Pub. L. 100-532, §801(a)(4), sub-
stituted ¢, except that’ for ‘‘: Provided, That’’.

Subsec. (u). Pub. L. 100-532, §801(a)(5), substituted
‘“, except that” for ¢‘: Provided, That’, struck out
‘“(I)(a)” after ‘‘include any article” and ‘‘or (b)” after
‘‘section 321(w) of title 21,”, and substituted ‘‘Health
and Human Services’ for ‘‘Health, Education, and Wel-
fare’, ‘‘or that is”’ for ‘“‘or (2) that is’’, and ‘‘a new ani-
mal drug” for ‘‘an article covered by clause (1) of this
proviso”’.

Subsec. (ee). Pub. L. 100-532, §§601(a)(1), 801(a)(6), sub-
stituted ‘¢, except that” for ‘‘: Provided, That’, in-
serted ‘‘unless the labeling specifically prohibits devi-
ation from the specified dosage, concentration, or fre-
quency’’ and ‘‘unless the labeling specifically states
that the product may be applied only by the methods
specified on the labeling’, substituted ‘‘labeling, (4)
mixing’’ for ‘‘labeling, or (4) mixing”, *, (56)” for
‘. Provided further, That the term also shall not in-
clude”, ‘“‘or (6) any use’’ for ‘‘or any use’’, and ‘‘. After”’
for *“: And provided further, That after”.

Subsec. (ff). Pub. L. 100-532, §101, added subsec. (ff).

Subsec. (gg). Pub. L. 100-532, §601(a)(2), added subsec.
(g9).

1978—Subsec. (e)(1). Pub. L. 95-396, §1(1), inserted pro-
vision deeming an applicator not a seller or distributor
of pesticides when providing a service of controlling
pests.

Subsec. (e)(3). Pub. L. 95-396, §1(2), substituted ‘“‘an
applicator’ for ‘‘a certified applicator’.

100-532, §801(a)(3), sub-
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Subsec. (@)(1)(H). Pub. L. 95-396, §1(3), added subpar.
(H).
Subsec. (w). Pub. L. 95-396, §1(4), (5), amended defini-
tion of ‘“‘producer” and ‘‘produce’ to include reference
to active ingredient used in producing a pesticide and
inserted provision that an individual did not become a
producer when there was dilution of a pesticide for per-
sonal use according to directions on registered labels.

Subsec. (dd). Pub. L. 95-396, §1(6), inserted ‘‘or active
ingredient used in producing a pesticide’’.

Subsec. (ee). Pub. L. 95-396, §1(7), added subsec. (ee).

1975—Subsec. (u). Pub. L. 94-140 inserted proviso
which excluded from term ‘‘pesticide’ any article des-
ignated as ‘‘new animal drug’ and any article denomi-
nated as animal feed.

1973—Subsec. (1). Pub. L. 93205 substituted ‘or
threatened by the Secretary pursuant to the Endan-
gered Species Act of 1973 for ‘‘by the Secretary of the
Interior under Public Law 91-135"".

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Pub. L. 100-532, title IX, §901, Oct. 25, 1988, 102 Stat.
2688, provided that: ‘‘Except as otherwise provided in
this Act, the amendments made by this Act [see Short
Title of 1988 Amendment note below] shall take effect
on the expiration of 60 days after the date of enactment
of this Act [Oct. 25, 1988].”

EFFECTIVE DATE OF 1973 AMENDMENT

Amendment by Pub. L. 93-205 effective Dec. 28, 1973,
see section 16 of Pub. L. 93-205, set out as an Effective
Date note under section 15631 of Title 16, Conservation.

EFFECTIVE DATE

Pub. L. 92-516, §4, Oct. 21, 1972, 86 Stat. 998, as amend-
ed by Pub. L. 94-140, §4, Nov. 28, 1975, 89 Stat. 752; Pub.
L. 95-396, §28, Sept. 30, 1978, 92 Stat. 842, provided that:

‘‘(a) Except as otherwise provided in the Federal In-
secticide, Fungicide, and Rodenticide Act [this sub-
chapter], as amended by this Act and as otherwise pro-
vided by this section, the amendments made by this
Act [see Short Title note set out below] shall take ef-
fect at the close of the date of the enactment of this
Act [Oct. 21, 1972], provided if regulations are necessary
for the implementation of any provision that becomes
effective on the date of enactment, such regulations
shall be promulgated and shall become effective within
90 days from the date of enactment of this Act.

“(b) The provisions of the Federal Insecticide, Fun-
gicide, and Rodenticide Act [this subchapter] and the
regulations thereunder as such existed prior to the en-
actment of this Act shall remain in effect until super-
seded by the amendments made by this Act and regula-
tions thereunder.

““(e)(1) Two years after the enactment of this Act the
Administrator shall have promulgated regulations pro-
viding for the registration and classification of pes-
ticides under the provisions of this Act and thereafter
shall register all new applications under such provi-
sions.

“(2) Any requirements that a pesticide be registered
for use only by a certified applicator shall not be effec-
tive until five years from the date of enactment of this
Act.

‘“(83) A period of five years from date of enactment
shall be provided for certification of applicators.

‘“(A) One year after the enactment of this Act the
Administrator shall have prescribed the standards for
the certification of applicators.

‘(B) Each State desiring to certify applicators shall
submit a State plan to the Administrator for the pur-
pose provided by section 4(b).

“(C) As promptly as possible but in no event more
than one year after submission of a State plan, the
Administrator shall approve the State plan or dis-
approve it and indicate the reasons for disapproval.
Consideration of plans resubmitted by States shall be
expedited.
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‘“(4) One year after the enactment of this Act the Ad-
ministrator shall have promulgated and shall make ef-
fective regulations relating to the registration of es-
tablishments, permits for experimental use, and the
keeping of books and records under the provisions of
this Act.

‘“(d) No person shall be subject to any criminal or
civil penalty imposed by the Federal Insecticide, Fun-
gicide, and Rodenticide Act, as amended by this Act,
for any act (or failure to act) occurring before the expi-
ration of 60 days after the Administrator has published
effective regulations in the Federal Register and taken
such other action as may be necessary to permit com-
pliance with the provisions under which the penalty is
to be imposed.

‘“(e) For purposes of determining any criminal or
civil penalty or liability to any third person in respect
of any act or omission occurring before the expiration
of the periods referred to in this section, the Federal
Insecticide, Fungicide, and Rodenticide Act shall be
treated as continuing in effect as if this Act had not
been enacted.”

SHORT TITLE OF 2019 AMENDMENT

Pub. L. 116-8, §1(a), Mar. 8, 2019, 133 Stat. 484, pro-
vided that: ‘““This Act [amending sections 136a-1, 136¢,
and 136w-8 of this title and section 346a of Title 21,
Food and Drugs, and enacting provisions set out as a
note under section 136w of this title] may be cited as
the ‘Pesticide Registration Improvement Extension
Act of 2018’.”

SHORT TITLE OF 2012 AMENDMENT

Pub. L. 112-177, §1, Sept. 28, 2012, 126 Stat. 1327, pro-
vided that: ‘“This Act [amending sections 136a-1 and
136w-8 of this title and section 346a of Title 21, Food
and Drugs, and enacting provisions set out as notes
under section 136a-1 of this title] may be cited as the
‘Pesticide Registration Improvement Extension Act of
2012’.”

SHORT TITLE OF 2007 AMENDMENT

Pub. L. 110-94, §1, Oct. 9, 2007, 121 Stat. 1000, provided
that: “This Act [amending sections 136a, 136a-1, and
136w-8 of this title and section 346a of Title 21, Food
and Drugs, and enacting provisions set out as a note
under section 136a of this title] may be cited as the
‘Pesticide Registration Improvement Renewal Act’.”

SHORT TITLE OF 2004 AMENDMENT

Pub. L. 108-199, div. G, title V, §501(a), Jan. 23, 2004,
118 Stat. 419, provided that: ‘“This section [enacting
section 136w-8 of this title, amending sections 136a,
136a-1, 136x, and 136y of this title, and enacting provi-
sions set out as notes under section 136a of this title
and section 346a of Title 21, Food and Drugs] may be
cited as the ‘Pesticide Registration Improvement Act
of 2003’.”

SHORT TITLE OF 1996 AMENDMENT

Pub. L. 104-170, §1, Aug. 3, 1996, 110 Stat. 1489, pro-
vided that: ‘“This Act [enacting sections 136i-2, 136r-1,
and 136w-5 to 136w-7 of this title, amending this sec-
tion, sections 136a, 136a-1, 136d, 136q, 136s, 136w, 136w-3,
136x, and 136y of this title, and sections 321, 331, 333, 342,
and 346a of Title 21, Food and Drugs, and enacting pro-
visions set out as notes under section 136i-2 of this title
and sections 301 and 346a of Title 21] may be cited as
the ‘Food Quality Protection Act of 1996°.”

[Another Food Quality Protection Act of 1996 was en-
acted by Pub. L. 104-170, title IV, 110 Stat. 1513, see sec-
tion 401(a) of Pub. L. 104-170, set out as a note under
section 301 of Title 21, Food and Drugs.]

SHORT TITLE OF 1988 AMENDMENT

Pub. L. 100-532, §1(a), Oct. 25, 1988, 102 Stat. 2654, pro-
vided that: ‘“This Act [enacting section 136a-1 of this
title, amending this section and sections 136a to 136d,
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136f to 136q, 136s, 136v to 136w-2, and 136y of this title,
and enacting provisions set out as notes under this sec-
tion and sections 136m and 136y of this title] may be
cited as the ‘Federal Insecticide, Fungicide, and
Rodenticide Act Amendments of 1988°.”’

SHORT TITLE OF 1978 AMENDMENT

Pub. L. 95-396, §29, Sept. 30, 1978, 92 Stat. 842, provided
that: “This Act [enacting sections 136w-1 to 136w—4 of
this title, amending this section and sections 136a to
136f, 136h, 136j, 1367, 1360, 136q, 136r, 136u to 136w, 136x,
and 136y of this title, enacting provisions set out as
notes under sections 136a, 1360, and 136w—4 of this title,
and amending provisions set out as a note under this
section] may be cited as the ‘Federal Pesticide Act of
1978.”

SHORT TITLE

Pub. L. 92-516, §1, Oct. 21, 1972, 86 Stat. 973, provided:
“That this Act [amending this subchapter generally,
enacting notes set out under this section, and amend-
ing sections 1261 and 1471 of Title 15, Commerce and
Trade, and sections 321 and 346a of Title 21, Foods and
Drugs] may be cited as the ‘Federal Environmental
Pesticide Control Act of 1972’.”

Act June 25, 1947, ch. 125, §1(a), as added by Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 973, provided that: ‘“This
Act [enacting this subchapter] may be cited as the
‘Federal Insecticide, Fungicide, and Rodenticide Act’.”

Executive Documents

TERMINATION OF TRUST TERRITORY OF THE PACIFIC
ISLANDS

For termination of Trust Territory of the Pacific Is-
lands, see note set out preceding section 1681 of Title
48, Territories and Insular Possessions.

FEDERAL COMPLIANCE WITH POLLUTION CONTROL
STANDARDS

For provisions relating to the responsibility of the
head of each Executive agency for compliance with ap-
plicable pollution control standards, see Ex. Ord. No.
12088, Oct. 13, 1978, 43 F.R. 47707, set out as a note under
section 4321 of Title 42, The Public Health and Welfare.

§ 136a. Registration of pesticides

(a) Requirement of registration

Except as provided by this subchapter, no per-
son in any State may distribute or sell to any
person any pesticide that is not registered under
this subchapter. To the extent necessary to pre-
vent unreasonable adverse effects on the envi-
ronment, the Administrator may by regulation
limit the distribution, sale, or use in any State
of any pesticide that is not registered under this
subchapter and that is not the subject of an ex-
perimental use permit under section 136¢ of this
title or an emergency exemption under section
136p of this title.

(b) Exemptions

A pesticide which is not registered with the
Administrator may be transferred if—

(1) the transfer is from one registered estab-
lishment to another registered establishment
operated by the same producer solely for pack-
aging at the second establishment or for use as
a constituent part of another pesticide pro-
duced at the second establishment; or

(2) the transfer is pursuant to and in accord-
ance with the requirements of an experimental
use permit.
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(c) Procedure for registration
(1) Statement required

Each applicant for registration of a pesticide
shall file with the Administrator a statement
which includes—

(A) the name and address of the applicant
and of any other person whose name will ap-
pear on the labeling;

(B) the name of the pesticide;

(C) a complete copy of the labeling of the
pesticide, a statement of all claims to be
made for it, and any directions for its use;

(D) the complete formula of the pesticide;

(E) a request that the pesticide be classi-
fied for general use or for restricted use, or
for both; and

(F) except as otherwise provided in para-
graph (2)(D), if requested by the Adminis-
trator, a full description of the tests made
and the results thereof upon which the
claims are based, or alternatively a citation
to data that appear in the public literature
or that previously had been submitted to the
Administrator and that the Administrator
may consider in accordance with the fol-
lowing provisions:

(i) With respect to pesticides containing
active ingredients that are initially reg-
istered under this subchapter after Sep-
tember 30, 1978, data submitted to support
the application for the original registra-
tion of the pesticide, or an application for
an amendment adding any new use to the
registration and that pertains solely to
such new use, shall not, without the writ-
ten permission of the original data sub-
mitter, be considered by the Adminis-
trator to support an application by an-
other person during a period of ten years
following the date the Administrator first
registers the pesticide, except that such
permission shall not be required in the
case of defensive data.

(ii) The period of exclusive data use pro-
vided under clause (i) shall be extended 1
additional year for each 3 minor uses reg-
istered after August 3, 1996, and within 7
years of the commencement of the exclu-
sive use period, up to a total of 3 addi-
tional years for all minor uses registered
by the Administrator if the Administrator,
in consultation with the Secretary of Agri-
culture, determines that, based on infor-
mation provided by an applicant for reg-
istration or a registrant, that—

(I) there are insufficient efficacious al-
ternative registered pesticides available
for the use;

(IT) the alternatives to the minor use
pesticide pose greater risks to the envi-
ronment or human health;

(ITII) the minor use pesticide plays or
will play a significant part in managing
pest resistance; or

(IV) the minor use pesticide plays or
will play a significant part in an inte-
grated pest management program.

The registration of a pesticide for a minor

use on a crop grouping established by the
Administrator shall be considered for pur-
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poses of this clause 1 minor use for each
representative crop for which data are pro-
vided in the crop grouping. Any additional
exclusive use period under this clause shall
be modified as appropriate or terminated if
the registrant voluntarily cancels the
product or deletes from the registration
the minor uses which formed the basis for
the extension of the additional exclusive
use period or if the Administrator deter-
mines that the registrant is not actually
marketing the product for such minor
uses.

(iii) Except as otherwise provided in
clause (i), with respect to data submitted
after December 31, 1969, by an applicant or
registrant to support an application for
registration, experimental use permit, or
amendment adding a new use to an exist-
ing registration, to support or maintain in
effect an existing registration, or for re-
registration, the Administrator may, with-
out the permission of the original data
submitter, consider any such item of data
in support of an application by any other
person (hereinafter in this subparagraph
referred to as the ‘“‘applicant’) within the
fifteen-year period following the date the
data were originally submitted only if the
applicant has made an offer to compensate
the original data submitter and submitted
such offer to the Administrator accom-
panied by evidence of delivery to the origi-
nal data submitter of the offer. The terms
and amount of compensation may be fixed
by agreement between the original data
submitter and the applicant, or, failing
such agreement, binding arbitration under
this subparagraph. If, at the end of ninety
days after the date of delivery to the origi-
nal data submitter of the offer to com-
pensate, the original data submitter and
the applicant have neither agreed on the
amount and terms of compensation nor on
a procedure for reaching an agreement on
the amount and terms of compensation, ei-
ther person may initiate binding arbitra-
tion proceedings by requesting the Federal
Mediation and Conciliation Service to ap-
point an arbitrator from the roster of arbi-
trators maintained by such Service. The
procedure and rules of the Service shall be
applicable to the selection of such arbi-
trator and to such arbitration proceedings,
and the findings and determination of the
arbitrator shall be final and conclusive,
and no official or court of the United
States shall have power or jurisdiction to
review any such findings and determina-
tion, except for fraud, misrepresentation,
or other misconduct by one of the parties
to the arbitration or the arbitrator where
there is a verified complaint with sup-
porting affidavits attesting to specific in-
stances of such fraud, misrepresentation,
or other misconduct. The parties to the ar-
bitration shall share equally in the pay-
ment of the fee and expenses of the arbi-
trator. If the Administrator determines
that an original data submitter has failed
to participate in a procedure for reaching
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an agreement or in an arbitration pro-
ceeding as required by this subparagraph,
or failed to comply with the terms of an
agreement or arbitration decision con-
cerning compensation under this subpara-
graph, the original data submitter shall
forfeit the right to compensation for the
use of the data in support of the applica-
tion. Notwithstanding any other provision
of this subchapter, if the Administrator
determines that an applicant has failed to
participate in a procedure for reaching an
agreement or in an arbitration proceeding
as required by this subparagraph, or failed
to comply with the terms of an agreement
or arbitration decision concerning com-
pensation under this subparagraph, the
Administrator shall deny the application
or cancel the registration of the pesticide
in support of which the data were used
without further hearing. Before the Ad-
ministrator takes action under either of
the preceding two sentences, the Adminis-
trator shall furnish to the affected person,
by certified mail, notice of intent to take
action and allow fifteen days from the date
of delivery of the notice for the affected
person to respond. If a registration is de-
nied or canceled under this subparagraph,
the Administrator may make such order as
the Administrator deems appropriate con-
cerning the continued sale and use of ex-
isting stocks of such pesticide. Registra-
tion action by the Administrator shall not
be delayed pending the fixing of compensa-
tion.

(iv) After expiration of any period of ex-
clusive use and any period for which com-
pensation is required for the use of an item
of data under clauses (i), (ii), and (iii), the
Administrator may consider such item of
data in support of an application by any
other applicant without the permission of
the original data submitter and without an
offer having been received to compensate
the original data submitter for the use of
such item of data.

(v) The period of exclusive use provided
under clause (ii) shall not take effect until
1 year after August 3, 1996, except where an
applicant or registrant is applying for the
registration of a pesticide containing an
active ingredient not previously reg-
istered.

(vi) With respect to data submitted after
August 3, 1996, by an applicant or reg-
istrant to support an amendment adding a
new use to an existing registration that
does not retain any period of exclusive use,
if such data relates solely to a minor use
of a pesticide, such data shall not, without
the written permission of the original data
submitter, be considered by the Adminis-
trator to support an application for a
minor use by another person during the pe-
riod of 10 years following the date of sub-
mission of such data. The applicant or reg-
istrant at the time the new minor use is
requested shall notify the Administrator
that to the best of their knowledge the ex-
clusive use period for the pesticide has ex-
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pired and that the data pertaining solely
to the minor use of a pesticide is eligible
for the provisions of this paragraph. If the
minor use registration which is supported
by data submitted pursuant to this sub-
section is voluntarily canceled or if such
data are subsequently used to support a
nonminor use, the data shall no longer be
subject to the exclusive use provisions of
this clause but shall instead be considered
by the Administrator in accordance with
the provisions of clause (i), as appropriate.

(G) If the applicant is requesting that the
registration or amendment to the registra-
tion of a pesticide be expedited, an expla-
nation of the basis for the request must be
submitted, in accordance with paragraph (10)
of this subsection.

(2) Data in support of registration
(A) In general

The Administrator shall publish guidelines
specifying the kinds of information which
will be required to support the registration
of a pesticide and shall revise such guide-
lines from time to time. If thereafter the Ad-
ministrator requires any additional kind of
information under subparagraph (B) of this
paragraph, the Administrator shall permit
sufficient time for applicants to obtain such
additional information. The Administrator,
in establishing standards for data require-
ments for the registration of pesticides with
respect to minor uses, shall make such
standards commensurate with the antici-
pated extent of use, pattern of use, the pub-
lic health and agricultural need for such
minor use, and the level and degree of poten-
tial beneficial or adverse effects on man and
the environment. The Administrator shall
not require a person to submit, in relation to
a registration or reregistration of a pesticide
for minor agricultural use under this sub-
chapter, any field residue data from a geo-
graphic area where the pesticide will not be
registered for such use. In the development
of these standards, the Administrator shall
consider the economic factors of potential
national volume of use, extent of distribu-
tion, and the impact of the cost of meeting
the requirements on the incentives for any
potential registrant to undertake the devel-
opment of the required data. Except as pro-
vided by section 136h of this title, within 30
days after the Administrator registers a pes-
ticide under this subchapter the Adminis-
trator shall make available to the public the
data called for in the registration statement
together with such other scientific informa-
tion as the Administrator deems relevant to
the Administrator’s decision.

(B) Additional data

(i) If the Administrator determines that
additional data are required to maintain in
effect an existing registration of a pesticide,
the Administrator shall notify all existing
registrants of the pesticide to which the de-
termination relates and provide a list of
such registrants to any interested person.

(ii) Each registrant of such pesticide shall
provide evidence within ninety days after re-
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ceipt of notification that it is taking appro-
priate steps to secure the additional data
that are required. Two or more registrants
may agree to develop jointly, or to share in
the cost of developing, such data if they
agree and advise the Administrator of their
intent within ninety days after notification.
Any registrant who agrees to share in the
cost of producing the data shall be entitled
to examine and rely upon such data in sup-
port of maintenance of such registration.
The Administrator shall issue a notice of in-
tent to suspend the registration of a pes-
ticide in accordance with the procedures pre-
scribed by clause (iv) if a registrant fails to
comply with this clause.

(iii) If, at the end of sixty days after advis-
ing the Administrator of their agreement to
develop jointly, or share in the cost of devel-
oping, data, the registrants have not further
agreed on the terms of the data development
arrangement or on a procedure for reaching
such agreement, any of such registrants may
initiate binding arbitration proceedings by
requesting the Federal Mediation and Con-
ciliation Service to appoint an arbitrator
from the roster of arbitrators maintained by
such Service. The procedure and rules of the
Service shall be applicable to the selection
of such arbitrator and to such arbitration
proceedings, and the findings and determina-
tion of the arbitrator shall be final and con-
clusive, and no official or court of the
United States shall have power or jurisdic-
tion to review any such findings and deter-
mination, except for fraud, misrepresenta-
tion, or other misconduct by one of the par-
ties to the arbitration or the arbitrator
where there is a verified complaint with sup-
porting affidavits attesting to specific in-
stances of such fraud, misrepresentation, or
other misconduct. All parties to the arbitra-
tion shall share equally in the payment of
the fee and expenses of the arbitrator. The
Administrator shall issue a notice of intent
to suspend the registration of a pesticide in
accordance with the procedures prescribed
by clause (iv) if a registrant fails to comply
with this clause.

(iv) Notwithstanding any other provision
of this subchapter, if the Administrator de-
termines that a registrant, within the time
required by the Administrator, has failed to
take appropriate steps to secure the data re-
quired under this subparagraph, to partici-
pate in a procedure for reaching agreement
concerning a joint data development ar-
rangement under this subparagraph or in an
arbitration proceeding as required by this
subparagraph, or to comply with the terms
of an agreement or arbitration decision con-
cerning a joint data development arrange-
ment under this subparagraph, the Adminis-
trator may issue a notice of intent to sus-
pend such registrant’s registration of the
pesticide for which additional data is re-
quired. The Administrator may include in
the notice of intent to suspend such provi-
sions as the Administrator deems appro-
priate concerning the continued sale and use
of existing stocks of such pesticide. Any sus-
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pension proposed under this subparagraph
shall become final and effective at the end of
thirty days from receipt by the registrant of
the notice of intent to suspend, unless dur-
ing that time a request for hearing is made
by a person adversely affected by the notice
or the registrant has satisfied the Adminis-
trator that the registrant has complied fully
with the requirements that served as a basis
for the notice of intent to suspend. If a hear-
ing is requested, a hearing shall be con-
ducted under section 136d(d) of this title.
The only matters for resolution at that
hearing shall be whether the registrant has
failed to take the action that served as the
basis for the notice of intent to suspend the
registration of the pesticide for which addi-
tional data is required, and whether the Ad-
ministrator’s determination with respect to
the disposition of existing stocks is con-
sistent with this subchapter. If a hearing is
held, a decision after completion of such
hearing shall be final. Notwithstanding any
other provision of this subchapter, a hearing
shall be held and a determination made
within seventy-five days after receipt of a
request for such hearing. Any registration
suspended under this subparagraph shall be
reinstated by the Administrator if the Ad-
ministrator determines that the registrant
has complied fully with the requirements
that served as a basis for the suspension of
the registration.

(v) Any data submitted under this subpara-
graph shall be subject to the provisions of
paragraph (1)(D). Whenever such data are
submitted jointly by two or more reg-
istrants, an agent shall be agreed on at the
time of the joint submission to handle any
subsequent data compensation matters for
the joint submitters of such data.

(vi) Upon the request of a registrant the
Administrator shall, in the case of a minor
use, extend the deadline for the production
of residue chemistry data under this sub-
paragraph for data required solely to support
that minor use until the final deadline for
submission of data under section 136a-1 of
this title for the other uses of the pesticide
established as of August 3, 1996, if—

(I) the data to support other uses of the
pesticide on a food are being provided;

(IT) the registrant, in submitting a re-
quest for such an extension, provides a
schedule, including interim dates to meas-
ure progress, to assure that the data pro-
duction will be completed before the expi-
ration of the extension period;

(ITT) the Administrator has determined
that such extension will not significantly
delay the Administrator’s schedule for
issuing a reregistration eligibility deter-
mination required under section 136a-1 of
this title; and

(IV) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk
of any unreasonable adverse effect on the
environment. If the Administrator grants
an extension under this clause, the Admin-
istrator shall monitor the development of
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the data and shall ensure that the reg-
istrant is meeting the schedule for the pro-
duction of the data. If the Administrator
determines that the registrant is not
meeting or has not met the schedule for
the production of such data, the Adminis-
trator may proceed in accordance with
clause (iv) regarding the continued reg-
istration of the affected products with the
minor use and shall inform the public of
such action. Notwithstanding the provi-
sions of this clause, the Administrator
may take action to modify or revoke the
extension under this clause if the Adminis-
trator determines that the extension for
the minor use may cause an unreasonable
adverse effect on the environment. In such
circumstance, the Administrator shall pro-
vide, in writing to the registrant, a notice
revoking the extension of time for submis-
sion of data. Such data shall instead be
due in accordance with the date estab-
lished by the Administrator for the sub-
mission of the data.

(vii) If the registrant does not commit to
support a specific minor use of the pesticide,
but is supporting and providing data in a
timely and adequate fashion to support uses
of the pesticide on a food, or if all uses of the
pesticide are nonfood uses and the registrant
does not commit to support a specific minor
use of the pesticide but is supporting and
providing data in a timely and adequate
fashion to support other nonfood uses of the
pesticide, the Administrator, at the written
request of the registrant, shall not take any
action pursuant to this clause in regard to
such unsupported minor use until the final
deadline established as of August 3, 1996, for
the submission of data under section 136a-1
of this title for the supported uses identified
pursuant to this clause unless the Adminis-
trator determines that the absence of the
data is significant enough to cause human
health or environmental concerns. On the
basis of such determination, the Adminis-
trator may refuse the request for extension
by the registrant. Upon receipt of the re-
quest from the registrant, the Administrator
shall publish in the Federal Register a no-
tice of the receipt of the request and the ef-
fective date upon which the uses not being
supported will be voluntarily deleted from
the registration pursuant to section
136d(f)(1) of this title. If the Administrator
grants an extension under this clause, the
Administrator shall monitor the develop-
ment of the data for the uses being sup-
ported and shall ensure that the registrant
is meeting the schedule for the production of
such data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with clause (iv) of this subpara-
graph regarding the continued registration
of the affected products with the minor and
other uses and shall inform the public of
such action in accordance with section
136d(f)(2) of this title. Notwithstanding the
provisions of this clause, the Administrator
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may deny, modify, or revoke the temporary
extension under this subparagraph if the Ad-
ministrator determines that the continu-
ation of the minor use may cause an unrea-
sonable adverse effect on the environment.
In the event of modification or revocation,
the Administrator shall provide, in writing,
to the registrant a notice revoking the tem-
porary extension and establish a new effec-
tive date by which the minor use shall be de-
leted from the registration.

(viii)(I) If data required to support reg-
istration of a pesticide under subparagraph
(A) is requested by a Federal or State regu-
latory authority, the Administrator shall, to
the extent practicable, coordinate data re-
quirements, test protocols, timetables, and
standards of review and reduce burdens and
redundancy caused to the registrant by mul-
tiple requirements on the registrant.

(IT) The Administrator may enter into a
cooperative agreement with a State to carry
out subclause (I).

(ITI) Not later than 1 year after August 3,
1996, the Administrator shall develop a proc-
ess to identify and assist in alleviating fu-
ture disparities between Federal and State
data requirements.

(C) Simplified procedures

Within nine months after September 30,
1978, the Administrator shall, by regulation,
prescribe simplified procedures for the reg-
istration of pesticides, which shall include
the provisions of subparagraph (D) of this
paragraph.

(D) Exemption

No applicant for registration of a pesticide
who proposes to purchase a registered pes-
ticide from another producer in order to for-
mulate such purchased pesticide into the
pesticide that is the subject of the applica-
tion shall be required to—

(i) submit or cite data pertaining to such
purchased product; or

(ii) offer to pay reasonable compensation
otherwise required by paragraph (1)(D) of
this subsection for the use of any such
data.

(E) Minor use waiver

In handling the registration of a pesticide
for a minor use, the Administrator may
waive otherwise applicable data require-
ments if the Administrator determines that
the absence of such data will not prevent the
Administrator from determining—

(i) the incremental risk presented by the
minor use of the pesticide; and

(ii) that such risk, if any, would not be
an unreasonable adverse effect on the envi-
ronment.

(3) Application
(A) In general

The Administrator shall review the data
after receipt of the application and shall, as
expeditiously as possible, either register the
pesticide in accordance with paragraph (5),
or notify the applicant of the Administra-
tor’s determination that it does not comply
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with the provisions of the subchapter in ac-
cordance with paragraph (6).

(B) Identical or substantially similar

(i) The Administrator shall, as expedi-
tiously as possible, review and act on any
application received by the Administrator
that—

(I) proposes the initial or amended reg-
istration of an end-use pesticide that, if
registered as proposed, would be identical
or substantially similar in composition
and labeling to a currently-registered pes-
ticide identified in the application, or that
would differ in composition and labeling
from such currently-registered pesticide
only in ways that would not significantly
increase the risk of unreasonable adverse
effects on the environment; or

(IT) proposes an amendment to the reg-
istration of a registered pesticide that
does not require scientific review of data.

(ii) In expediting the review of an applica-
tion for an action described in clause (i), the
Administrator shall—

(I) review the application in accordance
with section 136w-8(f)(4)(B) of this title
and, if the application is found to be in-
complete, reject the application;

(IT) not later than the applicable deci-
sion review time established pursuant to
section 136w—8(f)(4)(B) of this title, or, if no
review time is established, not later than
90 days after receiving a complete applica-
tion, notify the registrant if the applica-
tion has been granted or denied; and

(ITT) if the application is denied, notify
the registrant in writing of the specific
reasons for the denial of the application.

(C) Minor use registration

(i) The Administrator shall, as expedi-
tiously as possible, review and act on any
complete application—

(I) that proposes the initial registration
of a new pesticide active ingredient if the
active ingredient is proposed to be reg-
istered solely for minor uses, or proposes a
registration amendment solely for minor
uses to an existing registration; or

(IT) for a registration or a registration
amendment that proposes significant
minor uses.

(ii) For the purposes of clause (i)—

(I) the term ‘‘as expeditiously as pos-
sible’” means that the Administrator shall,
to the greatest extent practicable, com-
plete a review and evaluation of all data,
submitted with a complete application,
within 12 months after the submission of
the complete application, and the failure
of the Administrator to complete such a
review and evaluation under clause (i)
shall not be subject to judicial review; and

(IT) the term ‘‘significant minor uses”
means 3 or more minor uses proposed for
every nonminor use, a minor use that
would, in the judgment of the Adminis-
trator, serve as a replacement for any use
which has been canceled in the 5 years pre-
ceding the receipt of the application, or a



§136a

minor use that in the opinion of the Ad-
ministrator would avoid the reissuance of
an emergency exemption under section
136p of this title for that minor use.
(D) Adequate time for submission of minor
use data

If a registrant makes a request for a minor
use waiver, regarding data required by the
Administrator, pursuant to paragraph (2)(E),
and if the Administrator denies in whole or
in part such data waiver request, the reg-
istrant shall have a full-time period for pro-
viding such data. For purposes of this sub-
paragraph, the term ‘‘full-time period”
means the time period originally established
by the Administrator for submission of such
data, beginning with the date of receipt by
the registrant of the Administrator’s notice
of denial.

(4) Notice of application

The Administrator shall publish in the Fed-
eral Register, promptly after receipt of the
statement and other data required pursuant to
paragraphs (1) and (2), a notice of each applica-
tion for registration of any pesticide if it con-
tains any new active ingredient or if it would
entail a changed use pattern. The notice shall
provide for a period of 30 days in which any
Federal agency or any other interested person
may comment.

(5) Approval of registration

The Administrator shall register a pesticide
if the Administrator determines that, when
considered with any restrictions imposed
under subsection (d)—

(A) its composition is such as to warrant
the proposed claims for it;

(B) its labeling and other material re-
quired to be submitted comply with the re-
quirements of this subchapter;

(C) it will perform its intended function
without unreasonable adverse effects on the
environment; and

(D) when used in accordance with wide-
spread and commonly recognized practice it
will not generally cause unreasonable ad-
verse effects on the environment.

The Administrator shall not make any lack of
essentiality a criterion for denying registra-
tion of any pesticide. Where two pesticides
meet the requirements of this paragraph, one
should not be registered in preference to the
other. In considering an application for the
registration of a pesticide, the Administrator
may waive data requirements pertaining to ef-
ficacy, in which event the Administrator may
register the pesticide without determining
that the pesticide’s composition is such as to
warrant proposed claims of efficacy. If a pes-
ticide is found to be efficacious by any State
under section 136v(c) of this title, a presump-
tion is established that the Administrator
shall waive data requirements pertaining to
efficacy for use of the pesticide in such State.

(6) Denial of registration
If the Administrator determines that the re-

quirements of paragraph (b) for registration
are not satisfied, the Administrator shall no-
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tify the applicant for registration of the Ad-
ministrator’s determination and of the Admin-
istrator’s reasons (including the factual basis)
therefor, and that, unless the applicant cor-
rects the conditions and notifies the Adminis-
trator thereof during the 30-day period begin-
ning with the day after the date on which the
applicant receives the notice, the Adminis-
trator may refuse to register the pesticide.
Whenever the Administrator refuses to reg-
ister a pesticide, the Administrator shall no-
tify the applicant of the Administrator’s deci-
sion and of the Administrator’s reasons (in-
cluding the factual basis) therefor. The Ad-
ministrator shall promptly publish in the Fed-
eral Register notice of such denial of registra-
tion and the reasons therefor. Upon such noti-
fication, the applicant for registration or
other interested person with the concurrence
of the applicant shall have the same remedies
as provided for in section 136d of this title.

(7) Registration under special circumstances

Notwithstanding the provisions of paragraph
(5)—

(A) The Administrator may conditionally
register or amend the registration of a pes-
ticide if the Administrator determines that
(i) the pesticide and proposed use are iden-
tical or substantially similar to any cur-
rently registered pesticide and use thereof,
or differ only in ways that would not signifi-
cantly increase the risk of unreasonable ad-
verse effects on the environment, and (ii) ap-
proving the registration or amendment in
the manner proposed by the applicant would
not significantly increase the risk of any un-
reasonable adverse effect on the environ-
ment. An applicant seeking conditional reg-
istration or amended registration under this
subparagraph shall submit such data as
would be required to obtain registration of a
similar pesticide under paragraph (5). If the
applicant is unable to submit an item of
data because it has not yet been generated,
the Administrator may register or amend
the registration of the pesticide under such
conditions as will require the submission of
such data not later than the time such data
are required to be submitted with respect to
similar pesticides already registered under
this subchapter.

(B) The Administrator may conditionally
amend the registration of a pesticide to per-
mit additional uses of such pesticide not-
withstanding that data concerning the pes-
ticide may be insufficient to support an un-
conditional amendment, if the Adminis-
trator determines that (i) the applicant has
submitted satisfactory data pertaining to
the proposed additional use, and (ii) amend-
ing the registration in the manner proposed
by the applicant would not significantly in-
crease the risk of any unreasonable adverse
effect on the environment. Notwithstanding
the foregoing provisions of this subpara-
graph, no registration of a pesticide may be
amended to permit an additional use of such
pesticide if the Administrator has issued a
notice stating that such pesticide, or any in-
gredient thereof, meets or exceeds risk cri-
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teria associated in whole or in part with
human dietary exposure enumerated in regu-
lations issued under this subchapter, and
during the pendency of any risk-benefit eval-
uation initiated by such notice, if (I) the ad-
ditional use of such pesticide involves a
major food or feed crop, or (II) the additional
use of such pesticide involves a minor food
or feed crop and the Administrator deter-
mines, with the concurrence of the Sec-
retary of Agriculture, there is available an
effective alternative pesticide that does not
meet or exceed such risk criteria. An appli-
cant seeking amended registration under
this subparagraph shall submit such data as
would be required to obtain registration of a
similar pesticide under paragraph (5). If the
applicant is unable to submit an item of
data (other than data pertaining to the pro-
posed additional use) because it has not yet
been generated, the Administrator may
amend the registration under such condi-
tions as will require the submission of such
data not later than the time such data are
required to be submitted with respect to
similar pesticides already registered under
this subchapter.

(C) The Administrator may conditionally
register a pesticide containing an active in-
gredient not contained in any currently reg-
istered pesticide for a period reasonably suf-
ficient for the generation and submission of
required data (which are lacking because a
period reasonably sufficient for generation
of the data has not elapsed since the Admin-
istrator first imposed the data requirement)
on the condition that by the end of such pe-
riod the Administrator receives such data
and the data do not meet or exceed risk cri-
teria enumerated in regulations issued under
this subchapter, and on such other condi-
tions as the Administrator may prescribe. A
conditional registration under this subpara-
graph shall be granted only if the Adminis-
trator determines that use of the pesticide
during such period will not cause any unrea-
sonable adverse effect on the environment,
and that use of the pesticide is in the public
interest.

(8) Interim administrative review

Notwithstanding any other provision of this
subchapter, the Administrator may not ini-
tiate a public interim administrative review
process to develop a risk-benefit evaluation of
the ingredients of a pesticide or any of its uses
prior to initiating a formal action to cancel,
suspend, or deny registration of such pes-
ticide, required under this subchapter, unless
such interim administrative process is based
on a validated test or other significant evi-
dence raising prudent concerns of unreason-
able adverse risk to man or to the environ-
ment. Notice of the definition of the terms
“validated test” and ‘‘other significant evi-
dence’” as used herein shall be published by
the Administrator in the Federal Register.

(9) Labeling
(A) Additional statements
Subject to subparagraphs (B) and (C), it
shall not be a violation of this subchapter
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for a registrant to modify the labeling of an
antimicrobial pesticide product to include
relevant information on product efficacy,
product composition, container composition
or design, or other characteristics that do
not relate to any pesticidal claim or pes-
ticidal activity.

(B) Requirements

Proposed labeling information under sub-
paragraph (A) shall not be false or mis-
leading, shall not conflict with or detract
from any statement required by law or the
Administrator as a condition of registration,
and shall be substantiated on the request of
the Administrator.

(C) Notification and disapproval
(i) Notification
A registration may be modified under
subparagraph (A) if—

(I) the registrant notifies the Adminis-
trator in writing not later than 60 days
prior to distribution or sale of a product
bearing the modified labeling; and

(IT) the Administrator does not dis-
approve of the modification under clause
(ii).

(ii) Disapproval

Not later than 30 days after receipt of a
notification under clause (i), the Adminis-
trator may disapprove the modification by
sending the registrant notification in writ-
ing stating that the proposed language is
not acceptable and stating the reasons
why the Administrator finds the proposed
modification unacceptable.

(iii) Restriction on sale

A registrant may not sell or distribute a
product bearing a disapproved modifica-
tion.

(iv) Objection

A registrant may file an objection in
writing to a disapproval under clause (ii)
not later than 30 days after receipt of noti-
fication of the disapproval.

(v) Final action

A decision by the Administrator fol-
lowing receipt and consideration of an ob-
jection filed under clause (iv) shall be con-
sidered a final agency action.

(D) Use dilution

The label or labeling required under this
subchapter for an antimicrobial pesticide
that is or may be diluted for use may have
a different statement of caution or protec-
tive measures for use of the recommended
diluted solution of the pesticide than for use
of a concentrate of the pesticide if the Ad-
ministrator determines that—

(i) adequate data have been submitted to
support the statement proposed for the di-
luted solution uses; and

(ii) the label or labeling provides ade-
quate protection for exposure to the di-
luted solution of the pesticide.

(10) Expedited registration of pesticides

(A) Not later than 1 year after August 3,
1996, the Administrator shall, utilizing public
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comment, develop procedures and guidelines,
and expedite the review of an application for
registration of a pesticide or an amendment to
a registration that satisfies such guidelines.

(B) Any application for registration or an
amendment, including biological and conven-
tional pesticides, will be considered for expe-
dited review under this paragraph. An applica-
tion for registration or an amendment shall
qualify for expedited review if use of the pes-
ticide proposed by the application may reason-
ably be expected to accomplish 1 or more of
the following:

(i) Reduce the risks of pesticides to human
health.

(ii) Reduce the risks of pesticides to non-
target organisms.

(iii) Reduce the potential for contamina-
tion of groundwater, surface water, or other
valued environmental resources.

(iv) Broaden the adoption of integrated
pest management strategies, or make such
strategies more available or more effective.

(C) The Administrator, not later than 30
days after receipt of an application for expe-
dited review, shall notify the applicant wheth-
er the application is complete. If it is found to
be incomplete, the Administrator may either
reject the request for expedited review or ask
the applicant for additional information to
satisfy the guidelines developed under sub-
paragraph (A).

(11) Interagency working group

(A) Definition of covered agency

In this paragraph, the term ‘‘covered agen-
cy’’ means any of the following:
(i) The Department of Agriculture.
(ii) The Department of Commerce.
(iii) The Department of the Interior.
(iv) The Council on Environmental Qual-
ity.
(v) The Environmental Protection Agen-
cy.
(B) Establishment

The Administrator shall establish an
interagency working group, to be comprised
of representatives from each covered agency,
to provide recommendations regarding, and
to implement a strategy for improving, the
consultation process required under section
7 of the Endangered Species Act of 1973 (16
U.S.C. 1536) for pesticide registration and
registration review.

(C) Duties

The interagency working group estab-
lished under subparagraph (B) shall—

(i) analyze relevant Federal law (includ-
ing regulations) and case law for purposes
of providing an outline of the legal and
regulatory framework for the consultation
process referred to in that subparagraph,
including—

(I) requirements under this subchapter
and the Endangered Species Act of 1973
(16 U.S.C. 1531 et seq.);

(IT) Federal case law regarding the
intersection of this subchapter and the
Endangered Species Act of 1973 (16 U.S.C.
1531 et seq.); and
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(ITI) Federal regulations relating to
the pesticide consultation process;

(ii) provide advice regarding methods
of—

(I) defining the scope of actions of the
covered agencies that are subject to the
consultation requirement referred to in
subparagraph (B); and

(ID) properly identifying and
classifying effects of actions of the cov-
ered agencies with respect to that con-
sultation requirement;

(iii) identify the obligations and limita-
tions under Federal law of each covered
agency for purposes of providing a legal
and regulatory framework for developing
the recommendations referred to in sub-
paragraph (B);

(iv) review practices for the consultation
referred to in subparagraph (B) to identify
problem areas, areas for improvement, and
best practices for conducting that con-
sultation among the covered agencies;

(v) develop scientific and policy ap-
proaches to increase the accuracy and
timeliness of the process for that consulta-
tion, in accordance with requirements of
this subchapter and the Endangered Spe-
cies Act of 1973 (16 U.S.C. 1531 et seq.), in-
cluding—

(I) processes to efficiently share data
and coordinate analyses among the De-
partment of Agriculture, the Depart-
ment of Commerce, the Department of
the Interior, and the Environmental Pro-
tection Agency;

(IT) a streamlined process for identi-
fying which actions require no consulta-
tion, informal consultation, or formal
consultation;

(III) an approach that will provide
clarity with respect to what constitutes
the best scientific and commercial data
available in the fields of pesticide use
and ecological risk assessment, pursuant
to section 7(a)(2) of the Endangered Spe-
cies Act of 1973 (16 U.S.C. 15636(a)(2)); and

(IV) approaches that enable the Envi-
ronmental Protection Agency to better
assist the Department of the Interior
and the Department of Commerce in car-
rying out obligations under that section
in a timely and efficient manner; and

(vi) propose and implement a strategy to
implement approaches to consultations
under the Endangered Species Act of 1973
(16 U.S.C. 1531 et seq.) and document that
strategy in a memorandum of under-
standing, revised regulations, or another
appropriate format to promote durable co-
operation among the covered agencies.

(D) Reports
(i) Progress reports
(I) In general

Not later than 18 months after Decem-
ber 20, 2018, the Administrator, in coordi-
nation with the head of each other cov-
ered agency, shall submit to the Com-
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mittee on Agriculture of the House of
Representatives and the Committee on
Agriculture, Nutrition, and Forestry of
the Senate a report describing the
progress of the working group in devel-
oping the recommendations under sub-
paragraph (B).

(IT) Requirements

The report under this clause shall—
(aa) reflect the perspectives of each
covered agency; and
(bb) identify areas of new consensus
and continuing topics of disagreement
and debate.

(ii) Results
(I) In general

Not later than 1 year after December
20, 2018, the Administrator, in coordina-
tion with the head of each other covered
agency, shall submit to the Committee
on Agriculture of the House of Rep-
resentatives and the Committee on Agri-
culture, Nutrition, and Forestry of the
Senate a report describing—

(aa) the recommendations developed
under subparagraph (B); and

(bb) plans for implementation of
those recommendations.

(IT) Requirements

The report under this clause shall—
(aa) reflect the perspectives of each
covered agency; and
(bb) identify areas of consensus and
continuing topics of disagreement and
debate, if any.

(iii) Implementation

Not later than 1 year after the date of
submission of the report under clause (i),
the Administrator, in coordination with
the head of each other covered agency,
shall submit to the Committee on Agri-
culture of the House of Representatives
and the Committee on Agriculture, Nutri-
tion, and Forestry of the Senate a report
describing—

(I) the implementation of the rec-
ommendations referred to in that clause;
(IT) the extent to which that imple-
mentation improved the consultation
process referred to in subparagraph (B);
and
(IITI) any additional recommendations
for improvements to the process de-

scribed in subparagraph (B).

(iv) Other reports

Not later than the date that is 180 days
after the date of submission of the report
under clause (iii), and not less frequently
than once every 180 days thereafter during
the b-year period beginning on that date,
the Administrator, in coordination with
the head of each other covered agency,
shall submit to the Committee on Agri-
culture of the House of Representatives
and the Committee on Agriculture, Nutri-
tion, and Forestry of the Senate a report
describing—

TITLE T—AGRICULTURE

§136a

(I) the implementation of the rec-
ommendations referred to in that clause;

(IT) the extent to which that imple-
mentation improved the consultation
process referred to in subparagraph (B);
and

(ITI) any additional recommendations
for improvements to the process de-
scribed in subparagraph (B).

(E) Consultation with private sector

In carrying out the duties under this para-
graph, the working group shall, as appro-
priate—

(i) consult with, representatives of inter-
ested industry stakeholders and non-
governmental organizations; and

(ii) take into consideration factors, such
as actual and potential differences in in-
terest between, and the views of, those
stakeholders and organizations.

(F) Federal Advisory Committee Act

The Federal Advisory Committee Act (5
U.S.C. App.) shall not apply to the working
group established under this paragraph.

(G) Savings clause

Nothing in this paragraph supersedes any
provision of—
(i) this subchapter; or
(ii) the Endangered Species Act of 1973
(16 U.S.C. 1531 et seq.), including the re-
quirements under section 7 of that Act (16
U.S.C. 1536).

(d) Classification of pesticides

(1) Classification for general use, restricted
use, or both

(A) As a part of the registration of a pes-
ticide the Administrator shall classify it as
being for general use or for restricted use. If
the Administrator determines that some of
the uses for which the pesticide is registered
should be for general use and that other uses
for which it is registered should be for re-
stricted use, the Administrator shall classify
it for both general use and restricted use. Pes-
ticide uses may be classified by regulation on
the initial classification, and registered pes-
ticides may be classified prior to reregistra-
tion. If some of the uses of the pesticide are
classified for general use, and other uses are
classified for restricted use, the directions re-
lating to its general uses shall be clearly sepa-
rated and distinguished from those directions
relating to its restricted uses. The Adminis-
trator may require that its packaging and la-
beling for restricted uses shall be clearly dis-
tinguishable from its packaging and labeling
for general uses.

(B) If the Administrator determines that the
pesticide, when applied in accordance with its
directions for use, warnings and cautions and
for the uses for which it is registered, or for
one or more of such uses, or in accordance
with a widespread and commonly recognized
practice, will not generally cause unreason-
able adverse effects on the environment, the
Administrator will classify the pesticide, or
the particular use or uses of the pesticide to
which the determination applies, for general
use.
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(C) If the Administrator determines that the
pesticide, when applied in accordance with its
directions for use, warnings and cautions and
for the uses for which it is registered, or for
one or more of such uses, or in accordance
with a widespread and commonly recognized
practice, may generally cause, without addi-
tional regulatory restrictions, unreasonable
adverse effects on the environment, including
injury to the applicator, the Administrator
shall classify the pesticide, or the particular
use or uses to which the determination ap-
plies, for restricted use:

(i) If the Administrator classifies a pes-
ticide, or one or more uses of such pesticide,
for restricted use because of a determination
that the acute dermal or inhalation toxicity
of the pesticide presents a hazard to the ap-
plicator or other persons, the pesticide shall
be applied for any use to which the re-
stricted classification applies only by or
under the direct supervision of a certified
applicator.

(ii) If the Administrator classifies a pes-
ticide, or one or more uses of such pesticide,
for restricted use because of a determination
that its use without additional regulatory
restriction may cause unreasonable adverse
effects on the environment, the pesticide
shall be applied for any use to which the de-
termination applies only by or under the di-
rect supervision of a certified applicator, or
subject to such other restrictions as the Ad-
ministrator may provide by regulation. Any
such regulation shall be reviewable in the
appropriate court of appeals upon petition of
a person adversely affected filed within 60
days of the publication of the regulation in
final form.

(2) Change in classification

If the Administrator determines that a
change in the classification of any use of a
pesticide from general use to restricted use is
necessary to prevent unreasonable adverse ef-
fects on the environment, the Administrator
shall notify the registrant of such pesticide of
such determination at least forty-five days be-
fore making the change and shall publish the
proposed change in the Federal Register. The
registrant, or other interested person with the
concurrence of the registrant, may seek relief
from such determination under section 136d(b)
of this title.

(3) Change in classification from restricted use
to general use

The registrant of any pesticide with one or
more uses classified for restricted use may pe-
tition the Administrator to change any such
classification from restricted to general use.
Such petition shall set out the basis for the
registrant’s position that restricted use classi-
fication is unnecessary because classification
of the pesticide for general use would not
cause unreasonable adverse effects on the en-
vironment. The Administrator, within sixty
days after receiving such petition, shall notify
the registrant whether the petition has been
granted or denied. Any denial shall contain an
explanation therefor and any such denial shall
be subject to judicial review under section
136n of this title.
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(e) Products with same formulation and claims

Products which have the same formulation,
are manufactured by the same person, the label-
ing of which contains the same claims, and the
labels of which bear a designation identifying
the product as the same pesticide may be reg-
istered as a single pesticide; and additional
names and labels shall be added to the registra-
tion by supplemental statements.

(f) Miscellaneous
(1) Effect of change of labeling or formulation

If the labeling or formulation for a pesticide
is changed, the registration shall be amended
to reflect such change if the Administrator de-
termines that the change will not violate any
provision of this subchapter.

(2) Registration not a defense

In no event shall registration of an article
be construed as a defense for the commission
of any offense under this subchapter. As long
as no cancellation proceedings are in effect
registration of a pesticide shall be prima facie
evidence that the pesticide, its labeling and
packaging comply with the registration provi-
sions of the subchapter.

(3) Authority to consult other Federal agencies

In connection with consideration of any reg-
istration or application for registration under
this section, the Administrator may consult
with any other Federal agency.

(4) Mixtures of nitrogen stabilizers and fer-
tilizer products

Any mixture or other combination of—

(A) 1 or more nitrogen stabilizers reg-
istered under this subchapter; and

(B) 1 or more fertilizer products,

shall not be subject to the provisions of this
section or sections 136a-1, 136¢c, 136e, 136m, and
1360(a)(2) of this title if the mixture or other
combination is accompanied by the labeling
required under this subchapter for the nitro-
gen stabilizer contained in the mixture or
other combination, the mixture or combina-
tion is mixed or combined in accordance with
such labeling, and the mixture or combination
does not contain any active ingredient other
than the nitrogen stabilizer.

(g) Registration review
(1) General rule

(A) Periodic review
(i) In general

The registrations of pesticides are to be
periodically reviewed.
(ii) Regulations

In accordance with this subparagraph,
the Administrator shall by regulation es-
tablish a procedure for accomplishing the
periodic review of registrations.
(iii) Initial registration review

The Administrator shall complete the
registration review of each pesticide or
pesticide case, which may be composed of
1 or more active ingredients and the prod-
ucts associated with the active ingredi-
ents, not later than the later of—
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(I) October 1, 2022; or

(IT) the date that is 15 years after the
date on which the first pesticide con-
taining a new active ingredient is reg-
istered.

(iv) Subsequent registration review

Not later than 15 years after the date on
which the initial registration review is
completed under clause (iii) and each 15
years thereafter, the Administrator shall
complete a subsequent registration review
for each pesticide or pesticide case.

(v) Cancellation

No registration shall be canceled as a re-
sult of the registration review process un-
less the Administrator follows the proce-
dures and substantive requirements of sec-
tion 136d of this title.

(B) Docketing
(i) In general

Subject to clause (ii), after meeting with
1 or more individuals that are not govern-
ment employees to discuss matters relat-
ing to a registration review, the Adminis-
trator shall place in the docket minutes of
the meeting, a list of attendees, and any
documents exchanged at the meeting, not
later than the earlier of—
(I) the date that is 45 days after the
meeting; or
(IT) the date of issuance of the registra-
tion review decision.

(ii) Protected information

The Administrator shall identify, but
not include in the docket, any confidential
business information the disclosure of
which is prohibited by section 136h of this
title.

(C) Limitation

Nothing in this subsection shall prohibit
the Administrator from undertaking any
other review of a pesticide pursuant to this
subchapter.

(2) Data
(A) Submission required

The Administrator shall use the authority
in subsection (¢)(2)(B) to require the submis-
sion of data when such data are necessary
for a registration review.

(B) Data submission, compensation, and ex-
emption
For purposes of this subsection, the provi-
sions of subsections (c)(1), (¢)(2)(B), and
(¢)(2)(D) shall be utilized for and be applica-
ble to any data required for registration re-
view.

(h) Registration requirements for antimicrobial
pesticides

(1) Evaluation of process

To the maximum extent practicable con-
sistent with the degrees of risk presented by
an antimicrobial pesticide and the type of re-
view appropriate to evaluate the risks, the Ad-
ministrator shall identify and evaluate re-
forms to the antimicrobial registration proc-

TITLE T—AGRICULTURE

§136a

ess that would reduce review periods existing
as of August 3, 1996, for antimicrobial pes-
ticide product registration applications and
applications for amended registration of anti-
microbial pesticide products, including—
(A) new antimicrobial active ingredients;
(B) new antimicrobial end-use products;
(C) substantially similar or identical anti-
microbial pesticides; and
(D) amendments to antimicrobial pesticide
registrations.
(2) Review time period reduction goal

Each reform identified under paragraph (1)
shall be designed to achieve the goal of reduc-
ing the review period following submission of
a complete application, consistent with the
degree of risk, to a period of not more than—

(A) 540 days for a new antimicrobial active
ingredient pesticide registration;

(B) 270 days for a new antimicrobial use of
a registered active ingredient;

(C) 120 days for any other new anti-
microbial product;

(D) 90 days for a substantially similar or
identical antimicrobial product;

(E) 90 days for an amendment to an anti-
microbial registration that does not require
scientific review of data; and

(F) 120 days for an amendment to an anti-
microbial registration that requires sci-
entific review of data and that is not other-
wise described in this paragraph.

(3) Implementation

(A) Proposed rulemaking

(i) Issuance

Not later than 270 days after August 3,
1996, the Administrator shall publish in
the Federal Register proposed regulations
to accelerate and improve the review of
antimicrobial pesticide products designed
to implement, to the extent practicable,
the goals set forth in paragraph (2).

(ii) Requirements

Proposed regulations issued under clause
(i) shall—

(I) define the various classes of anti-
microbial use patterns, including house-
hold, industrial, and institutional dis-
infectants and sanitizing pesticides, pre-
servatives, water treatment, and pulp
and paper mill additives, and other such
products intended to disinfect, sanitize,
reduce, or mitigate growth or develop-
ment of microbiological organisms, or
protect inanimate objects, industrial
processes or systems, surfaces, water, or
other chemical substances from con-
tamination, fouling, or deterioration
caused by bacteria, viruses, fungi, pro-
tozoa, algae, or slime;

(IT) differentiate the types of review
undertaken for antimicrobial pesticides;

(III) conform the degree and type of re-
view to the risks and benefits presented
by antimicrobial pesticides and the func-
tion of review under this subchapter,
considering the use patterns of the prod-
uct, toxicity, expected exposure, and
product type;
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(IV) ensure that the registration proc-
ess 1is sufficient to maintain anti-
microbial pesticide efficacy and that
antimicrobial pesticide products con-
tinue to meet product performance
standards and effectiveness levels for
each type of label claim made; and

(V) implement effective and reliable
deadlines for process management.

(iii) Comments

In developing the proposed regulations,
the Administrator shall solicit the views
from registrants and other affected parties
to maximize the effectiveness of the rule
development process.

(B) Final regulations
(i) Issuance

The Administrator shall issue final regu-
lations not later than 240 days after the
close of the comment period for the pro-
posed regulations.

(ii) Failure to meet goal

If a goal described in paragraph (2) is not
met by the final regulations, the Adminis-
trator shall identify the goal, explain why
the goal was not attained, describe the ele-
ment of the regulations included instead,
and identify future steps to attain the
goal.

(iii) Requirements

In issuing final regulations, the Admin-
istrator shall—

(I) consider the establishment of a cer-
tification process for regulatory actions
involving risks that can be responsibly
managed, consistent with the degree of
risk, in the most cost-efficient manner;

(IT) consider the establishment of a
certification process by approved labora-
tories as an adjunct to the review proc-
ess;

(IIT) use all appropriate and cost-effec-
tive review mechanisms, including—

(aa) expanded use of notification and
non-notification procedures;

(bb) revised procedures for applica-
tion review; and

(cc) allocation of appropriate re-
sources to ensure streamlined manage-
ment of antimicrobial pesticide reg-
istrations; and

(IV) clarify criteria for determination
of the completeness of an application.

(C) Expedited review

This subsection does not affect the re-
quirements or extend the deadlines or review
periods contained in subsection (c)(3).

(D) Alternative review periods

If the final regulations to carry out this
paragraph are not effective 630 days after
August 3, 1996, until the final regulations be-
come effective, the review period, beginning
on the date of receipt by the Agency of a
complete application, shall be—

(i) 2 years for a new antimicrobial active
ingredient pesticide registration;
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(ii) 1 year for a new antimicrobial use of
a registered active ingredient;

(iii) 180 days for any other new anti-
microbial product;

(iv) 90 days for a substantially similar or
identical antimicrobial product;

(v) 90 days for an amendment to an anti-
microbial registration that does not re-
quire scientific review of data; and

(vi) 120 days for an amendment to an
antimicrobial registration that requires
scientific review of data and that is not
otherwise described in this subparagraph.

(E) Wood preservatives

An application for the registration, or for
an amendment to the registration, of a wood
preservative product for which a claim of
pesticidal activity listed in section 136(mm)
of this title is made (regardless of any other
pesticidal claim that is made with respect to
the product) shall be reviewed by the Admin-
istrator within the same period as that es-
tablished under this paragraph for an anti-
microbial pesticide product application, con-
sistent with the degree of risk posed by the
use of the wood preservative product, if the
application requires the applicant to satisfy
the same data requirements as are required
to support an application for a wood preserv-
ative product that is an antimicrobial pes-
ticide.

(F) Notification

(i) In general

Subject to clause (iii), the Administrator
shall notify an applicant whether an appli-
cation has been granted or denied not later
than the final day of the appropriate re-
view period under this paragraph, unless
the applicant and the Administrator agree
to a later date.

(ii) Final decision

If the Administrator fails to notify an
applicant within the period of time re-
quired under clause (i), the failure shall be
considered an agency action unlawfully
withheld or unreasonably delayed for pur-
poses of judicial review under chapter 7 of
title 5.

(iii) Exemption

This subparagraph does not apply to an
application for an antimicrobial pesticide
that is filed under subsection (¢)(3)(B)
prior to 90 days after August 3, 1996.

(iv) Limitation

Notwithstanding clause (ii), the failure
of the Administrator to notify an appli-
cant for an amendment to a registration
for an antimicrobial pesticide shall not be
judicially reviewable in a Federal or State
court if the amendment requires scientific
review of data within—

(I) the time period specified in sub-
paragraph (D)(vi), in the absence of a
final regulation under subparagraph (B);
or

(IT) the time period specified in para-
graph (2)(F), if adopted in a final regula-
tion under subparagraph (B).
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(4) Annual report
(A) Submission

Beginning on August 3, 1996, and ending on
the date that the goals under paragraph (2)
are achieved, the Administrator shall, not
later than March 1 of each year, prepare and
submit an annual report to the Committee
on Agriculture of the House of Representa-
tives and the Committee on Agriculture, Nu-
trition, and Forestry of the Senate.

(B) Requirements

A report submitted under subparagraph
(A) shall include a description of—

(i) measures taken to reduce the backlog
of pending registration applications;

(ii) progress toward achieving reforms
under this subsection; and

(iii) recommendations to improve the ac-
tivities of the Agency pertaining to anti-
microbial registrations.

(June 25, 1947, ch. 125, §3, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 979; amended Pub. L.
94-140, §12, Nov. 28, 1975, 89 Stat. 755; Pub. L.
95-396, §§2(a), 3-8, Sept. 30, 1978, 92 Stat. 820,
824-827; Pub. L. 100-532, title I, §§102(b), 103, title
VI, §601(b)(1), title VIII, §801(b), Oct. 25, 1988, 102
Stat. 2667, 2677, 2680; Pub. L. 101-624, title XIV,
§1492, Nov. 28, 1990, 104 Stat. 3628; Pub. L. 102-237,
title X, §1006(a)(3), (b)(1), (2), (c), Dec. 13, 1991,
105 Stat. 1894-1896; Pub. L. 104-170, title I,
§§105(b), 106(b), title II, §§210(b), (c)(1), (d), (e),
()(2), 222-224, 231, 250, Aug. 3, 1996, 110 Stat. 1491,
1494-1497, 1499, 1503, 1504, 1508, 1510; Pub. L.
108-199, div. G, title V, §501(b), Jan. 23, 2004, 118
Stat. 419; Pub. L. 110-94, §§2, 3, Oct. 9, 2007, 121
Stat. 1000; Pub. L. 115-334, title X, §10115, Dec.
20, 2018, 132 Stat. 4914.)

Editorial Notes
REFERENCES IN TEXT

The Endangered Species Act of 1973, referred to in
subsec. (c)A(C)E)D), AD), (v), (vi), (G){di), is Pub. L.
93-205, Dec. 28, 1973, 87 Stat. 884, which is classified gen-
erally to chapter 35 (§1531 et seq.) of Title 16, Conserva-
tion. For complete classification of this Act to the
Code, see Short Title note set out under section 1531 of
Title 16 and Tables.

The Federal Advisory Committee Act, referred to in
subsec. (¢)(11)(F), is Pub. L. 92-463, Oct. 6, 1972, 86 Stat.
770, which is set out in the Appendix to Title 5, Govern-
ment Organization and Employees.

PRIOR PROVISIONS

A prior section 3 of act June 25, 1947, was classified to
section 13ba of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

2018—Subsec. (¢)(11). Pub. L. 115-334 added par. (11).

2007—Subsec. (¢)(3)(B)(ii)(I). Pub. L. 110-94, §2(1), sub-
stituted ‘‘review the application in accordance with
section 136w-8(f)(4)(B) of this title and,” for ‘“‘within 45
days after receiving the application, notify the reg-
istrant whether or not the application is complete
and,”.

Subsec. (¢)(3)(B)(i1)II). Pub. L. 110-94, §2(2), sub-
stituted ‘“‘not later than the applicable decision review
time established pursuant to section 136w-8(f)(4)(B) of
this title, or, if no review time is established, not later
than’ for “within”’.

Subsec. (g)(1)(A). Pub. L. 110-94, §3(1), designated first
sentence as cl. (i) and inserted heading, designated sec-
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ond sentence as cl. (ii), inserted heading, and sub-
stituted ‘“‘In accordance with this subparagraph, the
Administrator” for ‘“The Administrator’, added cls.
(iii) and (iv), designated fourth sentence as cl. (v) and
inserted heading, and struck out third sentence which
read as follows: ““The goal of these regulations shall be
a review of a pesticide’s registration every 15 years.”

Subsec. (2)(1)(B), (C). Pub. L. 110-94, §3(2), (3), added
subpar. (B) and redesignated former subpar. (B) as (C).

2004—Subsec. (h)(2)(F). Pub. L. 108-199, §501(b)(1), sub-
stituted ‘120 days’’ for ‘90 to 180 days’’.

Subsec. (h)(3)(D)(vi). Pub. L. 108-199, §501(b)(2)(A),
substituted ‘120 days’ for ‘240 days’’.

Subsec. (h)B)(F)(iv). Pub. L. 108-199, §501(b)(2)(B),
added cl. (iv).

1996—Subsec. (¢)(1)(F)({i) to (vi). Pub. L. 104-170,
§210(b), added cls. (ii), (v), and (vi), redesignated former
cls. (ii) and (iii) as (iii) and (iv), respectively, and in cl.
(iv) substituted *‘(i), (ii), and (iii)”’ for ‘(i) and (ii)”.

Subsec. (¢c)(1)(G). Pub. L. 104-170, §250(1), added sub-
par. (G).

Subsec. (c)(2)(A). Pub. L. 104-170, §§210(d)(1), 231, in-
serted heading, inserted ‘‘the public health and agricul-
tural need for such minor use,” after ‘“‘pattern of use,”,
and substituted ‘‘potential beneficial or adverse effects
on man and the environment” for ‘‘potential exposure
of man and the environment to the pesticide’.

Subsec. (c)(2)(B). Pub. L. 104-170, §210(d)(2), inserted

heading.

Subsec. (¢)(2)(B)(vi). Pub. L. 104-170, §210(c)(1), added
cl. (vi).

Subsec. (¢)(2)(B)(vii). Pub. L. 104-170, §210(f)(2), added
cl. (vii).

Subsec. (¢)(2)(B)(viii). Pub. L. 104-170, §222, added cl.
(viii).

Subsec. (¢)(2)(C). Pub. L. 104-170, §210(d)(3), inserted
heading.

Subsec. (c)(2)(E). Pub. L. 104-170, §210(d)(4), added sub-
par. (E).

Subsec. (¢)(3)(A), (B). Pub. L. 104-170, §210(e)(1), (2),
inserted headings.

Subsec. (¢)(3)(C), (D). Pub. L. 104-170, §210(e)(3), added
subpars. (C) and (D).

Subsec. (¢)(9). Pub. L. 104-170, §223, added par. (9).

Subsec. (¢)(10). Pub. L. 104-170, §250(2), added par. (10).

Subsec. (f)(4). Pub. L. 104-170, §105(b), added par. (4).

Subsec. (g). Pub. L. 104-170, §106(b), added subsec. (g).

Subsec. (h). Pub. L. 104-170, § 224, added subsec. (h).

1991—Subsec. (c)(1)(D). Pub. L. 102-237, §1006(a)(3)(B),
(C), added subpar. (D) and redesignated former subpar.
(D) as (F).

Subsec. (c)(1)(E). Pub. L. 102-237, §1006(a)(3)(A), (C),
added subpar. (E) and struck out former subpar. (E)
which read as follows: ‘‘the complete formula of the
pesticide; and”’.

Subsec. (¢)(1)(F). Pub. L. 102-237, §1006(a)(3)(A), (B),
(D), redesignated former subpar. (D) as (F), in cl. (i)
substituted “With” for ‘“‘with’ and a period for semi-
colon at end, in cl. (ii) substituted ‘‘Except’ for ‘‘ex-
cept’” and a period for semicolon at end, in cl. (iii) sub-
stituted ““‘After” for “‘after’ and a period for semicolon
at end, and struck out former subpar. (F) which read as
follows: ‘‘a request that the pesticide be classified for
general use, for restricted use, or for both.”

Subsec. (¢)(2)(A). Pub. L. 102-237, §1006(b)(1), (2), sub-
stituted ‘‘the Administrator” for ‘‘he’” before ‘‘re-
quires’, ‘‘shall permit’’, ‘‘shall make’, and ‘‘deems’’,
and substituted ‘‘the Administrator’s’ for ‘“his”.

Subsec. (c)(2)(D). Pub. L. 102-237, §1006(c), clarified
amendment made by Pub. L. 100-532, §102(b)(2)(A). See
1988 Amendment note below.

Subsec. (c)(3)(A). Pub. L. 102-237, §1006(b)(2),
stituted ‘“the Administrator’s’ for ‘‘his”’.

Subsec. (c)(5). Pub. L. 102-237, §1006(b)(1), substituted
‘‘the Administrator” for ““he” before ‘‘determines’’.

Subsec. (c)(6). Pub. L. 102-237, §1006(b)(1), (2), sub-
stituted ‘‘the Administrator’’ for ‘‘he’ before ‘‘shall no-
tify’’ in two places and ‘‘the Administrator’s’’ for ‘‘his”’
in four places.

Subsec. (d)(1). Pub. L. 102-237, §1006(b)(1), substituted
‘‘the Administrator’ for ‘he’ before ‘‘shall classify it

sub-
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for both’ in subpar. (A), before ‘“‘will classify’ in sub-
par. (B), and before ‘‘shall classify’’ in subpar. (C).

Subsec. (d)(2). Pub. L. 102-237, §1006(b)(1), substituted
‘“‘the Administrator’’ for ‘‘he’’ before ‘‘shall notify’’.

1990—Subsec. (¢)(2)(A). Pub. L. 101-624 inserted after
third sentence ‘“The Administrator shall not require a
person to submit, in relation to a registration or rereg-
istration of a pesticide for minor agricultural use under
this subchapter, any field residue data from a geo-
graphic area where the pesticide will not be registered
for such use.”

1988—Subsec. (a). Pub. L. 100-532, §601(b)(1), sub-
stituted ‘‘Requirement of registration’ for ‘‘Require-
ment”’ in heading and amended text generally. Prior to
amendment, text read as follows: ‘‘Except as otherwise
provided by this subchapter, no person in any State
may distribute, sell, offer for sale, hold for sale, ship,
deliver for shipment, or receive and (having so re-
ceived) deliver or offer to deliver, to any person any
pesticide which is not registered with the Adminis-
trator.”

Subsec. (c)(1)(D). Pub. L. 100-532, §801(b)(1)-(4), in in-
troductory provisions, substituted ‘‘paragraph (2)(D)”
for ‘‘subsection (c¢)(2)(D) of this section”, in cl. (i), sub-
stituted ‘(i) with” for ‘(i) With” and ‘‘, except that”
for *‘: Provided, That’’, in cl. (ii), substituted ‘‘clause
(1) for ‘“‘subparagraph (D)(i) of this paragraph”, and in
cl. (iii), substituted ‘‘clauses (i) and (ii)”’ for ‘‘subpara-
graphs (D)(i) and (D)(ii) of this paragraph’.

Subsec. (¢)(2)(A). Pub. L. 100-532, §801(b)(5)(A), (B),
substituted ‘‘(2) Data in support of registration.—

“(A) The”
for ‘“(2)(A) Data in support of registration.—The”’, and
directed that subpar. (A) be aligned with left margin of
subsec. (d)(1)(A) of this section.

Subsec. (¢)(2)(B). Pub. L. 100-532, §§102(b)(1),
801(b)(5)(C)—~(F), substituted *““(B)(i) If” for ‘“(B) Addi-
tional data to support existing registration.—(i) If”’, di-
rected that cls. (ii) to (v) be aligned with left margin of
subpar. (A), in cls. (ii) and (iii), inserted ‘“The Adminis-
trator shall issue a notice of intent to suspend the reg-
istration of a pesticide in accordance with the proce-
dures prescribed by clause (iv) if a registrant fails to
comply with this clause.”’, in cl. (iv), substituted ‘‘title.
The only” for ‘‘title: Provided, that the only’’, and in cl.
(v), substituted ‘‘paragraph (1)(D)” for ‘‘subsection
(c)(1)(D) of this section”.

Subsec. (¢)(2)(C). Pub. L. 100-532, §801(b)(5)(G), (H),
struck out ‘‘Simplified procedures’ after ‘“(C)’ and di-
rected that text be aligned with left margin of subpar.
(A).

Subsec. (¢)(2)(D). Pub. L. 100-532, §102(b)(2)(A), and
Pub. L. 102-237, §1006(c), substituted ‘‘the pesticide that
is the subject of the application” for ‘‘an end-use prod-
uct”.

Subsec. (c)(2)(D)(i). Pub. L. 100-532, §102(b)(2)(B),
struck out ‘‘the safety of”’ after ‘‘data pertaining to’.

Subsec. (¢)(3). Pub. L. 100-532, §103, substituted “‘(A)
The Administrator” for ‘“The Administrator’” and
added subpar. (B).

Subsec. (¢)(7). Pub. L. 100-532, §801(b)(6), in introduc-
tory provisions, substituted ‘‘paragraph (5)” for ‘‘sub-
section (c)(5) of this section’, in subpars. (A) and (B),
substituted ‘‘paragraph (5). If”’ for ‘‘subsection (c)(5) of
this section: Provided, That, if”’, and in subpar. (C), sub-
stituted ‘‘prescribe. A” for ‘‘prescribe: Provided, that
a’.

Subsec. (d)(1)(A). Pub. L. 100-532, §801(b)(7), sub-
stituted ‘‘restricted use. If’ for ‘‘restricted use, pro-
vided that if”’ and ‘‘restricted uses. The Administrator”
for ‘‘restricted uses: Provided, however, That the Admin-
istrator”.

Subsec. (f)(2). Pub. L. 100-532, §801(b)(8), substituted
“‘this subchapter. As” for ‘‘this subchapter: Provided,
That as’.

Subsec. (g). Pub. L. 100-532, §801(b)(9), struck out sub-
sec. (g) which read as follows: ‘“The Administrator shall
accomplish the reregistration of all pesticides in the
most expeditious manner practicable: Provided, That,
to the extent appropriate, any pesticide that results in
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a postharvest residue in or on food or feed crops shall
be given priority in the reregistration process.”

1978—Subsec. (c)(1)(D). Pub. L. 95-396, §2(a)(1), added
subpar. (D), and struck out provisions which required
the applicant for registration of a pesticide to file with
the Administrator a statement containing ‘if re-
quested by the Administrator, a full description of the
tests made and the results thereof upon which the
claims are based, except that data submitted on or
after January 1, 1970, in support of an application shall
not, without permission of the applicant, be considered
by the Administrator in support of any other applica-
tion for registration unless such other applicant shall
have first offered to pay reasonable compensation for
producing the test data to be relied upon and such data
is not protected from disclosure by section 136h(b) of
this title. This provision with regard to compensation
for producing the test data to be relied upon shall apply
with respect to all applications for registration or re-
registration submitted on or after October 21, 1972. If
the parties cannot agree on the amount and method of
payment, the Administrator shall make such deter-
mination and may fix such other terms and conditions
as may be reasonable under the circumstances. The Ad-
ministrator’s determination shall be made on the
record after notice and opportunity for hearing. If ei-
ther party does not agree with said determination, he
may, within thirty days, take an appeal to the Federal
district court for the district in which he resides with
respect to either the amount of the payment or the
terms of payment, or both. Registration shall not be
delayed pending the determination of reasonable com-
pensation between the applicants, by the Adminis-
trator or by the court.”.

Subsec. (c)(2). Pub. L. 95-396, §§2(a)(2)(A)—(D), 3, 4, des-
ignated existing provisions as subpar. (A), inserted in
second sentence ‘‘under subparagraph (B) of this para-
graph” after ‘‘kind of information”’, struck out from in-
troductory text of third sentence ‘‘subsection (c)(1)(D)
of this section and” after ‘‘Except as provided by’’, and
inserted provisions relating to establishment of stand-
ards for data requirements for registration of pesticides
with respect to minor uses and consideration of eco-
nomic factors in development of standards and cost of
development, and added subpars. (B) to (D).

Subsec. (c)(5). Pub. L. 95-396, §5, provided for waiver
of data requirements pertaining to efficacy.

Subsec. (¢)(7), (8). Pub. L. 95-396, §6, added pars. (7)
and (8).

Subsec. (d)(1)(A). Pub. L. 95-396, §7(1), authorized
classification of pesticide uses by regulation on the ini-
tial classification and registered pesticides prior to re-

Pub. L. 95-396,

registration.

Subsec. (d)(2). §7(2),
‘“forty-five days’ for ‘30 days’’.

Subsec. (d)(3). Pub. L. 95-396, §7(3), added par. (3).

Subsec. (g). Pub. L. 95-396, §8, added subsec. (g).

1975—Subsec. (¢)(1)(D). Pub. L. 94-140 inserted excep-
tion relating to test data submitted on or after Janu-
ary 1, 1970, in support of application, inserted provision
that compensation for producing test data shall apply
to all applications submitted on or after October 21,
1972, and provision relating to delay of registration
pending determination of reasonable compensation,
struck out requirement that payment determined by
court not be less than amount determined by Adminis-
trator, and substituted “If either party’ for ‘If the
owner of the test data’.

substituted

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2007 AMENDMENT

Pub. L. 110-94, §6, Oct. 9, 2007, 121 Stat. 1007, provided
that: “This Act [see Short Title of 2007 Amendment
note set out under section 136 of this title] and the
amendments made by this Act take effect on October 1,
2007.”

EFFECTIVE DATE OF 2004 AMENDMENT

Pub. L. 108-199, div. G, title V, §501(h), Jan. 23, 2004,
118 Stat. 434, provided that: ‘‘Except as otherwise pro-



Page 223

vided in this section [enacting section 136w-8 of this
title, amending this section and sections 136a-1, 136x,
and 136y of this title, and enacting provisions set out as
notes under sections 136 of this title and section 346a of
Title 21, Food and Drugs] and the amendments made by
this section, this section and the amendments made by
this section take effect on the date that is 60 days after
the date of enactment of this Act [Jan. 23, 2004].”’

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE OF 1978 AMENDMENT

Pub. L. 95-396, §2(b), Sept. 30, 1978, 92 Stat. 824, pro-
vided that: “The amendment to section 3(c)(1)(D) of the
Federal Insecticide, Fungicide, and Rodenticide Act
[subsec. (¢)(1)(D) of this section] made by [subsec. (a)(1)
of] this section shall apply with respect to all applica-
tions for registration approved after the date of enact-
ment of this Act [Sept. 30, 1978].”

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

BIOLOGICAL PESTICIDE HANDLING STUDY

Pub. L. 101-624, title XIV, §1498, Nov. 28, 1990, 104
Stat. 3631, provided that the National Academy of
Sciences would conduct a study of the biological con-
trol programs and registration procedures utilized by
the Food and Drug Administration, the Animal and
Plant Health Inspection Service, and the Environ-
mental Protection Agency, and within 1 year after
completion of the study, develop and implement a com-
mon process for reviewing and approving biological
control applications submitted to such agencies and of-
fices based on the study conducted, the recommenda-
tion of the National Academy of Sciences, and other
public comment.

EDUCATION, STUDY, AND REPORT

Pub. L. 100478, title I, §1010, Oct. 7, 1988, 102 Stat.
2313, provided that:

‘‘(a) EDUCATION.—The Administrator of the Environ-
mental Protection Agency in cooperation with the Sec-
retary of Agriculture and the Secretary of the Interior,
promptly upon enactment of this Act [Oct. 7, 1988],
shall conduct a program to inform and educate fully
persons engaged in agricultural food and fiber com-
modity production of any proposed pesticide labeling
program or requirements that may be imposed by the
Administrator in compliance with the Endangered Spe-
cies Act [of 1973] (16 U.S.C. 1531 et seq.). The Adminis-
trator also shall provide the public with notice of, and
opportunity for comment on, the elements of any such
program and requirements based on compliance with
the Endangered Species Act [of 1973], including (but not
limited to) an identification of any pesticides affected
by the program; an explanation of the restriction or
prohibition on the user or applicator of any such pes-
ticide; an identification of those geographic areas af-
fected by any pesticide restriction or prohibition; an
identification of the effects of any restricted or prohib-
ited pesticide on endangered or threatened species; and
an identification of the endangered or threatened spe-
cies along with a general description of the geographic
areas in which such species are located wherein the ap-
plication of a pesticide will be restricted, prohibited, or
its use otherwise limited, unless the Secretary of the
Interior determines that the disclosure of such infor-
mation may create a substantial risk of harm to such
species or its habitat.

‘““(b) STUDY.—The Administrator of the Environ-
mental Protection Agency, jointly with the Secretary
of Agriculture and the Secretary of the Interior, shall
conduct a study to identify reasonable and prudent
means available to the Administrator to implement the
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endangered species pesticides labeling program which
would comply with the Endangered Species Act of 1973,
as amended, and which would allow persons to continue
production of agricultural food and fiber commodities.
Such study shall include investigation by the Adminis-
trator of the best available methods to develop maps
and the best available alternatives to mapping as
means of identifying those circumstances in which use
of pesticides may be restricted; identification of alter-
natives to prohibitions on pesticide use, including, but
not limited to, alternative pesticides and application
methods and other agricultural practices which can be
used in lieu of any pesticides whose use may be re-
stricted by the labeling program; examination of meth-
ods to improve coordination among the Environmental
Protection Agency, Department of Agriculture, and De-
partment of the Interior in administration of the label-
ing program; and analysis of the means of imple-
menting the endangered species pesticides labeling pro-
gram or alternatives to such a program, if any, to pro-
mote the conservation of endangered or threatened spe-
cies and to minimize the impacts to persons engaged in
agricultural food and fiber commodity production and
other affected pesticide users and applicators.

“(c) REPORT.—The Administrator of the Environ-
mental Protection Agency in cooperation with the Sec-
retary of Agriculture and the Secretary of the Interior
shall submit a report within one year of the date of en-
actment of this Act [Oct. 7, 1988], presenting the results
of the study conducted pursuant to subsection (b) of
this section to the Committee on Merchant Marine and
Fisheries and the Committee on Agriculture of the
United States House of Representatives, and the Com-
mittee on Environment and Public Works and the Com-
mittee on Agriculture, Nutrition, and Forestry of the
United States Senate.”

§ 136a-1. Reregistration of registered pesticides
(a) General rule

The Administrator shall reregister, in accord-
ance with this section, each registered pesticide
containing any active ingredient contained in
any pesticide first registered before November 1,
1984, except for any pesticide as to which the Ad-
ministrator has determined, after November 1,
1984, and before the effective date of this sec-
tion, that—

(1) there are no outstanding data require-
ments; and
(2) the requirements of section 136a(c)(b) of
this title have been satisfied.
(b) Reregistration phases

Reregistrations of pesticides under this sec-
tion shall be carried out in the following phases:
(1) The first phase shall include the listing
under subsection (c¢) of the active ingredients
of the pesticides that will be reregistered.

(2) The second phase shall include the sub-
mission to the Administrator under subsection
(d) of notices by registrants respecting their
intention to seek reregistration, identification
by registrants of missing and inadequate data
for such pesticides, and commitments by reg-
istrants to replace such missing or inadequate
data within the applicable time period.

(3) The third phase shall include submission
to the Administrator by registrants of the in-
formation required under subsection (e).

(4) The fourth phase shall include an inde-
pendent, initial review by the Administrator
under subsection (f) of submissions under
phases two and three, identification of out-
standing data requirements, and the issuance,
as necessary, of requests for additional data.
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(6) The fifth phase shall include the review
by the Administrator under subsection (g) of
data submitted for reregistration and appro-
priate regulatory action by the Administrator.

(c) Phase one

(1) Priority for reregistration

For purposes of the reregistration of the pes-
ticides described in subsection (a), the Admin-
istrator shall list the active ingredients of pes-
ticides and shall give priority to, among oth-
ers, active ingredients (other than active in-
gredients for which registration standards
have been issued before the effective date of
this section) that—

(A) are in use on or in food or feed and may
result in postharvest residues;

(B) may result in residues of potential tox-
icological concern in potable ground water,
edible fish, or shellfish;

(C) have been determined by the Adminis-
trator before the effective date of this sec-
tion to have significant outstanding data re-
quirements; or

(D) are used on crops, including in green-
houses and nurseries, where worker exposure
is most likely to occur.

(2) Reregistration lists

For purposes of reregistration under this
section, the Administrator shall by order—

(A) not later than 70 days after the effec-
tive date of this section, list pesticide active
ingredients for which registration standards
have been issued before such effective date;

(B) not later than 4 months after such ef-
fective date, list the first 150 pesticide active
ingredients, as determined under paragraph
D)

(C) not later than 7 months after such ef-
fective date, list the second 150 pesticide ac-
tive ingredients, as determined under para-
graph (1); and

(D) not later than 10 months after such ef-
fective date, list the remainder of the pes-
ticide active ingredients, as determined
under paragraph (1).

Each list shall be published in the Federal
Register.

(3) Judicial review

The content of a list issued by the Adminis-
trator under paragraph (2) shall not be subject
to judicial review.

(4) Notice to registrants

On the publication of a list of pesticide ac-
tive ingredients under paragraph (2), the Ad-
ministrator shall send by certified mail to the
registrants of the pesticides containing such
active ingredients a notice of the time by
which the registrants are to notify the Admin-
istrator under subsection (d) whether the reg-
istrants intend to seek or not to seek rereg-
istration of such pesticides.

(d) Phase two

(1) In general

The registrant of a pesticide that contains
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (c)(2) shall submit
to the Administrator, within the time period
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prescribed by paragraph (4), the notice de-

scribed in paragraph (2) and any information,

commitment, or offer described in paragraph

3).

(2) Notice of intent to seek or not to seek rereg-
istration

(A) The registrant of a pesticide containing
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (c)(2) shall notify
the Administrator by certified mail whether
the registrant intends to seek or does not in-
tend to seek reregistration of the pesticide.

(B) If a registrant submits a notice under
subparagraph (A) of an intention not to seek
reregistration of a pesticide, the Adminis-
trator shall publish a notice in the Federal
Register stating that such a notice has been
submitted.

(3) Missing or inadequate data

BEach registrant of a pesticide that contains
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (c)(2) and for
which the registrant submitted a notice under
paragraph (2) of an intention to seek rereg-
istration of such pesticide shall submit to the
Administrator—

(A) in accordance with regulations issued
by the Administrator under section 136a of
this title, an identification of—

(i) all data that are required by regula-
tion to support the registration of the pes-
ticide with respect to such active ingre-
dient;

(ii) data that were submitted by the reg-
istrant previously in support of the reg-
istration of the pesticide that are inad-
equate to meet such regulations; and

(iii) data identified under clause (i) that
have not been submitted to the Adminis-
trator; and

(B) either—

(i) a commitment to replace the data
identified under subparagraph (A)(ii) and
submit the data identified under subpara-
graph (A)(iii) within the applicable time
period prescribed by paragraph (4)(B); or

(ii) an offer to share in the cost to be in-
curred by a person who has made a com-
mitment under clause (i) to replace or sub-
mit the data and an offer to submit to ar-
bitration as described by section
136a(c)(2)(B) of this title with regard to
such cost sharing.

For purposes of a submission by a registrant
under subparagraph (A)(ii), data are inad-
equate if the data are derived from a study
with respect to which the registrant is unable
to make the certification prescribed by sub-
section (e)(1)(G) that the registrant possesses
or has access to the raw data used in or gen-
erated by such study. For purposes of a sub-
mission by a registrant under such subpara-
graph, data shall be considered to be inad-
equate if the data are derived from a study
submitted before January 1, 1970, unless it is
demonstrated to the satisfaction of the Ad-
ministrator that such data should be consid-
ered to support the registration of the pes-
ticide that is to be reregistered.
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(4) Time periods

(A) A submission under paragraph (2) or (3)
shall be made—

(i) in the case of a pesticide containing an
active ingredient listed under subsection
(¢)(2)(B), not later than 3 months after the
date of publication of the listing of such ac-
tive ingredient;

(ii) in the case of a pesticide containing an
active ingredient listed under subsection
(¢)(2)(C), not later than 3 months after the
date of publication of the listing of such ac-
tive ingredient; and

(iii) in the case of a pesticide containing
an active ingredient listed under subsection
(c)(2)(D), not later than 3 months after the
date of publication of the listing of such ac-
tive ingredient.

On application, the Administrator may extend
a time period prescribed by this subparagraph
if the Administrator determines that factors
beyond the control of the registrant prevent
the registrant from complying with such pe-
riod.

(B) A registrant shall submit data in accord-
ance with a commitment entered into under
paragraph (3)(B) within a reasonable period of
time, as determined by the Administrator, but
not more than 48 months after the date the
registrant submitted the commitment. The
Administrator, on application of a registrant,
may extend the period prescribed by the pre-
ceding sentence by no more than 2 years if ex-
traordinary circumstances beyond the control
of the registrant prevent the registrant from
submitting data within such prescribed period.
Upon application of a registrant, the Adminis-
trator shall, in the case of a minor use, extend
the deadline for the production of residue
chemistry data under this subparagraph for
data required solely to support that minor use
until the final deadline for submission of data
under this section for the other uses of the
pesticide established as of August 3, 1996, if—

(i) the data to support other uses of the
pesticide on a food are being provided;

(ii) the registrant, in submitting a request
for such an extension provides a schedule,
including interim dates to measure progress,
to assure that the data production will be
completed before the expiration of the ex-
tension period;

(iii) the Administrator has determined
that such extension will not significantly
delay the Administrator’s schedule for
issuing a reregistration eligibility deter-
mination required under this section; and

(iv) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk of
any unreasonable adverse effect on the envi-
ronment. If the Administrator grants an ex-
tension under this subparagraph, the Admin-
istrator shall monitor the development of
the data and shall ensure that the registrant
is meeting the schedule for the production of
the data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
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cordance with clause (iv) of section
136a(c)(2)(B) of this title or other provisions
of this section, as appropriate, regarding the
continued registration of the affected prod-
ucts with the minor use and shall inform the
public of such action. Notwithstanding the
provisions of this subparagraph, the Admin-
istrator may take action to modify or re-
voke the extension under this subparagraph
if the Administrator determines that the ex-
tension for the minor use may cause an un-
reasonable adverse effect on the environ-
ment. In such circumstance, the Adminis-
trator shall provide written notice to the
registrant revoking the extension of time for
submission of data. Such data shall instead
be due in accordance with the date then es-
tablished by the Administrator for submis-
sion of the data.
(5) Cancellation and removal

(A) If the registrant of a pesticide does not
submit a notice under paragraph (2) or (3)
within the time prescribed by paragraph
(4)(A), the Administrator shall issue a notice
of intent to cancel the registration of such
registrant for such pesticide and shall publish
the notice in the Federal Register and allow 60
days for the submission of comments on the
notice. On expiration of such 60 days, the Ad-
ministrator, by order and without a hearing,
may cancel the registration or take such other
action, including extension of applicable time
periods, as may be necessary to enable rereg-
istration of such pesticide by another person.

B){) If—

(I) no registrant of a pesticide containing
an active ingredient listed under subsection
(c)(2) notifies the Administrator under para-
graph (2) that the registrant intends to seek
reregistration of any pesticide containing
that active ingredient;

(IT) no such registrant complies with para-
graph (3)(A); or

(ITII) no such registrant makes a commit-
ment under paragraph (3)(B) to replace or
submit all data described in clauses (ii) and
(iii) of paragraph (3)(A);

the Administrator shall publish in the Federal
Register a notice of intent to remove the ac-
tive ingredient from the list established under
subsection (¢)(2) and a notice of intent to can-
cel the registrations of all pesticides con-
taining such active ingredient and shall pro-
vide 60 days for comment on such notice.

(ii) After the 60-day period has expired, the
Administrator, by order, may cancel any such
registration without hearing, except that the
Administrator shall not cancel a registration
under this subparagraph if—

(I) during the comment period a person ac-
quires the rights of the registrant in that
registration;

(IT) during the comment period that person
furnishes a notice of intent to reregister the
pesticide in accordance with paragraph (2);
and

(IIT) not later than 120 days after the publi-
cation of the notice under this subpara-
graph, that person has complied with para-
graph (3) and the fee prescribed by this sec-
tion has been paid.
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(6) Suspensions and penalties

The Administrator shall issue a notice of in-
tent to suspend the registration of a pesticide
in accordance with the procedures prescribed
by section 136a(c)(2)(B)(iv) of this title if the
Administrator determines that (A) progress is
insufficient to ensure the submission of the
data required for such pesticide under a com-
mitment made under paragraph (3)(B) within
the time period prescribed by paragraph (4)(B)
or (B) the registrant has not submitted such
data to the Administrator within such time
period. If the registrant does not commit to
support a specific minor use of the pesticide,
but is supporting and providing data in a time-
ly and adequate fashion to support uses of the
pesticide on a food, or if all uses of the pes-
ticide are nonfood uses and the registrant does
not commit to support a specific minor use of
the pesticide but is supporting and providing
data in a timely and adequate fashion to sup-
port other nonfood uses of the pesticide, the
Administrator, at the written request of the
registrant, shall not take any action pursuant
to this paragraph in regard to such unsup-
ported minor use until the final deadline es-
tablished as of August 3, 1996, for the submis-
sion of data under this section for the sup-
ported uses identified pursuant to this para-
graph unless the Administrator determines
that the absence of the data is significant
enough to cause human health or environ-
mental concerns. On such a determination the
Administrator may refuse the request for ex-
tension by the registrant. Upon receipt of the
request from the registrant, the Administrator
shall publish in the Federal Register a notice
of the receipt of the request and the effective
date upon which the uses not being supported
will be voluntarily deleted from the registra-
tion pursuant to section 136d(f)(1) of this title.
If the Administrator grants an extension
under this paragraph, the Administrator shall
monitor the development of the data for the
uses being supported and shall ensure that the
registrant is meeting the schedule for the pro-
duction of such data. If the Administrator de-
termines that the registrant is not meeting or
has not met the schedule for the production of
such data, the Administrator may proceed in
accordance with section 136a(c)(2)(B)(iv) of
this title regarding the continued registration
of the affected products with the minor and
other uses and shall inform the public of such
action in accordance with section 136d(f)(2) of
this title. Notwithstanding this subparagraph,
the Administrator may deny, modify, or re-
voke the temporary extension under this para-
graph if the Administrator determines that
the continuation of the minor use may cause
an unreasonable adverse effect on the environ-
ment. In the event of modification or revoca-
tion, the Administrator shall provide, in writ-
ing, to the registrant a notice revoking the
temporary extension and establish a new effec-
tive date by which the minor use shall be de-
leted from the registration.

(e) Phase three

(1) Information about studies

Each registrant of a pesticide that contains
an active ingredient listed under subparagraph
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(B), (C), or (D) of subsection (¢)(2) who has sub-
mitted a notice under subsection (d)(2) of an
intent to seek the reregistration of such pes-
ticide shall submit, in accordance with the
guidelines issued under paragraph (4), to the
Administrator—

(A) a summary of each study concerning
the active ingredient previously submitted
by the registrant in support of the registra-
tion of a pesticide containing such active in-
gredient and considered by the registrant to
be adequate to meet the requirements of sec-
tion 136a of this title and the regulations
issued under such section;

(B) a summary of each study concerning
the active ingredient previously submitted
by the registrant in support of the registra-
tion of a pesticide containing such active in-
gredient that may not comply with the re-
quirements of section 136a of this title and
the regulations issued under such section
but which the registrant asserts should be
deemed to comply with such requirements
and regulations;

(C) a reformat of the data from each study
summarized under subparagraph (A) or (B)
by the registrant concerning chronic dosing,
oncogenicity, reproductive effects, mutage-
nicity, neurotoxicity, teratogenicity, or res-
idue chemistry of the active ingredient that
were submitted to the Administrator before
January 1, 1982;

(D) where data described in subparagraph
(C) are not required for the active ingredient
by regulations issued under section 136a of
this title, a reformat of acute and sub-
chronic dosing data submitted by the reg-
istrant to the Administrator before January
1, 1982, that the registrant considers to be
adequate to meet the requirements of sec-
tion 136a of this title and the regulations
issued under such section;

(E) an identification of data that are re-
quired to be submitted to the Administrator
under section 136d(a)(2) of this title, indi-
cating an adverse effect of the pesticide;

(F) an identification of any other informa-
tion available that in the view of the reg-
istrant supports the registration;

(G) a certification that the registrant or
the Administrator possesses or has access to
the raw data used in or generated by the
studies that the registrant summarized
under subparagraph (A) or (B);

(H) either—

(i) a commitment to submit data to fill
each outstanding data requirement identi-
fied by the registrant; or

(ii) an offer to share in the cost of devel-
oping such data to be incurred by a person
who has made a commitment under clause
(i) to submit such data, and an offer to
submit to arbitration as described by sec-
tion 136a(c)(2)(B) of this title with regard
to such cost sharing; and

(I) evidence of compliance with section
136a(c)(1)(D)(ii)! of this title and regulations
issued thereunder with regard to previously

1See References in Text note below.
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submitted data as if the registrant were now
seeking the original registration of the pes-
ticide.

A registrant who submits a certification under
subparagraph (G) that is false shall be consid-
ered to have violated this subchapter and shall
be subject to the penalties prescribed by sec-
tion 1361 of this title.

(2) Time periods

(A) The information required by paragraph
(1) shall be submitted to the Administrator—

(i) in the case of a pesticide containing an
active ingredient listed under subsection
(¢)(2)(B), not later than 12 months after the
date of publication of the listing of such ac-
tive ingredient;

(ii) in the case of a pesticide containing an
active ingredient listed under subsection
(¢)(2)(C), not later than 12 months after the
date of publication of the listing of such ac-
tive ingredient; and

(iii) in the case of a pesticide containing
an active ingredient listed under subsection
(¢)(2)(D), not later than 12 months after the
date of publication of the listing of such ac-
tive ingredient.

(B) A registrant shall submit data in accord-
ance with a commitment entered into under
paragraph (1)(H) within a reasonable period of
time, as determined by the Administrator, but
not more than 48 months after the date the
registrant submitted the commitment under
such paragraph. The Administrator, on appli-
cation of a registrant, may extend the period
prescribed by the preceding sentence by no
more than 2 years if extraordinary cir-
cumstances beyond the control of the reg-
istrant prevent the registrant from submitting
data within such prescribed period. Upon ap-
plication of a registrant, the Administrator
shall, in the case of a minor use, extend the
deadline for the production of residue chem-
istry data under this subparagraph for data re-
quired solely to support that minor use until
the final deadline for submission of data under
this section for the other uses of the pesticide
established as of August 3, 1996, if—

(i) the data to support other uses of the
pesticide on a food are being provided;

(ii) the registrant, in submitting a request
for such an extension provides a schedule,
including interim dates to measure progress,
to assure that the data production will be
completed before the expiration of the ex-
tension period;

(iii) the Administrator has determined
that such extension will not significantly
delay the Administrator’s schedule for
issuing a reregistration eligibility deter-
mination required under this section; and

(iv) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk of
any unreasonable adverse effect on the envi-
ronment. If the Administrator grants an ex-
tension under this subparagraph, the Admin-
istrator shall monitor the development of
the data and shall ensure that the registrant
is meeting the schedule for the production of
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the data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with clause (iv) of section
136a(c)(2)(B) of this title or other provisions
of this section, as appropriate, regarding the
continued registration of the affected prod-
ucts with the minor use and shall inform the
public of such action. Notwithstanding the
provisions of this subparagraph, the Admin-
istrator may take action to modify or re-
voke the extension under this subparagraph
if the Administrator determines that the ex-
tension for the minor use may cause an un-
reasonable adverse effect on the environ-
ment. In such circumstance, the Adminis-
trator shall provide written notice to the
registrant revoking the extension of time for
submission of data. Such data shall instead
be due in accordance with the date then es-
tablished by the Administrator for submis-
sion of the data.

(3) Cancellation

(A) If the registrant of a pesticide fails to
submit the information required by paragraph
(1) within the time prescribed by paragraph
(2), the Administrator, by order and without
hearing, shall cancel the registration of such
pesticide. If the registrant does not commit to
support a specific minor use of the pesticide,
but is supporting and providing data in a time-
ly and adequate fashion to support uses of the
pesticide on a food, or if all uses of the pes-
ticide are nonfood uses and the registrant does
not commit to support a specific minor use of
the pesticide but is supporting and providing
data in a timely and adequate fashion to sup-
port other nonfood uses of the pesticide, the
Administrator, at the written request of the
registrant, shall not take any action pursuant
to this subparagraph in regard to such unsup-
ported minor use until the final deadline es-
tablished as of August 3, 1996, for the submis-
sion of data under this section for the sup-
ported uses identified pursuant to this sub-
paragraph unless the Administrator deter-
mines that the absence of the data is signifi-
cant enough to cause human health or envi-
ronmental concerns. On the basis of such de-
termination, the Administrator may refuse
the request for extension by the registrant.
Upon receipt of the request from the reg-
istrant, the Administrator shall publish in the
Federal Register a notice of the receipt of the
request and the effective date upon which the
uses not being supported will be voluntarily
deleted from the registration pursuant to sec-
tion 136d(f)(1) of this title. If the Adminis-
trator grants an extension under this subpara-
graph, the Administrator shall monitor the
development of the data for the uses being
supported and shall ensure that the registrant
is meeting the schedule for the production of
such data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with section 136a(c)(2)(B)(iv) of this
title regarding the continued registration of
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the affected products with the minor and
other uses and shall inform the public of such
action in accordance with section 136d(f)(2) of
this title. Notwithstanding this subparagraph,
the Administrator may deny, modify, or re-
voke the temporary extension under this sub-
paragraph if the Administrator determines
that the continuation of the minor use may
cause an unreasonable adverse effect on the
environment. In the event of modification or
revocation, the Administrator shall provide,
in writing, to the registrant a notice revoking
the temporary extension and establish a new
effective date by which the minor use shall be
deleted from the registration.

(B)(1) If the registrant of a pesticide submits
the information required by paragraph (1)
within the time prescribed by paragraph (2)
and such information does not conform to the
guidelines for submissions established by the
Administrator, the Administrator shall deter-
mine whether the registrant made a good faith
attempt to conform its submission to such
guidelines.

(ii) If the Administrator determines that the
registrant made a good faith attempt to con-
form its submission to such guidelines, the
Administrator shall provide the registrant a
reasonable period of time to make any nec-
essary changes or corrections.

(iii)(I) If the Administrator determines that
the registrant did not make a good faith at-
tempt to conform its submission to such
guidelines, the Administrator may issue a no-
tice of intent to cancel the registration. Such
a notice shall be sent to the registrant by cer-
tified mail.

(IT) The registration shall be canceled with-
out a hearing or further notice at the end of 30
days after receipt by the registrant of the no-
tice unless during that time a request for a
hearing is made by the registrant.

(IIT) If a hearing is requested, a hearing shall
be conducted under section 136d(d) of this
title, except that the only matter for resolu-
tion at the hearing shall be whether the reg-
istrant made a good faith attempt to conform
its submission to such guidelines. The hearing
shall be held and a determination made within
75 days after receipt of a request for hearing.

(4) Guidelines

(A) Not later than 1 year after the effective
date of this section, the Administrator, by
order, shall issue guidelines to be followed by
registrants in—

(i) summarizing studies;

(ii) reformatting studies;

(iii) identifying adverse information; and

(iv) identifying studies that have been sub-
mitted previously that may not meet the re-
quirements of section 136a of this title or
regulations issued under such section,

under paragraph (1).

(B) Guidelines issued under subparagraph (A)
shall not be subject to judicial review.
(5) Monitoring

The Administrator shall monitor the

progress of registrants in acquiring and sub-
mitting the data required under paragraph (1).
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(f) Phase four

(1) Independent review and identification of
outstanding data requirements

(A) The Administrator shall review the sub-
missions of all registrants of pesticides con-
taining a particular active ingredient under
subsections (d)(3) and (e)(1) to determine if
such submissions identified all the data that
are missing or inadequate for such active in-
gredient. To assist the review of the Adminis-
trator under this subparagraph, the Adminis-
trator may require a registrant seeking rereg-
istration to submit complete copies of studies
summarized under subsection (e)(1).

(B) The Administrator shall independently
identify and publish in the Federal Register
the outstanding data requirements for each
active ingredient that is listed under subpara-
graph (B), (C), or (D) of subsection (c¢)(2) and
that is contained in a pesticide to be rereg-
istered under this section. The Administrator,
at the same time, shall issue a notice under
section 136a(c)(2)(B) of this title for the sub-
mission of the additional data that are re-
quired to meet such requirements.

(2) Time periods

(A) The Administrator shall take the action
required by paragraph (1)—

(i) in the case of a pesticide containing an
active ingredient listed under subsection
(¢)(2)(B), not later than 18 months after the
date of the listing of such active ingredient;

(ii) in the case of a pesticide containing an
active ingredient listed under subsection
(¢)(2)(C), not later than 24 months after the
date of the listing of such active ingredient;
and

(iii) in the case of a pesticide containing
an active ingredient listed under subsection
(c)(2)(D), not later than 33 months after the
date of the listing of such active ingredient.

(B) If the Administrator issues a notice to a
registrant under paragraph (1)(B) for the sub-
mission of additional data, the registrant shall
submit such data within a reasonable period of
time, as determined by the Administrator, but
not to exceed 48 months after the issuance of
such notice. The Administrator, on applica-
tion of a registrant, may extend the period
prescribed by the preceding sentence by no
more than 2 years if extraordinary cir-
cumstances beyond the control of the reg-
istrant prevent the registrant from submitting
data within such prescribed period. Upon ap-
plication of a registrant, the Administrator
shall, in the case of a minor use, extend the
deadline for the production of residue chem-
istry data under this subparagraph for data re-
quired solely to support that minor use until
the final deadline for submission of data under
this section for the other uses of the pesticide
established as of August 3, 1996, if—

(i) the data to support other uses of the
pesticide on a food are being provided;

(ii) the registrant, in submitting a request
for such an extension provides a schedule,
including interim dates to measure progress,
to assure that the data production will be
completed before the expiration of the ex-
tension period;
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(iii) the Administrator has determined
that such extension will not significantly
delay the Administrator’s schedule for
issuing a reregistration eligibility deter-
mination required under this section; and

(iv) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk of
any unreasonable adverse effect on the envi-
ronment. If the Administrator grants an ex-
tension under this subparagraph, the Admin-
istrator shall monitor the development of
the data and shall ensure that the registrant
is meeting the schedule for the production of
the data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with clause (iv) of section
136a(c)(2)(B) of this title or other provisions
of this section, as appropriate, regarding the
continued registration of the affected prod-
ucts with the minor use and shall inform the
public of such action. Notwithstanding the
provisions of this subparagraph, the Admin-
istrator may take action to modify or re-
voke the extension under this subparagraph
if the Administrator determines that the ex-
tension for the minor use may cause an un-
reasonable adverse effect on the environ-
ment. In such circumstance, the Adminis-
trator shall provide written notice to the
registrant revoking the extension of time for
submission of data. Such data shall instead
be due in accordance with the date then es-
tablished by the Administrator for submis-
sion of the data.

(3) Suspensions and penalties

The Administrator shall issue a notice of in-
tent to suspend the registration of a pesticide
in accordance with the procedures prescribed
by section 136a(c)(2)(B)(iv) of this title if the
Administrator determines that (A) tests nec-
essary to fill an outstanding data requirement
for such pesticide have not been initiated
within 1 year after the issuance of a notice
under paragraph (1)(B), or (B) progress is in-
sufficient to ensure submission of the data re-
ferred to in clause (A) within the time period
prescribed by paragraph (2)(B) or the required
data have not been submitted to the Adminis-
trator within such time period. If the reg-
istrant does not commit to support a specific
minor use of the pesticide, but is supporting
and providing data in a timely and adequate
fashion to support uses of the pesticide on a
food, or if all uses of the pesticide are nonfood
uses and the registrant does not commit to
support a specific minor use of the pesticide
but is supporting and providing data in a time-
ly and adequate fashion to support other
nonfood uses of the pesticide, the Adminis-
trator, at the written request of the reg-
istrant, shall not take any action pursuant to
this paragraph in regard to such unsupported
minor use until the final deadline established
as of August 3, 1996, for the submission of data
under this section for the supported uses iden-
tified pursuant to this paragraph unless the
Administrator determines that the absence of
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the data is significant enough to cause human
health or environmental concerns. On such a
determination the Administrator may refuse
the request for extension by the registrant.
Upon receipt of the request from the reg-
istrant, the Administrator shall publish in the
Federal Register a notice of the receipt of the
request and the effective date upon which the
uses not being supported will be voluntarily
deleted from the registration pursuant to sec-
tion 136d(f)(1) of this title. If the Adminis-
trator grants an extension under this para-
graph, the Administrator shall monitor the
development of the data for the uses being
supported and shall ensure that the registrant
is meeting the schedule for the production of
such data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with section 136a(c)(2)(B)(iv) of this
title regarding the continued registration of
the affected products with the minor and
other uses and shall inform the public of such
action in accordance with section 136d(f)(2) of
this title. Notwithstanding this subparagraph,
the Administrator may deny, modify, or re-
voke the temporary extension under this para-
graph if the Administrator determines that
the continuation of the minor use may cause
an unreasonable adverse effect on the environ-
ment. In the event of modification or revoca-
tion, the Administrator shall provide, in writ-
ing, to the registrant a notice revoking the
temporary extension and establish a new effec-
tive date by which the minor use shall be de-
leted from the registration.

(g) Phase five

(1) Data review

The Administrator shall conduct a thorough
examination of all data submitted under this
section concerning an active ingredient listed
under subsection (c¢)(2) and of all other avail-
able data found by the Administrator to be
relevant.

(2) Reregistration and other actions

(A) IN GENERAL.—The Administrator shall
make a determination as to eligibility for re-
registration—

(i) for all active ingredients subject to re-
registration under this section for which tol-
erances or exemptions from tolerances are
required under the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301 et seq.), not later
than the last date for tolerance reassess-
ment established under section 408(q)(1)(C) of
that Act (21 U.S.C. 346a(q)(1)(C)); and

(ii) for all other active ingredients subject
to reregistration under this section, not
later than October 3, 2008.

(B) PRODUCT-SPECIFIC DATA.—

(i) IN GENERAL.—Before reregistering a pes-
ticide, the Administrator shall obtain any
needed product-specific data regarding the
pesticide by use of section 136a(c)(2)(B) of
this title and shall review such data within
90 days after its submission.

(ii) TIMING.—

(I) IN GENERAL.—Subject to subclause

(IT), the Administrator shall require that
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data under this subparagraph be submitted
to the Administrator not later than 8
months after a determination of eligibility
under subparagraph (A) has been made for
each active ingredient of the pesticide, un-
less the Administrator determines that a
longer period is required for the genera-
tion of the data.

(IT) EXTRAORDINARY CIRCUMSTANCES.—In
the case of extraordinary circumstances,
the Administrator may provide such a
longer period, of not more than 2 addi-
tional years, for submission of data to the
Administrator under this subparagraph.

(C) After conducting the review required by
paragraph (1) for each active ingredient of a
pesticide and the review required by subpara-
graph (B) of this paragraph, the Administrator
shall determine whether to reregister a pes-
ticide by determining whether such pesticide
meets the requirements of section 136a(c)(5) of
this title. If the Administrator determines
that a pesticide is eligible to be reregistered,
the Administrator shall reregister such pes-
ticide within 6 months after the submission of
the data concerning such pesticide under sub-
paragraph (B).

(D) DETERMINATION TO NOT REREGISTER.—

(i) IN GENERAL.—If after conducting a re-
view under paragraph (1) or subparagraph (B)
of this paragraph the Administrator deter-
mines that a pesticide should not be rereg-
istered, the Administrator shall take appro-
priate regulatory action.

(ii) TIMING FOR REGULATORY ACTION.—Regu-
latory action under clause (i) shall be com-
pleted as expeditiously as possible.

(E) As soon as the Administrator has suffi-
cient information with respect to the dietary
risk of a particular active ingredient, but in
any event no later than the time the Adminis-
trator makes a determination under subpara-
graph (C) or (D) with respect to pesticides con-
taining a particular active ingredient, the Ad-
ministrator shall—

(i) reassess each associated tolerance and
exemption from the requirement for a toler-
ance issued under section 408 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
346a);

(ii) determine whether such tolerance or
exemption meets the requirements of that
Act [21 U.S.C. 301 et seq.];

(iii) determine whether additional toler-
ances or exemptions should be issued;

(iv) publish in the Federal Register a no-
tice setting forth the determinations made
under this subparagraph; and

(v) commence promptly such proceedings
under this subchapter and section 408 of the
Federal Food, Drug, and Cosmetic Act [21
U.S.C. 346a] as are warranted by such deter-
minations.

(h) Compensation of data submitter
If data that are submitted by a registrant

under subsection (d), (e), (f), or (g) are used to
support the application of another person under
section 136a of this title, the registrant who sub-
mitted such data shall be entitled to compensa-
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tion for the use of such data as prescribed by
section 136a(c)(1)(D)! of this title. In deter-
mining the amount of such compensation, the
fees paid by the registrant under this section
shall be taken into account.
(i) Fees

(1) Maintenance fee

(A) IN GENERAL.—Subject to other provisions
of this paragraph, each registrant of a pes-
ticide shall pay an annual fee by January 15 of
each year for each registration, except that no
fee shall be charged for more than 200 registra-
tions held by any registrant.

(B) In the case of a pesticide that is reg-
istered for a minor agricultural use, the Ad-
ministrator may reduce or waive the payment
of the fee imposed under this paragraph if the
Administrator determines that the fee would
significantly reduce the availability of the
pesticide for the use.

(C) TOTAL AMOUNT OF FEES.—The amount of
each fee prescribed under subparagraph (A)
shall be adjusted by the Administrator to a
level that will result in the collection under
this paragraph of, to the extent practicable, an
average amount of $31,000,000 for each of fiscal
years 2019 through 2023.

(D) MAXIMUM AMOUNT OF FEES FOR REG-
ISTRANTS.—The maximum annual fee payable
under this paragraph by—

(i) a registrant holding not more than 50
pesticide registrations shall be $129,400 for
each of fiscal years 2019 through 2023; and

(ii) a registrant holding over 50 registra-
tions shall be $207,000 for each of fiscal years
2019 through 2023.

(E) MAXIMUM AMOUNT OF FEES FOR SMALL
BUSINESSES.—

(i) IN GENERAL.—For a small business, the
maximum annual fee payable under this
paragraph by—

(I) a registrant holding not more than 50
pesticide registrations shall be $79,100 for
each of fiscal years 2019 through 2023; and

(IT) a registrant holding over 50 pesticide
registrations shall be $136,800 for each of
fiscal years 2019 through 2023.

(ii) DEFINITION OF SMALL BUSINESS.—

(I) IN GENERAL.—In clause (i), the term
‘““small business’” means a corporation,
partnership, or unincorporated business
that—

(aa) has 500 or fewer employees; and

(bb) during the 3-year period prior to
the most recent maintenance fee billing
cycle, had an average annual global

gross revenue from pesticides that did

not exceed $60,000,000.

(II) AFFILIATES.—

(aa) IN GENERAL.—In the case of a busi-
ness entity with 1 or more affiliates, the
gross revenue limit under subclause
(D(bb) shall apply to the gross revenue
for the entity and all of the affiliates of
the entity, including parents and sub-
sidiaries, if applicable.

(bb) AFFILIATED PERSONS.—For the pur-
pose of item (aa), persons are affiliates of
each other if, directly or indirectly, ei-
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ther person controls or has the power to
control the other person, or a third per-
son controls or has the power to control
both persons.

(cc) INDICIA OF CONTROL.—For the pur-
pose of item (aa), indicia of control in-
clude interlocking management or own-
ership, identity of interests among fam-
ily members, shared facilities and equip-
ment, and common use of employees.

(F) FEE REDUCTION FOR CERTAIN SMALL BUSI-
NESSES.—

(i) DEFINITION.—In this subparagraph, the
term ‘‘qualified small business entity”
means a corporation, partnership, or unin-
corporated business that—

(D) has 500 or fewer employees;

(IT) during the 3-year period prior to the
most recent maintenance fee billing cycle,
had an average annual global gross rev-
enue from all sources that did not exceed
$10,000,000; and

(ITII) holds not more than 5 pesticide reg-
istrations under this paragraph.

(ii) WAIVER.—Except as provided in clause
(iii), the Administrator shall waive 25 per-
cent of the fee under this paragraph applica-
ble to the first registration of any qualified
small business entity under this paragraph.

(iii) LIMITATION.—The Administrator shall
not grant a waiver under clause (ii) to a
qualified small business entity if the Admin-
istrator determines that the entity has been
formed or manipulated primarily for the
purpose of qualifying for the waiver.

(G) The Administrator shall exempt any
public health pesticide from the payment of
the fee prescribed under this paragraph if, in
consultation with the Secretary of Health and
Human Services, the Administrator deter-
mines, based on information supplied by the
registrant, that the economic return to the
registrant from sales of the pesticide does not
support the registration or reregistration of
the pesticide.

(H) If any fee prescribed by this paragraph
with respect to the registration of a pesticide
is not paid by a registrant by the time pre-
scribed, the Administrator, by order and with-
out hearing, may cancel the registration.

(I) The authority provided under this para-
graph shall terminate on September 30, 2023.

(2) Other fees

Except as provided in section 136w-8 of this
title, during the period beginning on March 8,
2019, and ending on September 30, 2025, the Ad-
ministrator may not levy any other fees for
the registration of a pesticide under this sub-
chapter or any other action covered under a
table specified in section 136w-8(b)(3) of this
title, except as provided in paragraph (1).

(j) Exemption of certain registrants

The requirements of subsections (d), (e), (f),
and (i) (other than subsection (i)(1)) regarding
data concerning an active ingredient and fees
for review of such data shall not apply to any
person who is the registrant of a pesticide to the
extent that, under section 136a(c)(2)(D) of this
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title, the person would not be required to submit
or cite such data to obtain an initial registra-
tion of such pesticide.

(k) Reregistration and expedited processing fund
(1) Establishment

There shall be established in the Treasury of
the United States a reregistration and expe-
dited processing fund which shall be known as
the Reregistration and Expedited Processing
Fund.

(2) Source and use

(A) All moneys derived from fees collected
by the Administrator under subsection (i)
shall be deposited in the Reregistration and
Expedited Processing Fund and shall be avail-
able to the Administrator, without fiscal year
limitation, specifically to offset the costs of
reregistration and expedited processing of the
applications specified in paragraph (3), to off-
set the costs of registration review under sec-
tion 136a(g) of this title, including the costs
associated with any review under the Endan-
gered Species Act of 1973 (16 U.S.C. 1531 et seq.)
required as part of the registration review, to
offset the costs associated with tracking and
implementing registration review decisions,
including registration review decisions de-
signed to reduce risk, for the purposes speci-
fied in paragraphs (4) and (5), and to enhance
the information systems capabilities to im-
prove the tracking of pesticide registration de-
cisions. The Administrator shall, prior to ex-
pending any such moneys derived from fees—

(i) effective October 1, 1997, adopt specific
and cost accounting rules and procedures as
approved by the Government Accountability
Office and the Inspector General of the Envi-
ronmental Protection Agency to ensure that
moneys derived from fees are allocated sole-
ly for the purposes specified in the first sen-
tence of this subparagraph;

(ii) prohibit the use of such moneys de-
rived from fees to pay for any costs other
than those necessary to achieve the purposes
specified in the first sentence of this sub-
paragraph; and

(iii) ensure that personnel and facility
costs associated with the functions to be
carried out under this paragraph do not ex-
ceed agency averages for comparable per-
sonnel and facility costs.

(B) The Administrator shall also—

(i) complete the review of unreviewed re-
registration studies required to support the
reregistration eligibility decisions scheduled
for completion in accordance with sub-
section (1)(2); and

(ii) contract for such outside assistance as
may be necessary for review of required
studies, using a generally accepted competi-
tive process for the selection of vendors of
such assistance.

(3) Review of inert ingredients; expedited proc-
essing of similar applications

(A) For each of fiscal years 2018 through 2023,
the Administrator shall use between Y% and s
of the maintenance fees collected in such fis-
cal year to obtain sufficient personnel and re-
sources—
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(i) to review and evaluate inert ingredi-
ents; and

(ii) to ensure the expedited processing and
review of any application that—

(I) proposes the initial or amended reg-
istration of an end-use pesticide that, if
registered as proposed, would be identical
or substantially similar in composition
and labeling to a currently-registered pes-
ticide identified in the application, or that
would differ in composition and labeling
from any such currently-registered pes-
ticide only in ways that would not signifi-
cantly increase the risk of unreasonable
adverse effects on the environment;

(IT) proposes an amendment to the reg-
istration of a registered pesticide that
does not require scientific review of data;
or

(IIT) proposes the initial or amended reg-
istration of an end use pesticide that, if
registered as proposed, would be used for a
public health pesticide.

(B) Any amounts made available under sub-
paragraph (A) shall be used to obtain suffi-
cient personnel and resources to carry out the
activities described in such subparagraph that
are in addition to the personnel and resources
available to carry out such activities on Octo-
ber 25, 1988.

(C) So long as the Administrator has not
met the time frames specified in clause (ii) of
section 136a(c)(3)(B) of this title with respect
to any application subject to section
136a(c)(3)(B) of this title that was received
prior to August 3, 1996, the Administrator
shall use the full amount of the fees specified
in subparagraph (A) for the purposes specified
therein. Once all applications subject to sec-
tion 136a(c)(3)(B) of this title that were re-
ceived prior to August 3, 1996, have been acted
upon, no limitation shall be imposed by the
preceding sentence of this subparagraph so
long as the Administrator meets the time
frames specified in clause (ii) of section
136a(c)(3)(B) of this title on 90 percent of af-
fected applications in a fiscal year. Should the
Administrator not meet such time frames in a
fiscal year, the limitations imposed by the
first sentence of this subparagraph shall apply
until all overdue applications subject to sec-
tion 136a(c)(3)(B) of this title have been acted
upon.

(4) Expedited rulemaking and guidance devel-
opment for certain product performance
data requirements

(A) Set-aside

For each of fiscal years 2018 through 2023,
the Administrator shall use not more than
$500,000 of the amounts made available to
the Administrator in the Reregistration and
Expedited Processing Fund for the activities
described in subparagraph (B).

(B) Products claiming efficacy against inver-
tebrate pests of significant public health
or economic importance

The Administrator shall use amounts

made available under subparagraph (A) to
develop, receive comments with respect to,
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finalize, and implement the necessary rule-
making and guidance for product perform-
ance data requirements to evaluate products
claiming efficacy against the following in-
vertebrate pests of significant public health
or economic importance (in order of impor-
tance):

(i) Bed bugs.

(ii) Premise (including crawling insects,
flying insects, and baits).

(iii) Pests of pets (including pet pests
controlled by spot-ons, collars, shampoos,
powders, or dips).

(iv) Fire ants.

(C) Deadlines for guidance

The Administrator shall develop, and pub-
lish guidance required by subparagraph (B),
with respect to claims of efficacy against
pests described in such subparagraph as fol-
lows:

(1) With respect to bed bugs, issue final
guidance not later than 30 days after
March 8, 2019.

(i) With respect to pests specified in
clause (ii) of such subparagraph—

(ID) submit draft guidance to the Sci-
entific Advisory Panel and for public
comment not later than June 30, 2018;
and

(IT) complete any response to com-
ments received with respect to such
draft guidance and finalize the guidance
not later than September 30, 2019.

(iii) With respect to pests specified in
clauses (iii) and (iv) of such subpara-
graph—

(I) submit draft guidance to the Sci-
entific Advisory Panel and for public
comment not later than June 30, 2019;
and

(IT) complete any response to com-
ments received with respect to such
draft guidance and finalize the guidance
not later than March 31, 2021.

(D) Revision

The Administrator shall revise the guid-
ance required by subparagraph (B) from time
to time, but shall permit applicants and reg-
istrants sufficient time to obtain data that
meet the requirements specified in such re-
vised guidance.

(E) Deadline for product performance data
requirements

The Administrator shall, not later than
September 30, 2021, issue regulations pre-
scribing product performance data require-
ments for any pesticide intended for pre-
venting, destroying, repelling, or mitigating
any invertebrate pest of significant public
health or economic importance specified in
clauses (i) through (iv) of subparagraph (B).

(5) Good laboratory practices inspections
(A) Set-aside

For each of fiscal years 2018 through 2023,
the Administrator shall use not more than
$500,000 of the amounts made available to
the Administrator in the Reregistration and
Expedited Processing Fund for the activities
described in subparagraph (B).
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(B) Activities

The Administrator shall use amounts
made available under subparagraph (A) for
enhancements to the good laboratory prac-
tices standards compliance monitoring pro-
gram established under part 160 of title 40 of
the Code of Federal Regulations (or suc-
cessor regulations), with respect to labora-
tory inspections and data audits conducted
in support of pesticide product registrations
under this subchapter. As part of such moni-
toring program, the Administrator shall
make available to each laboratory inspected
under such program in support of such reg-
istrations a preliminary summary of inspec-
tion observations not later than 60 days
after the date on which such an inspection is
completed.

(6) Unused funds

Money in the fund not currently needed to
carry out this section shall be—
(A) maintained on hand or on deposit;
(B) invested in obligations of the United
States or guaranteed thereby; or
(C) invested in obligations, participations,
or other instruments that are lawful invest-
ments for fiduciary, trust, or public funds.
(7) Accounting and performance

The Administrator shall take all steps nec-
essary to ensure that expenditures from fees
authorized by subsection (i)(1)(C)(ii)! are used
only for the purposes described in paragraphs
(2), (3), (4), and (5) and to carry out the goals
established under subsection (I). The Rereg-
istration and Expedited Processing Fund shall
be designated as an Environmental Protection
Agency component for purposes of section
35156(c) of title 31. The annual audit required
under section 3521 of such title of the financial
statements of activities under this subchapter
under section 3515(b) of such title shall include
an audit of the fees collected under subsection
(1)(1)(C) and disbursed, of the amount appro-
priated to match such fees, and of the Admin-
istrator’s attainment of performance measures
and goals established under subsection (I).
Such an audit shall also include a review of
the reasonableness of the overhead allocation
and adequacy of disclosures of direct and indi-
rect costs associated with carrying out the re-
registration and expedited processing of the
applications specified in paragraph (3), and the
basis for and accuracy of all costs paid with
moneys derived from such fees. The Inspector
General shall conduct the annual audit and re-
port the findings and recommendations of
such audit to the Administrator and to the
Committees on Agriculture of the House of
Representatives and the Senate. The cost of
such audit shall be paid for out of the fees col-
lected under subsection (i)(1)(C).

(1) Performance measures and goals

The Administrator shall establish and publish
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under section 136a(c)(2)(B) of this title issued
to support product reregistration by active in-
gredient, the progress in reducing the number
of unreviewed, required reregistration studies,
the aggregate status of tolerances reassessed,
and the number of applications for registra-
tion submitted under subsection (k)(3) that
were approved or disapproved;

(2) the future schedule for reregistrations,
including the projection for such schedules
that will be issued under subsection (g)(2)(A)
and (B) in the current fiscal year and the suc-
ceeding fiscal year; and

(3) the projected year of completion of the
reregistrations under this section.

(m) Judicial review

Any failure of the Administrator to take any
action required by this section shall be subject
to judicial review under the procedures pre-
scribed by section 136n(b) of this title.

(n) Authorization of funds to develop public
health data

(1) “Secretary” defined

For the purposes of this section, ‘‘Sec-
retary” means the Secretary of Health and
Human Services, acting through the Public
Health Service.

(2) Consultation

In the case of a pesticide registered for use
in public health programs for vector control or
for other uses the Administrator determines
to be human health protection uses, the Ad-
ministrator shall, upon timely request by the
registrant or any other interested person, or
on the Administrator’s own initiative may,
consult with the Secretary prior to taking
final action to suspend registration under sec-
tion 136a(c)(2)(B)(iv) of this title, or cancel a
registration under section 136a-1, 136d(e), or
136d(f) of this title. In consultation with the
Secretary, the Administrator shall prescribe
the form and content of requests under this
section.

(3) Benefits to support family

The Administrator, after consulting with
the Secretary, shall make a determination
whether the potential benefits of continued
use of the pesticide for public health or health
protection purposes are of such significance as
to warrant a commitment by the Secretary to
conduct or to arrange for the conduct of the
studies required by the Administrator to sup-
port continued registration under section 136a
of this title or reregistration under this sec-
tion.

(4) Additional time

If the Administrator determines that such a
commitment is warranted and in the public in-
terest, the Administrator shall notify the Sec-
retary and shall, to the extent necessary,
amend a notice issued under section
136a(c)(2)(B) of this title to specify additional

annually in the Federal Register performance reasonable time periods for submission of the

measures and goals. Such measures and goals data
shall include— )
(1) the number of products reregistered, can- (5) Arrangements
celed, or amended, the status of reregistra- The Secretary shall make such arrange-

tion, the number and type of data requests ments for the conduct of required studies as
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the Secretary finds necessary and appropriate
to permit submission of data in accordance
with the time periods prescribed by the Ad-
ministrator. Such arrangements may include
Public Health Service intramural research ac-
tivities, grants, contracts, or cooperative
agreements with academic, public health, or
other organizations qualified by experience
and training to conduct such studies.

(6) Support

The Secretary may provide for support of
the required studies using funds authorized to
be appropriated under this section, the Public
Health Service Act [42 U.S.C. 201 et seq.], or
other appropriate authorities. After a deter-
mination is made under subsection (d), the
Secretary shall notify the Committees on Ap-
propriations of the House of Representatives
and the Senate of the sums required to con-
duct the necessary studies.

(7) Authorization of appropriations

There is authorized to be appropriated to
carry out the purposes of this section
$12,000,000 for fiscal year 1997, and such sums
as may be necessary for succeeding fiscal
years.

(June 25, 1947, ch. 125, §4, formerly §3A, as added
and renumbered §4, Pub. L. 100-532, title I,
§102(a), title VIII, §801(q)(2)(A), Oct. 25, 1988, 102
Stat. 26565, 2683; amended Pub. L. 101-624, title
XIV, §1493, Nov. 28, 1990, 104 Stat. 3628; Pub. L.
102-237, title X, §1006(a)(4), (e), (f), Dec. 13, 1991,
105 Stat. 1895-1897; Pub. L. 104-170, title I, §103,
title II, §§210(c)(2), (£)(1), 232, 237, title V, §501,
Aug. 3, 1996, 110 Stat. 1490, 1496, 1498, 1508, 1509,
1536; Pub. L. 107-73, title III, [(1)-(4)], Nov. 26,
2001, 115 Stat. 686; Pub. L. 108-7, div. K, title III,
[(1)-(4)], Feb. 20, 2003, 117 Stat. 513; Pub. L.
108-199, div. G, title V, §501(c), (d)(1), (e), Jan. 23,
2004, 118 Stat. 419, 422; Pub. L. 108-271, §8(b), July
7, 2004, 118 Stat. 814; Pub. L. 110-94, §4(a)-(d)(1),
(e), Oct. 9, 2007, 121 Stat. 1001, 1002; Pub. L.
112-177, §2(a)(1), (2)(A), (4), Sept. 28, 2012, 126
Stat. 1327, 1329; Pub. L. 116-8, §§2(a), (b), 3, Mar.
8, 2019, 133 Stat. 484, 485.)

Editorial Notes
REFERENCES IN TEXT

The effective date of this section, referred to in sub-
secs. (a), (¢)(1), (2), and (e)(4)(A), is 60 days after Oct. 25,
1988. See Effective Date note below.

Section 136a(c)(1)(D) of this title, referred to in sub-
secs. (e)(1)I) and (h), was redesignated section
136a(c)(1)(F) of this title by Pub. L. 102-237, title X,
§1006(a2)(3)(B), Dec. 13, 1991, 105 Stat. 1894.

The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (g)(2)(A)(1), (E)(i), is act June 25, 1938, ch.
675, 52 Stat. 1040, as amended, which is classified gen-
erally to chapter 9 (§301 et seq.) of Title 21, Food and
Drugs. For complete classification of this Act to the
Code, see section 301 of Title 21 and Tables.

The Endangered Species Act of 1973, referred to in
subsec. (k)(2)(A), is Pub. L. 93-205, Dec. 28, 1973, 87 Stat.
884, which is classified principally to chapter 35 (§1531
et seq.) of Title 16, Conservation. For complete classi-
fication of this Act to the Code, see Short Title note
set out under section 1531 of Title 16 and Tables.

Subsection (i)(1)(C)(ii) of this section, referred to in
subsec. (kK)(7), was previously a reference to subsec.
(i)(6)(C)(ii), which was repealed and a new subsec.
(1)(5)(C)(i1) was added by Pub. L. 108-199, §501(c)(2). Sub-
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sec. (1)(5)(C) was amended by Pub. L. 110-94, §4(a), and,
as so amended, related to fees but no longer contained
a cl. (ii). Subsec. (i)(b) was redesignated (i)(1) by Pub. L.
112177, §2(a)(1)(C).

The Public Health Service Act, referred to in subsec.
(n)(6), is act July 1, 1944, ch. 373, 58 Stat. 682, as amend-
ed, which is classified generally to chapter 6A (§201 et
seq.) of Title 42, The Public Health and Welfare. For
complete classification of this Act to the Code, see
Short Title note set out under section 201 of Title 42
and Tables.

PRIOR PROVISIONS

A prior section 4 of act June 25, 1947, which was clas-
sified to section 136b of this title was transferred to
section 11(a)—(c) of act June 25, 1947, which is classified
to section 136i(a)-(c) of this title.

Another prior section 4 of act June 25, 1947, was clas-
sified to section 135b of this title prior to amendment
of act June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

2019—Subsec. (1)(1)(C). Pub. L. 116-8, §2(a)(1), sub-
stituted ‘“‘an average amount of $31,000,000 for each of
fiscal years 2019 through 2023 for ‘‘an aggregate
amount of $27,800,000 for each of fiscal years 2013
through 2017”.

Subsec. (1)(1)(D)(H). Pub. L. 116-8, §2(a)(2)(A), sub-
stituted ‘$129,400 for each of fiscal years 2019 through
2023 for ‘‘$115,500 for each of fiscal years 2013 through
20177,

Subsec. (1)(1)(D)(ii). Pub. L. 116-8, §2(a)(2)(B), sub-
stituted ‘‘$207,000 for each of fiscal years 2019 through
2023 for ‘‘$184,800 for each of fiscal years 2013 through
2017,

Subsec. ()M)(E)I)(T). Pub. L. 116-8, §2(a)(3)(A), sub-
stituted ¢‘$79,100 for each of fiscal years 2019 through
2023 for ‘‘$70,600 for each of fiscal years 2013 through
2017,

Subsec. (1)(1)(E)H)AI). Pub. L. 116-8, §2(a)(3)(B), sub-
stituted ‘$136,800 for each of fiscal years 2019 through
2023 for ‘‘$122,100 for each of fiscal years 2013 through
20177,

Subsec. (1)(1)(I). Pub. L. 116-8, §2(a)(4), substituted
€¢2023.” for *°2017..”

Subsec. (i)(2). Pub. L. 116-8, §2(b), substituted ‘‘March
8, 2019, and ending on September 30, 2025’ for ‘‘October
25, 1988, and ending on September 30, 2019’ and inserted
‘‘or any other action covered under a table specified in
section 136w-8(b)(3) of this title,” after ‘‘registration of
a pesticide under this subchapter’.

Subsec. (kK)(2)(A). Pub. L. 116-8, §3(a)(1), (2), in intro-
ductory provisions, substituted ‘‘the Reregistration
and Expedited Processing Fund” for ‘‘the fund’” and
‘“‘paragraph (3), to offset the costs of registration re-
view under section 136a(g) of this title, including the
costs associated with any review under the Endangered
Species Act of 1973 (16 U.S.C. 1531 et seq.) required as
part of the registration review, to offset the costs asso-
ciated with tracking and implementing registration re-
view decisions, including registration review decisions
designed to reduce risk, for the purposes specified in
paragraphs (4) and (5), and to enhance the information
systems capabilities to improve the tracking of pes-
ticide registration decisions.” for ‘‘paragraph (3), to en-
hance the information systems capabilities to improve
the tracking of pesticide registration decisions, and to
offset the costs of registration review under section
136a(g) of this title. Such moneys derived from fees
may not be expended in any fiscal year to the extent
such moneys derived from fees would exceed money ap-
propriated for use by the Administrator and expended
in such year for such costs of reregistration and expe-
dited processing of such applications.”’

Subsec. (k)(2)(A)(1). Pub. L. 116-8, §3(a)(3), substituted
‘“‘are allocated solely for the purposes specified in the
first sentence of this subparagraph;’’ for ‘‘are allocated
solely to offset the costs of reregistration and expe-
dited processing of the applications specified in para-
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graph (3), to enhance the information systems capabili-
ties to improve the tracking of pesticide registration
decisions, and to offset the costs of registration review
under section 136a(g) of this title;”’.

Subsec. (kK)(2)(A)(ii). Pub. L. 116-8, §3(a)(4), sub-
stituted ‘‘necessary to achieve the purposes specified in
the first sentence of this subparagraph;’ for ‘‘necessary
to achieve reregistration and expedited processing of
the applications specified in paragraph (3), to enhance
the information systems capabilities to improve the
tracking of pesticide registration decisions, and to off-
set the costs of registration review under section
136a(g) of this title;”’.

Subsec. (k)(3)(A). Pub. L. 116-8, §3(b), in introductory
provisions, substituted ‘“For each of fiscal years 2018
through 2023, the Administrator shall use between Yo
and % of the maintenance fees collected in such fiscal
year to obtain sufficient personnel and resources—’’ for
“The Administrator shall use for each of the fiscal
years 2004 through 2006, approximately $3,300,000, and
for each of fiscal years 2013 through 2017, between %
and Vs, of the maintenance fees collected in such fiscal
year to obtain sufficient personnel and resources—’".

Subsec. (k)(4). Pub. L. 116-8, §3(c), amended par. (4)
generally. Prior to amendment, par. (4) related to en-
hancements of information technology systems for im-
provement in review of pesticide applications.

Subsec. (k)(6) to (7). Pub. L. 116-8, §3(d), added par.
(5), redesignated former pars. (5) and (6) as (6) and (7),
respectively, and substituted ‘‘paragraphs (2), (3), (4),
and (5)”’ for ‘‘paragraphs (2), (3), and (4)”’ in par. (7).

2012—Subsec. (D)(G)(B)(A)(III). Pub. L. 112-177,
§2(a)(2)(A)({), substituted ‘‘this section’ for ‘‘sub-
section (1)(1)”.

Subsec. (1)(1) to (4). Pub. L. 112-177, §2(a)(1)(C), (D), re-
designated pars. (5) and (6) as (1) and (2), respectively,
and struck out former pars. (1) to (4) which related to
initial fee for food or feed use pesticide active ingredi-
ents, final fee for food or feed use pesticide active in-
gredients, fees for other pesticide active ingredients,
and reduction or waiver of fees for minor use and other
pesticides, respectively.

Subsec. (i)(5). Pub. L. 112-177, §2(a)(1)(D), redesignated
par. (5) as (1).

Subsec. (i)(5)(C). Pub. L. 112-177, §2(a)(1)(A)({), sub-
stituted ‘‘aggregate amount of $27,800,000 for each of
fiscal years 2013 through 2017.” for ‘‘aggregate amount
of $22,000,000 for each of fiscal years 2008 through 2012,

Subsec. (1)(B)(D)(A). Pub. L. 112-177, §2(a)(1)(A)({i) (D),
substituted ‘‘shall be $115,600 for each of fiscal years
2013 through 2017;” for ‘‘shall be $71,000 for each of fiscal
years 2008 through 2012;”.

Subsec. (1)(5)(D)(ii). Pub. L. 112-177, §2(a)(1)(A)({i)ID),
substituted ‘‘shall be $184,800 for each of fiscal years
2013 through 2017.” for ‘‘shall be $123,000 for each of fis-
cal years 2008 through 2012.”

Subsec. OHGEDD. Pub. L. 112-177,
§2(a)(1)(A)(iii)(I), substituted ‘‘shall be $70,600 for each
of fiscal years 2013 through 2017;” for ‘‘shall be $50,000
for each of fiscal years 2008 through 2012;’.

Subsec. {GYE)AD). Pub. L. 112177,
§2(a)(1)(A)(iii)(II), substituted ‘‘shall be $122,100 for
each of fiscal years 2013 through 2017.” for ‘‘shall be
$86,000 for each of fiscal years 2008 through 2012.”

Subsec. ()(5)(F). Pub. L. 112-177, §2(a)(1)(A)(vi), added
subpar. (F'). Former subpar. (F) redesignated (G).

Pub. L. 112-177, §2(a)(1)(A)(iv), substituted ‘‘this para-
graph” for ‘‘paragraph (3)” and ‘‘Human’ for ‘Hu-
mans’’.

Subsec. (1)(5)(G), (H). Pub. L. 112-177, §2(a)(1)(A)(V),
redesignated subpars. (F') and (G) as (G) and (H), respec-
tively.

Subsec. (1)(5)(I). Pub. L. 112-177, §2(a)(1)(A)(V), (vii),
redesignated subpar. (H) as (I) and substituted ‘2017
for ‘2012”’.

Subsec. (i)(6). Pub. L. 112-177, §2(a)(1)(D), redesignated
par. (6) as (2).

Pub. L. 112-177, §2(a)(1)(B), substituted 2019 for
¢“2014 and ‘‘paragraph (1) for ‘‘paragraphs (1) through
®)”.
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Subsec. (1)(7). Pub. L. 112-177, §2(a)(1)(C), struck out
par. (7) which related to apportionment of certain fees
among registrants of pesticides.

Subsec. (j). Pub. L. 112-177, §2(a)(2)(A)({i), substituted
‘“‘subsection (i)(1)” for ‘‘subsection (i)(5)”.

Subsec. (k)(2)(A). Pub. L. 112-177, §2(a)(d)(A)(), in-
serted ‘‘, to enhance the information systems capabili-
ties to improve the tracking of pesticide registration
decisions,”” after ‘‘paragraph (3)”” wherever appearing.

Subsec. (K)(2)(A)(A). Pub. L. 112-177, §2(a)(4)(A)(ii), in-
serted ‘‘offset’ before ‘‘the costs of reregistration’” and
struck out ‘‘in the same portion as appropriated funds’
before semicolon at end.

Subsec. (k)(3)(A). Pub. L. 112-177, §2(a)(4)(B), in intro-
ductory provisions, substituted ‘2013 through 2017, be-
tween Y% and %’ for ‘2008 through 2012, between s and
17>’; in cl. (i), struck out ‘‘new’’ before ‘‘inert’’; and, in
cl. (ii), substituted ‘‘any application that—’ for ‘‘any
application that—"".

Subsec. (k)(4). Pub. L. 112-177, §2(a)(4)(C)(ii), added
par. (4). Former par. (4) redesignated (5).

Subsec. (k)(5). Pub. L. 112-177, §2(a)(4)(C)(1), redesig-
nated par. (4) as (b). Former par. (5) redesignated (6).

Pub. L. 112-177, §2(a)(2)(A)(iii), substituted ‘‘sub-
section (i)(1)(C)(@ii)” for ‘‘subsection (i)(6)(C)(ii)”’ and
‘“‘subsection (i)(1)(C)”’ for ‘‘subsection (i)(5)(C)”’ in two
places.

Subsec. (k)(6). Pub. L. 112-177, §2(a)(4)(C)({), (iii), re-
designated par. (5) as (6) and substituted ‘‘for the pur-
poses described in paragraphs (2), (3), and (4) and to
carry out the goals established under subsection (1)’ for
““to carry out the goals established under subsection
2007—Subsec. (1)(6)(C). Pub. L. 110-94, §4(a), which di-
rected substitution of ‘“‘amount of $22,000,000 for each of
fiscal years 2008 through 2012 for ‘‘amount of”’ and all
that follows through the end of clause (v), was executed
by making the substitution for ‘“‘amount of—

“(i) for fiscal year 2004, $26,000,000;

‘“(i1) for fiscal year 2005, $27,000,000;

¢‘(iii) for fiscal year 2006, $27,000,000;

‘“(iv) for fiscal year 2007, $21,000,000; and

“(v) for fiscal year 2008, $15,000,000.”
to reflect the probable intent of Congress. The words
‘“‘amount of”’ appeared in the heading and twice in the
text.

Subsec. (1)(5)(D)(1). Pub. L. 110-94, §4(b)(1)(A), sub-
stituted ‘‘shall be $71,000 for each of fiscal years 2008
through 2012; and”’ for ‘‘shall be—

“(I) for fiscal year 2004, $84,000;

‘(IT) for each of fiscal years 2005 and 2006, $87,000;
¢“(II1) for fiscal year 2007, $68,000; and

“(IV) for fiscal year 2008, $55,000; and’’.

Subsec. (1)(5)(D)(i). Pub. L. 110-94, §4(b)(1)(B), sub-
stituted ‘‘shall be $123,000 for each of fiscal years 2008
through 2012.” for ‘‘shall be—

‘(D) for fiscal year 2004, $145,000;

‘“(IT) for each of fiscal years 2005 and 2006, $151,000;
“(I1T) for fiscal year 2007, $117,000; and

(IV) for fiscal year 2008, $95,000.”

Subsec. (1)(B)E)@)(TD). Pub. L. 110-94, §4(b)(2)(A), sub-
stituted ‘‘shall be $50,000 for each of fiscal years 2008
through 2012; and”’ for ‘‘shall be—

‘‘(aa) for fiscal year 2004, $59,000;

‘“(bb) for each of fiscal years 2005 and 2006, $61,000;
“‘(ce) for fiscal year 2007, $48,000; and

‘(dd) for fiscal year 2008, $38,500; and”’.

Subsec. (1)G)E)A)II). Pub. L. 110-94, §4(b)(2)(B), sub-
stituted ‘‘shall be $86,000 for each of fiscal years 2008
through 2012.” for ‘‘shall be—

‘‘(aa) for fiscal year 2004, $102,000;

‘“(bb) for each of fiscal years 2005 and 2006, $106,000;
““(ce) for fiscal year 2007, $82,000; and

‘(dd) for fiscal year 2008, $66,500.”

Subsec. (1)(5)(H). Pub. L. 110-94, §4(c), substituted
¢€2012.” for ¢2008°".
Subsec. (i)(6). Pub. L. 110-94, §4(d)(1), substituted

€2014” for *2010”".
Subsec. (k)(2)(A). Pub. L. 110-94, §4(e)(1), inserted
‘“‘and to offset the costs of registration review under
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section 136a(g) of this title’’ after ‘‘paragraph (3)”’ wher-
ever appearing.

Subsec. (K)(3)(A). Pub. L. 110-94, §4(e)(2), substituted
‘2008 through 2012 for ‘2007 and 2008”’.

2004—Subsec. (2)(2)(A). Pub. L. 108-199, §501(c)(5)(A),
added subpar. (A) and struck out former subpar. (A)
which read as follows: “Within 1 year after the submis-
sion of all data concerning an active ingredient of a
pesticide under subsection (f) of this section, the Ad-
ministrator shall determine whether pesticides con-
taining such active ingredient are eligible for rereg-
istration. For extraordinary circumstances, the Admin-
istrator may extend such period for not more than 1 ad-
ditional year.”

Subsec. (2)(2)(B). Pub. L. 108-199, §501(c)(5)(B), in-
serted subpar. (B) and cl. (i) headings, designated first
sentence of existing provisions as cl. (i), inserted cl. (ii)
and subcl. (I) headings, designated second sentence of
existing provisions as cl. (ii)(I), substituted ‘“Subject to
subclause (II), the Administrator’” for ‘“The Adminis-
trator’ in subcl. (I), and added subcl. (II).

Subsec. (g)(2)(D). Pub. L. 108-199, §501(c)(5)(C), in-
serted subpar. (D) and cl. (i) headings, designated exist-
ing provisions as cl. (i), and added cl. (ii).

Subsec. (1)(5)(A). Pub. L. 108-199, §501(c)(1)(A), in-
serted subpar. (A) heading and substituted ‘‘for each
registration” for ‘‘of—

‘(i) $650 for the first registration; and
‘“(ii) $1,300 for each additional registration’.

Subsec. (1)(5)(C). Pub. L. 108-199, §501(c)(2), struck out
cl. (i) designation before ‘“The amount of each”, in-
serted subpar. (C) heading, substituted ‘‘aggregate
amount of— for ‘‘aggregate amount of $21,500,000 for
fiscal year 2003.”’, added cls. (i) to (v), and struck out
former cl. (ii), which related to collection of additional
fees in fiscal years 1998, 1999, and 2000.

Subsec. (1)(5)(D). Pub. L. 108-199, §501(c)(1)(B), in-
serted subpar. (D) heading, substituted ‘‘shall be—"" for
‘‘shall be $55,000; and’’ and added subcls. (I) to (IV) in cl.
(1), and substituted ‘‘shall be—"’ for ‘‘shall be $95,000.”
and added subcls. (I) to (IV) in cl. (ii).

Subsec. (1)(5)(E)(1). Pub. L. 108-199, §501(c)(1)(C), in-
serted subpar. (E) and cl. (i) headings, realigned mar-
gins of subcls. (I) and (II), substituted ‘‘shall be—"’ for
“‘shall be $38,500; and” and inserted items (aa) to (dd) in
subcl. (I), and substituted ‘‘shall be—’ for ‘‘shall be
$66,500.”” and inserted items (aa) to (dd) in subcl. (II).

Subsec. (1)(5)(E)(ii). Pub. L. 108-199, §501(c)(3), in-
serted cl. (ii) heading, redesignated existing provisions
as subcl. (I), inserted subcl. (I) heading, substituted
“In” for ‘‘For purposes of”’ in subcl. (I), redesignated
former subcls. (I) and (II) as items (aa) and (bb) respec-
tively, and realigned margins, substituted ‘500" for
150 in item (aa), substituted ‘‘global gross revenue
from pesticides that did not exceed $60,000,000.”” for
‘“‘gross revenue from chemicals that did not exceed
$40,000,000.”” in item (bb), and added subcl. (II).

Subsec. (@()(5)(H). Pub. L. 108-199, §501(c)(4),
stituted 2008 for ‘“2003"".

Subsec. (i)(6). Pub. L. 108-199, §501(d)(1), substituted
“Except as provided in section 136w-8 of this title, dur-
ing” for “‘During”’, and substituted 2010’ for “2003’.

Subsec. (k)(2)(A)(1). Pub. L. 108-271 substituted ‘‘Gov-
ernment Accountability Office’ for ‘‘General Account-
ing Office”.

Subsec. (k)(3). Pub. L. 108-199, §501(e)(1), substituted
“Review of inert ingredients; expedited’’ for ‘‘Expe-
dited” in par. heading.

Subsec. (k)(3)(A). Pub. L. 108-199, §501(e)(2), sub-
stituted ‘2004 through 2006, approximately $3,300,000,
and for each of fiscal years 2007 and 2008, between ¥s and
14, of the maintenance fees’ for ‘1997 through 2003, not
more than Yio of the maintenance fees’, substituted
“resources’ for ‘‘resources to assure the expedited
processing and review of any application that’, added
cl. (i), inserted cl. (ii) designation and introductory
provisions, and redesignated former cls. (i) to (iii) as
subcls. (I) to (III), respectively, of cl. (ii).

2003—Pub. L. 108-7, which directed the amendment of
“Section 136a-1 of title 7, U.S.C.”, was executed by

sub-
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making the amendments to this section, which is sec-
tion 4 of the Federal Insecticide, Fungicide, and
Rodenticide Act, to reflect the probable intent of Con-
gress. See below.

Subsec. (1)(5)(C)(i). Pub. L. 108-7, [(1)], substituted
‘21,500,000 for fiscal year 2003 for ‘‘$17,000,000 fiscal
year 2002,

Subsec. (1)(5)(H). Pub. L. 108-7, [(2)], substituted

€¢2003” for 2002,

Subsec. (1)(6). Pub. L. 108-7, [(3)], substituted 2003’
for ‘2002”°.

Subsec. (K)(3)(A). [(4)],
€¢2003> for <*2002”".

2001—Pub. L. 107-73, which directed the amendment of
“Section 136a-1 of title 7, U.S.C.”, was executed by
making the amendments to this section, which is sec-
tion 4 of the Federal Insecticide, Fungicide, and
Rodenticide Act, to reflect the probable intent of Con-
gress. See below.

Subsec. (1)(6)(C)(1). Pub. L. 107-73, [(1)], substituted
‘17,000,000 for ‘$14,000,000’ and ‘‘fiscal year 2002’ for
“‘each fiscal year”.

Subsec. (@({1)(5)(H). [(2)1,
€€2002” for <*2001"".

Subsec. (1)(6). Pub. L. 107-73, [(3)], substituted 2002
for ‘2001”°.

Subsec. (k)(3)(A). Pub. L. 107-73, [(4)], substituted
€¢2002” for ‘2001 and ‘Y40 for ‘%%’ in introductory pro-
visions.

1996—Pub. L. 104-170, §501, which directed amendment
of section 4 without specifying the name of the Act
being amended, was executed to this section, which is
section 4 of the Federal Insecticide, Fungicide, and
Rodenticide Act, to reflect the probable intent of Con-
gress.

Subsec. (d)(4)(B). Pub. L. 104-170, §210(c)(2), inserted
at end provisions authorizing extension of deadline for
production of residue chemistry data in case of minor
use and setting forth conditions to be met for such ex-
tension in cls. (i) to (iv).

Subsec. (d)(6). Pub. L. 104-170, §210(f)(1)(A), inserted
at end provisions delaying upon written request action
with regard to unsupported minor uses, authorizing re-
fusal of request where there are health or environ-
mental concerns, authorizing publication of notice in
Federal Register and monitoring of development of
data, setting forth procedures where registrant is not
meeting or has not met schedule for production of data,
and authorizing denial, modification, or revocation of
temporary extension where use may cause adverse ef-
fect on environment and requiring notice of such rev-
ocation to registrant.

Subsec. (e)(2)(B). Pub. L. 104-170, §210(c)(2), inserted
at end provisions authorizing extension of deadline for
production of residue chemistry data in case of minor
use and setting forth conditions to be met for such ex-
tension in cls. (i) to (iv).

Subsec. (e)(3)(A). Pub. L. 104-170, §210(H)(1)(B), in-
serted at end provisions delaying upon written request
action with regard to unsupported minor uses, author-
izing refusal of request where there are health or envi-
ronmental concerns, authorizing publication of notice
in Federal Register and monitoring of development of
data, setting forth procedures where registrant is not
meeting or has not met schedule for production of data,
and authorizing denial, modification, or revocation of
temporary extension where use may cause adverse ef-
fect on environment and requiring notice of such rev-
ocation to registrant.

Subsec. (f)(2)(B). Pub. L. 104-170, §210(c)(2), inserted at
end provisions authorizing extension of deadline for
production of residue chemistry data in case of minor
use and setting forth conditions to be met for such ex-
tension in cls. (i) to (iv).

Subsec. (f)(3). Pub. L. 104-170, §210(f)(1)(A), inserted at
end provisions delaying upon written request action
with regard to unsupported minor uses, authorizing re-
fusal of request where there are health or environ-
mental concerns, authorizing publication of notice in
Federal Register and monitoring of development of

Pub. L. 108-T7, substituted

Pub. L. 107-73, substituted
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data, setting forth procedures where registrant is not
meeting or has not met schedule for production of data,
and authorizing denial, modification, or revocation of
temporary extension where use may cause adverse ef-
fect on environment and requiring notice of such rev-
ocation to registrant.

Subsec. (2)(2)(E). Pub. L. 104-170, §103, added subpar.
(B).
Subsec. (1)(4)(B) to (D). Pub. L. 104-170, §232(1), added
subpar. (B) and redesignated former subpars. (B) and (C)
as (C) and (D), respectively.

Subsec. (1)(56)(C). Pub. L. 104-170, §501(a)(2), designated
existing provisions as cl. (i) and added cl. (ii).

Subsec. ()(5)(F), (G). Pub. L. 104-170, §232(2), added
subpar. (F) and redesignated former subpar. (F) as (G).

Subsec. (1)(5)(H). Pub. L. 104-170, §501(a)(1), sub-
stituted 2001 for ‘“1997".

Pub. L. 104-170, §232(2), redesignated subpar. (G) as
(H).

Subsec. (i)(6). Pub. L. 104-170, §501(a)(1), substituted
2001 for <“1997”".

Subsec. (1)(T)(B). Pub. L. 104-170, §232(3), substituted
‘“, to determine the registrant’s eligibility’’ for ‘‘or to
determine the registrant’s eligibility’’ and inserted be-
fore period at end *‘, or to determine the volume usage
for public health pesticides’.

Subsec. (k)(1). Pub. L. 104-170, §501(b), inserted
“which shall be known as the Reregistration and Expe-
dited Processing Fund’ before period at end.

Subsec. (k)(2). Pub. L. 104-170, §501(c), amended head-
ing and text of par. (2) generally. Prior to amendment,
text read as follows: ‘‘All fees collected by the Adminis-
trator under subsection (i) of this section shall be de-
posited into the fund and shall be available to the Ad-
ministrator, without fiscal year limitation, to carry
out reregistration and expedited processing of similar
applications.”

Subsec. (k)(3)(A). Pub. L. 104-170, §501(d)(1), which di-
rected the amendment of introductory provisions by
substituting ‘‘for each of the fiscal years 1997 through
2001, not more than % of the maintenance fees collected
in such fiscal year” for ‘‘for each of the fiscal years
1992, 1993, and 1994, #th of the maintenance fees col-
lected, up to 2 million each year”, was executed by
making the substitution for text which contained the
phrase ‘‘$2 million”’, to reflect the probable intent of

Congress.

Subsec. (K)(3)(A)(@ii). Pub. L. 104-170, §232(4), added cl.
(iii).

Subsec. (k)(3)(C). Pub. L. 104-170, §501(d)(2), added
subpar. (C).

Subsec. (k)(5). Pub. L. 104-170, §501(e), amended head-
ing and text of par. (6) generally. Prior to amendment,
text read as follows: ‘“The Administrator shall—

“(A) provide an annual accounting of the fees col-
lected and disbursed from the fund; and

“(B) take all steps necessary to ensure that expend-
itures from such fund are used only to carry out this
section.”

Subsec. (I). Pub. L. 104-170, §501(f), added subsec. (I).
Former subsec. (1) redesignated (m).

Subsec. (m). Pub. L. 104-170, §501(f), redesignated sub-
sec. (1) as (m). Former subsec. (m) redesignated (n).

Pub. L. 104-170, §237, added subsec. (m).

Subsec. (n). Pub. L. 104-170, §501(f), redesignated sub-
sec. (m) as (n).

1991—Subsec. (f)(3). Pub. L. 102-237, §1006(a)(4), re-
aligned margin.

Subsec. (1)(5). Pub. L. 102-237, §1006(e), amended par.
(5) generally, substituting, in subpar. (A), provisions re-
lating to January 15 for provisions relating to March 1,
in subpar. (A)(i), provisions relating to fee of $650 for
first registration for provisions relating to fee of $425
for each registration for registrants holding not more
than 50 registrations, and in subpar. (A)(ii), provisions
relating to fee of $1,300 for each additional registration
up to 200 registrations, with no fee thereafter, for pro-
visions relating to fee of $425 for each registration up
to 50, $100 for each registration over 50, with no fee
after 200 registrations, redesignating provisions for-
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merly set out in subpar. (A), following cl. (ii), as sub-
par. (B), and substituting provisions relating to fee
under this par. for provisions relating to fee under this
subpar., redesignating former subpar. (B) as (C), strik-
ing former subpar. (C), which set maximum annual fee
for registrants under subpar. (A)({) at $20,000, and for
registrants under subpar. (A)(ii) at $35,000, adding sub-
pars. (D) and (E), and redesignating former subpars. (D)
and (E) as (F) and (G), respectively.

Subsec. (k)(3)(A). Pub. L. 102-237, §1006(f), substituted
“for each of the fiscal years 1992, 1993, and 1994, Y4th of
the maintenance fees collected, up to $2 million each
year” for ‘‘each fiscal year not more than $2,000,000 of
the amounts in the fund’.

1990—Subsec. (1)(5)(A). Pub. L. 101-624 inserted sen-
tence at end relating to reduction or waiver of fee
where pesticide is registered for minor agricultural use.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2012 AMENDMENT

Pub. L. 112-177, §2(c), Sept. 28, 2012, 126 Stat. 1407, pro-
vided that: ‘““This section [amending this section, sec-
tion 136w-8 of this title, and section 346a of Title 21,
Food and Drugs, and enacting provisions set out as a
note under this section] and the amendments made by
this section take effect on October 1, 2012.”

EFFECTIVE DATE OF 2007 AMENDMENT

Amendment by Pub. L. 110-94 effective Oct. 1, 2007,
see section 6 of Pub. L. 110-94, set out as a note under
section 136a of this title.

EFFECTIVE DATE OF 2004 AMENDMENT

Amendment by Pub. L. 108-199 effective on the date
that is 60 days after Jan. 23, 2004, except as otherwise
provided, see section 501(h) of Pub. L. 108-199, set out as
a note under section 136a of this title.

EFFECTIVE DATE

Section effective on expiration of 60 days after Oct.
25, 1988, see section 901 of Pub. L. 100-532, set out as an
Effective Date of 1988 Amendment note under section
136 of this title.

EXTENSION OF LIMITATIONS ON FEE AMOUNTS AND
USAGE OF FEES

Pub. L. 115-141, div. M, title IV, §401(a), Mar. 23, 2018,
132 Stat. 1049, provided that: ‘“The following sections of
the Federal Insecticide, Fungicide, and Rodenticide Act
shall continue in effect through September 30, 2018—

‘(1) subparagraphs (C) through (E) of section 4(i)(1)

(7 U.8.C. 136a-1(1)(1)(C)—(E));

“(2) section 4(k)(3) (7 U.S.C. 136a-1(k)(3));
“(3) section 4(k)(4) (7 U.S.C. 136a-1(k)(4)); and
““(4) section 33(c)(3)(B) (7 U.S.C. 136w-8(c)(3)(B)).”

Pub. L. 115-141, div. M, title IV, §401(b)(1), Mar. 23,
2018, 132 Stat. 1050, provided that: ‘“Section 4@i)(1)(I) of
the Federal Insecticide, Fungicide, and Rodenticide Act
(7 U.S.C. 136a-1(i)(1)(1)) shall be applied by substituting
‘September 30, 2018’ for ‘September 30, 2017°.”’

RELATIONSHIP OF PUB. L. 112-177 To OTHER LAW

Pub. L. 112-177, §2(d), Sept. 28, 2012, 126 Stat. 1407, pro-
vided that: “In the case of any conflict between this
section [amending this section, section 136w-8 of this
title, and section 346a of Title 21, Food and Drugs, and
enacting provisions set out as a note under this sec-
tion] (including the amendments made by this section)
and a joint resolution making continuing appropria-
tions for fiscal year 2013 (including any amendments
made by such a joint resolution), this section and the
amendments made by this section shall control.”

ADJUSTMENT OF MAXIMUM ANNUAL FEE PAYABLE BY
PESTICIDE REGISTRANTS

Pub. L. 108-11, title II, Apr. 16, 2003, 117 Stat. 603, pro-
vided that: “Within 30 days of enactment of this Act
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[Apr. 16, 2003], the Administrator of the Environmental
Protection Agency shall adjust each ‘maximum annual
fee payable’ pursuant to 7 U.S.C. 136a-1(i)(5)(D) and (E)
in a manner such that maintenance fee collections
made to reach the level authorized in division K of Pub-
lic Law 108-7 [see Tables for classification] shall be es-
tablished in the same proportion as those maintenance
fee collections authorized in Public Law 107-73 [see Ta-
bles for classification].”

§ 136b. Transferred

Editorial Notes
CODIFICATION

Section, act June 25, 1947, ch. 125, §4, as added Oct. 21,
1972, Pub. L. 92-516, §2, 86 Stat. 983; amended Nov. 28,
1975, Pub. L. 94-140, §§5, 11, 89 Stat. 7563, 754; Sept. 30,
1978, Pub. L. 95-396, §9, 92 Stat. 827; Oct. 25, 1988, Pub.
L. 100-532, title VIII, §801(c), (q)(1)(A), (B), 102 Stat.
2681, 2683, which related to use of restricted use pes-
ticides and certification of applicators, was transferred
to subsecs. (a) to (c¢) of section 11 of act June 25, 1947,
by section 801(q)(1)(A) of Pub. L. 100-532 and is classi-
fied to section 136i(a) to (c) of this title.

§136c. Experimental use permits
(a) Issuance

Any person may apply to the Administrator
for an experimental use permit for a pesticide.
An application for an experimental use permit
for a covered application under section 136w—8(b)
of this title shall conform with the requirements
of that section. The Administrator shall review
the application. After completion of the review,
but not later than one hundred and twenty days
after receipt of the application and all required
supporting data (or in the case of an application
for an experimental use permit for a covered ap-
plication under section 136w-8(b) of this title,
not later than the last day of the applicable
timeframe for such application specified in such
section), the Administrator shall either issue
the permit or notify the applicant of the Admin-
istrator’s determination not to issue the permit
and the reasons therefor. The applicant may
correct the application or request a waiver of
the conditions for such permit within thirty
days of receipt by the applicant of such notifica-
tion. The Administrator may issue an experi-
mental use permit only if the Administrator de-
termines that the applicant needs such permit
in order to accumulate information necessary to
register a pesticide under section 136a of this
title. An application for an experimental use
permit may be filed at any time.

(b) Temporary tolerance level

If the Administrator determines that the use
of a pesticide may reasonably be expected to re-
sult in any residue on or in food or feed, the Ad-
ministrator may establish a temporary toler-
ance level for the residue of the pesticide before
issuing the experimental use permit.

(c) Use under permit

Use of a pesticide under an experimental use
permit shall be under the supervision of the Ad-
ministrator, and shall be subject to such terms
and conditions and be for such period of time as
the Administrator may prescribe in the permit.
(d) Studies

When any experimental use permit is issued
for a pesticide containing any chemical or com-
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bination of chemicals which has not been in-
cluded in any previously registered pesticide,
the Administrator may specify that studies be
conducted to detect whether the use of the pes-
ticide under the permit may cause unreasonable
adverse effects on the environment. All results
of such studies shall be reported to the Adminis-
trator before such pesticide may be registered
under section 136a of this title.

(e) Revocation

The Administrator may revoke any experi-
mental use permit, at any time, if the Adminis-
trator finds that its terms or conditions are
being violated, or that its terms and conditions
are inadequate to avoid unreasonable adverse ef-
fects on the environment.

(f) State issuance of permits

Notwithstanding the foregoing provisions of
this section, the Administrator shall, under such
terms and conditions as the Administrator may
by regulations prescribe, authorize any State to
issue an experimental use permit for a pesticide.
All provisions of section 136i of this title relat-
ing to State plans shall apply with equal force
to a State plan for the issuance of experimental
use permits under this section.

(g) Exemption for agricultural research agencies

Notwithstanding the foregoing provisions of
this section, the Administrator may issue an ex-
perimental use permit for a pesticide to any
public or private agricultural research agency or
educational institution which applies for such
permit. Each permit shall not exceed more than
a one-year period or such other specific time as
the Administrator may prescribe. Such permit
shall be issued under such terms and conditions
restricting the use of the pesticide as the Ad-
ministrator may require. Such pesticide may be
used only by such research agency or edu-
cational institution for purposes of experimen-
tation.

(June 25, 1947, ch. 125, §5, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 983; amended Pub. L.
94-140, §10, Nov. 28, 1975, 89 Stat. 754; Pub. L.
95-396, §10, Sept. 30, 1978, 92 Stat. 828; Pub. L.
100-5632, title VIII, §801(d), (q)(1)(D), Oct. 25, 1988,
102 Stat. 2681, 2683; Pub. L. 102-237, title X,
§1006(b)(1), Dec. 13, 1991, 105 Stat. 1895; Pub. L.
116-8, §4, Mar. 8, 2019, 133 Stat. 487.)

Editorial Notes
PRIOR PROVISIONS

A prior section 5 of act June 25, 1947, was classified to
section 135c of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

2019—Subsec. (a). Pub. L. 116-8 substituted ‘‘permit
for a pesticide. An application for an experimental use
permit for a covered application under section
136w-8(b) of this title shall conform with the require-
ments of that section.” for ‘‘permit for a pesticide.”
and inserted ‘‘(or in the case of an application for an
experimental use permit for a covered application
under section 136w-8(b) of this title, not later than the
last day of the applicable timeframe for such applica-
tion specified in such section)” after ‘‘all required sup-
porting data’’.

1991—Subsecs. (b), (e), (f). Pub. L. 102-237 substituted
‘‘the Administrator’ for ‘he’’ before ‘“‘may’’ in subsec.
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(b), before ‘‘finds’’ in subsec. (e), and before ‘“may’ in
subsec. (f).

1988—Subsec. (f). Pub. L. 100-532, §801(q)(1)(D), sub-
stituted ‘136i” for ‘“136b’".

Subsec. (g). Pub. L. 100-532, §801(d), substituted ‘re-
quire. Such pesticide” for ‘‘require: Provided, That such
pesticide”.

1978—Subsec. (a). Pub. L. 95-396, §10(1), provided for
review of application, issuance or nonissuance of exper-
imental use permit within prescribed period including
reasons for denial, correction of application, and waiv-
er of conditions and substituted provision for filing an
application for experimental use permit at any time for
prior provision for filing at the time of or before or
after an application for registration is filed.

Subsec. (f). Pub. L. 95-396, §10(2), substituted in first
sentence ‘‘shall” for ‘“may’’ where first appearing.

1975—Subsec. (g). Pub. L. 94-140 added subsec. (g).

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§136d. Administrative review; suspension

(a) Existing stocks and information
(1) Existing stocks

The Administrator may permit the contin-
ued sale and use of existing stocks of a pes-
ticide whose registration is suspended or can-
celed under this section, or section 136a or
136a—1 of this title, to such extent, under such
conditions, and for such uses as the Adminis-
trator determines that such sale or use is not
inconsistent with the purposes of this sub-
chapter.

(2) Information

If at any time after the registration of a pes-
ticide the registrant has additional factual in-
formation regarding unreasonable adverse ef-
fects on the environment of the pesticide, the
registrant shall submit such information to
the Administrator.

(b) Cancellation and change in classification

If it appears to the Administrator that a pes-
ticide or its labeling or other material required
to be submitted does not comply with the provi-
sions of this subchapter or, when used in accord-
ance with widespread and commonly recognized
practice, generally causes unreasonable adverse
effects on the environment, the Administrator
may issue a notice of the Administrator’s intent
either—

(1) to cancel its registration or to change its
classification together with the reasons (in-
cluding the factual basis) for the Administra-
tor’s action, or

(2) to hold a hearing to determine whether or
not its registration should be canceled or its
classification changed.

Such notice shall be sent to the registrant and
made public. In determining whether to issue
any such notice, the Administrator shall include
among those factors to be taken into account
the impact of the action proposed in such notice
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on production and prices of agricultural com-
modities, retail food prices, and otherwise on
the agricultural economy. At least 60 days prior
to sending such notice to the registrant or mak-
ing public such notice, whichever occurs first,
the Administrator shall provide the Secretary of
Agriculture with a copy of such notice and an
analysis of such impact on the agricultural
economy. If the Secretary comments in writing
to the Administrator regarding the notice and
analysis within 30 days after receiving them, the
Administrator shall publish in the Federal Reg-
ister (with the notice) the comments of the Sec-
retary and the response of the Administrator
with regard to the Secretary’s comments. If the
Secretary does not comment in writing to the
Administrator regarding the notice and analysis
within 30 days after receiving them, the Admin-
istrator may notify the registrant and make
public the notice at any time after such 30-day
period notwithstanding the foregoing 60-day
time requirement. The time requirements im-
posed by the preceding 3 sentences may be
waived or modified to the extent agreed upon by
the Administrator and the Secretary. Notwith-
standing any other provision of this subsection
and section 136w(d) of this title, in the event
that the Administrator determines that suspen-
sion of a pesticide registration is necessary to
prevent an imminent hazard to human health,
then upon such a finding the Administrator may
waive the requirement of notice to and consulta-
tion with the Secretary of Agriculture pursuant
to this subsection and of submission to the Sci-
entific Advisory Panel pursuant to section
136w(d) of this title and proceed in accordance
with subsection (c). When a public health use is
affected, the Secretary of Health and Human
Services should provide available benefits and
use information, or an analysis thereof, in ac-
cordance with the procedures followed and sub-
ject to the same conditions as the Secretary of
Agriculture in the case of agricultural pes-
ticides. The proposed action shall become final
and effective at the end of 30 days from receipt
by the registrant, or publication, of a notice
issued under paragraph (1), whichever occurs
later, unless within that time either (i) the reg-
istrant makes the necessary corrections, if pos-
sible, or (ii) a request for a hearing is made by
a person adversely affected by the notice. In the
event a hearing is held pursuant to such a re-
quest or to the Administrator’s determination
under paragraph (2), a decision pertaining to
registration or classification issued after com-
pletion of such hearing shall be final. In taking
any final action under this subsection, the Ad-
ministrator shall consider restricting a pes-
ticide’s use or uses as an alternative to cancella-
tion and shall fully explain the reasons for these
restrictions, and shall include among those fac-
tors to be taken into account the impact of such
final action on production and prices of agricul-
tural commodities, retail food prices, and other-
wise on the agricultural economy, and the Ad-
ministrator shall publish in the Federal Reg-
ister an analysis of such impact.

(c) Suspension
(1) Order

If the Administrator determines that action
is necessary to prevent an imminent hazard
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during the time required for cancellation or
change in classification proceedings, the Ad-
ministrator may, by order, suspend the reg-
istration of the pesticide immediately. Except
as provided in paragraph (3), no order of sus-
pension may be issued under this subsection
unless the Administrator has issued, or at the
same time issues, a notice of intention to can-
cel the registration or change the classifica-
tion of the pesticide under subsection (b). Ex-
cept as provided in paragraph (3), the Adminis-
trator shall notify the registrant prior to
issuing any suspension order. Such notice
shall include findings pertaining to the ques-
tion of “imminent hazard’. The registrant
shall then have an opportunity, in accordance
with the provisions of paragraph (2), for an ex-
pedited hearing before the Administrator on
the question of whether an imminent hazard
exists.
(2) Expedite hearing

If no request for a hearing is submitted to
the Administrator within five days of the reg-
istrant’s receipt of the notification provided
for by paragraph (1), the suspension order may
be issued and shall take effect and shall not be
reviewable by a court. If a hearing is re-
quested, it shall commence within five days of
the receipt of the request for such hearing un-
less the registrant and the Administrator
agree that it shall commence at a later time.
The hearing shall be held in accordance with
the provisions of subchapter II of chapter 5 of
title 5, except that the presiding officer need
not be a certified administrative law judge.
The presiding officer shall have ten days from
the conclusion of the presentation of evidence
to submit recommended findings and conclu-
sions to the Administrator, who shall then
have seven days to render a final order on the
issue of suspension.
(3) Emergency order

Whenever the Administrator determines
that an emergency exists that does not permit
the Administrator to hold a hearing before
suspending, the Administrator may issue a
suspension order in advance of notification to
the registrant. The Administrator may issue
an emergency order under this paragraph be-
fore issuing a notice of intention to cancel the
registration or change the classification of the
pesticide under subsection (b) and the Admin-
istrator shall proceed to issue the notice under
subsection (b) within 90 days of issuing an
emergency order. If the Administrator does
not issue a notice under subsection (b) within
90 days of issuing an emergency order, the
emergency order shall expire. In the case of an
emergency order, paragraph (2) shall apply ex-
cept that (A) the order of suspension shall be
in effect pending the expeditious completion
of the remedies provided by that paragraph
and the issuance of a final order on suspen-
sion, and (B) no party other than the reg-
istrant and the Administrator shall partici-
pate except that any person adversely affected
may file briefs within the time allotted by the
Agency’s rules. Any person so filing briefs
shall be considered a party to such proceeding
for the purposes of section 136n(b) of this title.
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(4) Judicial review

A final order on the question of suspension
following a hearing shall be reviewable in ac-
cordance with section 136n of this title, not-
withstanding the fact that any related can-
cellation proceedings have not been com-
pleted. Any order of suspension entered prior
to a hearing before the Administrator shall be
subject to immediate review in an action by
the registrant or other interested person with
the concurrence of the registrant in an appro-
priate district court, solely to determine
whether the order of suspension was arbitrary,
capricious or an abuse of discretion, or wheth-
er the order was issued in accordance with the
procedures established by law. The effect of
any order of the court will be only to stay the
effectiveness of the suspension order, pending
the Administrator’s final decision with respect
to cancellation or change in classification.
This action may be maintained simulta-
neously with any administrative review pro-
ceedings under this section. The commence-
ment of proceedings under this paragraph
shall not operate as a stay of order, unless or-
dered by the court.

(d) Public hearings and scientific review

In the event a hearing is requested pursuant to
subsection (b) or determined upon by the Ad-
ministrator pursuant to subsection (b), such
hearing shall be held after due notice for the
purpose of receiving evidence relevant and ma-
terial to the issues raised by the objections filed
by the applicant or other interested parties, or
to the issues stated by the Administrator, if the
hearing is called by the Administrator rather
than by the filing of objections. Upon a showing
of relevance and reasonable scope of evidence
sought by any party to a public hearing, the
Hearing Examiner shall issue a subpena to com-
pel testimony or production of documents from
any person. The Hearing Examiner shall be guid-
ed by the principles of the Federal Rules of Civil
Procedure in making any order for the protec-
tion of the witness or the content of documents
produced and shall order the payment of reason-
able fees and expenses as a condition to requir-
ing testimony of the witness. On contest, the
subpena may be enforced by an appropriate
United States district court in accordance with
the principles stated herein. Upon the request of
any party to a public hearing and when in the
Hearing Examiner’s judgment it is necessary or
desirable, the Hearing Examiner shall at any
time before the hearing record is closed refer to
a Committee of the National Academy of
Sciences the relevant questions of scientific fact
involved in the public hearing. No member of
any committee of the National Academy of
Sciences established to carry out the functions
of this section shall have a financial or other
conflict of interest with respect to any matter
considered by such committee. The Committee
of the National Academy of Sciences shall re-
port in writing to the Hearing Examiner within
60 days after such referral on these questions of
scientific fact. The report shall be made public
and shall be considered as part of the hearing
record. The Administrator shall enter into ap-
propriate arrangements with the National Acad-
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emy of Sciences to assure an objective and com-
petent scientific review of the questions pre-
sented to Committees of the Academy and to
provide such other scientific advisory services
as may be required by the Administrator for
carrying out the purposes of this subchapter. As
soon as practicable after completion of the hear-
ing (including the report of the Academy) but
not later than 90 days thereafter, the Adminis-
trator shall evaluate the data and reports before
the Administrator and issue an order either re-
voking the Administrator’s notice of intention
issued pursuant to this section, or shall issue an
order either canceling the registration, chang-
ing the classification, denying the registration,
or requiring modification of the labeling or
packaging of the article. Such order shall be
based only on substantial evidence of record of
such hearing and shall set forth detailed find-
ings of fact upon which the order is based.

(e) Conditional registration

(1) The Administrator shall issue a notice of
intent to cancel a registration issued under sec-
tion 136a(c)(7) of this title if (A) the Adminis-
trator, at any time during the period provided
for satisfaction of any condition imposed, deter-
mines that the registrant has failed to initiate
and pursue appropriate action toward fulfilling
any condition imposed, or (B) at the end of the
period provided for satisfaction of any condition
imposed, that condition has not been met. The
Administrator may permit the continued sale
and use of existing stocks of a pesticide whose
conditional registration has been canceled under
this subsection to such extent, under such condi-
tions, and for such uses as the Administrator
may specify if the Administrator determines
that such sale or use is not inconsistent with
the purposes of this subchapter and will not
have unreasonable adverse effects on the envi-
ronment.

(2) A cancellation proposed under this sub-
section shall become final and effective at the
end of thirty days from receipt by the registrant
of the notice of intent to cancel unless during
that time a request for hearing is made by a per-
son adversely affected by the notice. If a hearing
is requested, a hearing shall be conducted under
subsection (d) of this section. The only matters
for resolution at that hearing shall be whether
the registrant has initiated and pursued appro-
priate action to comply with the condition or
conditions within the time provided or whether
the condition or conditions have been satisfied
within the time provided, and whether the Ad-
ministrator’s determination with respect to the
disposition of existing stocks is consistent with
this subchapter. A decision after completion of
such hearing shall be final. Notwithstanding any
other provision of this section, a hearing shall
be held and a determination made within sev-
enty-five days after receipt of a request for such
hearing.

(f) General provisions
(1) Voluntary cancellation

(A) A registrant may, at any time, request
that a pesticide registration of the registrant
be canceled or amended to terminate one or
more pesticide uses.
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(B) Before acting on a request under sub-
paragraph (A), the Administrator shall publish
in the Federal Register a notice of the receipt
of the request and provide for a 30-day period
in which the public may comment.

(C) In the case of a pesticide that is reg-
istered for a minor agricultural use, if the Ad-
ministrator determines that the cancellation
or termination of uses would adversely affect
the availability of the pesticide for use, the
Administrator—

(i) shall publish in the Federal Register a
notice of the receipt of the request and make
reasonable efforts to inform persons who so
use the pesticide of the request; and

(ii) may not approve or reject the request
until the termination of the 180-day period
beginning on the date of publication of the
notice in the Federal Register, except that
the Administrator may waive the 180-day pe-
riod upon the request of the registrant or if
the Administrator determines that the con-
tinued use of the pesticide would pose an un-
reasonable adverse effect on the environ-
ment.

(D) Subject to paragraph (3)(B), after com-
plying with this paragraph, the Administrator
may approve or deny the request.

(2) Publication of notice

A notice of denial of registration, intent to
cancel, suspension, or intent to suspend issued
under this subchapter or a notice issued under
subsection (c)(4) or (d)(5)(A) of section 136a-1
of this title shall be published in the Federal
Register and shall be sent by certified mail,
return receipt requested, to the registrant’s or
applicant’s address of record on file with the
Administrator. If the mailed notice is re-
turned to the Administrator as undeliverable
at that address, if delivery is refused, or if the
Administrator otherwise is unable to accom-
plish delivery of the notice to the registrant
or applicant after making reasonable efforts
to do so, the notice shall be deemed to have
been received by the registrant or applicant on
the date the notice was published in the Fed-
eral Register.

(3) Transfer of registration of pesticides reg-
istered for minor agricultural uses

In the case of a pesticide that is registered
for a minor agricultural use:

(A) During the 180-day period referred to in
paragraph (1)(C)(ii), the registrant of the
pesticide may notify the Administrator of
an agreement between the registrant and a
person or persons (including persons who so
use the pesticide) to transfer the registra-
tion of the pesticide, in lieu of canceling or
amending the registration to terminate the
use.

(B) An application for transfer of registra-
tion, in conformance with any regulations
the Administrator may adopt with respect
to the transfer of the pesticide registrations,
must be submitted to the Administrator
within 30 days of the date of notification
provided pursuant to subparagraph (A). If
such an application is submitted, the Ad-
ministrator shall approve the transfer and
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shall not approve the request for voluntary
cancellation or amendment to terminate use
unless the Administrator determines that
the continued use of the pesticide would
cause an unreasonable adverse effect on the
environment.

(C) If the Administrator approves the
transfer and the registrant transfers the reg-
istration of the pesticide, the Administrator
shall not cancel or amend the registration to
delete the use or rescind the transfer of the
registration, during the 180-day period be-
ginning on the date of the approval of the
transfer unless the Administrator deter-
mines that the continued use of the pes-
ticide would cause an unreasonable adverse
effect on the environment.

(D) The new registrant of the pesticide
shall assume the outstanding data and other
requirements for the pesticide that are pend-
ing at the time of the transfer.

(4) Utilization of data for voluntarily canceled
pesticide

When an application is filed with the Admin-
istrator for the registration of a pesticide for
a minor use and another registrant subse-
quently voluntarily cancels its registration
for an identical or substantially similar pes-
ticide for an identical or substantially similar
use, the Administrator shall process, review,
and evaluate the pending application as if the
voluntary cancellation had not yet taken
place except that the Administrator shall not
take such action if the Administrator deter-
mines that such minor use may cause an un-
reasonable adverse effect on the environment.
In order to rely on this subsection, the appli-
cant must certify that it agrees to satisfy any
outstanding data requirements necessary to
support the reregistration of the pesticide in
accordance with the data submission schedule
established by the Administrator.

(g) Notice for stored pesticides with canceled or
suspended registrations

(1) In general

Any producer or exporter of pesticides, reg-
istrant of a pesticide, applicant for registra-
tion of a pesticide, applicant for or holder of
an experimental use permit, commercial appli-
cator, or any person who distributes or sells
any pesticide, who possesses any pesticide
which has had its registration canceled or sus-
pended under this section shall notify the Ad-
ministrator and appropriate State and local
officials of—

(A) such possession,

(B) the quantity of such pesticide such per-
son possesses, and

(C) the place at which such pesticide is
stored.

(2) Copies

The Administrator shall transmit a copy of
each notice submitted under this subsection to
the regional office of the Environmental Pro-
tection Agency which has jurisdiction over the
place of pesticide storage identified in the no-
tice.
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(h) Judicial review

Final orders of the Administrator under this
section shall be subject to judicial review pursu-
ant to section 136n of this title.

(June 25, 1947, ch. 125, §6, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 984; amended Pub. L.
94-140, §1, Nov. 28, 1975, 89 Stat. 751; Pub. L.
95-251, §2(a)(2), Mar. 27, 1978, 92 Stat. 183; Pub. L.
95-396, §§11, 12, Sept. 30, 1978, 92 Stat. 828; Pub. L.
98-620, title IV, §402(4)(A), Nov. 8, 1984, 98 Stat.
3357; Pub. L. 100-532, title II, §201, title IV, §404,
title VIII, §801(e), (q)(2)(B), Oct. 25, 1988, 102
Stat. 2668, 2673, 2681, 2683; Pub. L. 101-624, title
XIV, §1494, Nov. 28, 1990, 104 Stat. 3628; Pub. L.
102-237, title X, §1006(a)(5), (b)(1), (2), (3)(C)—(E),
Dec. 13, 1991, 105 Stat. 1895, 1896; Pub. L. 104-170,
title I, §§102, 106(a), title II, §§210(g), (h), 233,
Aug. 3, 1996, 110 Stat. 1489, 1491, 1500, 1509.)

Editorial Notes
CODIFICATION

“Subchapter II of chapter 5 of title 5", referred to in
subsec. (¢)(2), was in the original ‘‘subchapter II of
Title 5, and was editorially changed to reflect the
probable intent of Congress.

PRIOR PROVISIONS

A prior section 6 of act June 25, 1947, was classified to
section 135d of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1996—Subsec. (a). Pub. L. 104-170, §106(a)(1), sub-
stituted ‘‘Existing stocks and information” for ‘‘Can-
cellation after five years’ in heading.

Subsec. (a)(1). Pub. L. 104-170, §106(a)(2), amended
heading and text generally. Prior to amendment, text
read as follows: ‘“The Administrator shall cancel the
registration of any pesticide at the end of the five-year
period which begins on the date of its registration (or
at the end of any five year period thereafter) unless the
registrant, or other interested person with the concur-
rence of the registrant, before the end of such period,
requests in accordance with regulations prescribed by
the Administrator that the registration be continued in
effect. The Administrator may permit the continued
sale and use of existing stocks of a pesticide whose reg-
istration is canceled under this subsection or sub-
section (b) of this section to such extent, under such
conditions, and for such uses as the Administrator may
specify if the Administrator determines that such sale
or use is not inconsistent with the purposes of this sub-
chapter and will not have unreasonable adverse effects
on the environment. The Administrator shall publish in
the Federal Register, at least 30 days prior to the expi-
ration of such five-year period, notice that the registra-
tion will be canceled if the registrant or other inter-
ested person with the concurrence of the registrant
does not request that the registration be continued in
effect.”

Subsec. (b). Pub. L. 104-170, §233, inserted ‘“When a
public health use is affected, the Secretary of Health
and Human Services should provide available benefits
and use information, or an analysis thereof, in accord-
ance with the procedures followed and subject to the
same conditions as the Secretary of Agriculture in the
case of agricultural pesticides.” before ‘‘The proposed
action shall become final’.

Subsec. (c)(1). Pub. L. 104-170, §102(a), amended sec-
ond sentence generally. Prior to amendment, second
sentence read as follows: ‘““No order of suspension may
be issued unless the Administrator has issued or at the
same time issues notice of the Administrator’s inten-
tion to cancel the registration or change the classifica-
tion of the pesticide.”
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Subsec. (¢)(3). Pub. L. 104-170, §102(b), inserted after
first sentence ‘“The Administrator may issue an emer-
gency order under this paragraph before issuing a no-
tice of intention to cancel the registration or change
the classification of the pesticide under subsection (b)
of this section and the Administrator shall proceed to
issue the notice under subsection (b) of this section
within 90 days of issuing an emergency order. If the Ad-
ministrator does not issue a notice under subsection (b)
of this section within 90 days of issuing an emergency
order, the emergency order shall expire.” and sub-
stituted ‘“‘In the case of an emergency order’ for ‘“‘In
that case’.

Subsec. (H)(1)(C)(di). Pub. L. 104-170, §210(g)(1), sub-
stituted ‘‘180-day’’ for ‘‘90-day’’ in two places.

Subsec. ()(3)(A). Pub. L. 104-170, §210(g)(2),
stituted ‘“180-day’’ for ‘‘90-day’’.

Subsec. (f)(4). Pub. L. 104-170, §210(h), added par. (4).

1991—Subsec. (a)(1). Pub. L. 102-237, §1006(b)(1), sub-

sub-

stituted ‘‘the Administrator” for ‘he’ before ‘‘may
specify’ and before ‘‘determines’.
Subsec. (a)(2). Pub. L. 102-237, §1006(b)(3)(C), sub-
stituted ‘‘the registrant’ for ‘“he’ before ‘‘shall’.
Subsec. (b). Pub. L. 102-237, §1006(b)(1), (2), sub-

stituted ‘‘the Administrator’s’ for ‘his” in introduc-
tory provisions and par. (1), and ‘‘the Administrator”’
for ‘“he” before ‘‘shall publish”’ in last sentence.

Subsec. (c)(1). Pub. L. 102-237, §1006(b)(1), (2), sub-
stituted ‘‘the Administrator’” for ‘‘he’” before ‘“‘may’’
and ‘‘the Administrator’s” for ‘his’ before ‘‘inten-
tion”.

Subsec. (c)(3). Pub. L. 102-237, §1006(b)(1), (3)(D), sub-
stituted ‘‘the Administrator’” for ‘he’ before ‘“‘may’’
and ‘‘the Administrator” for ‘“him’ after ‘‘permit”’.

Subsec. (d). Pub. L. 102-237, §1006(b)(2), (3)(E), in pe-
nultimate sentence substituted ‘‘the Administrator’s”
for “his” and ‘‘the Administrator’” for ‘him’ before
“‘and issue’.

Subsec. (£)(3)(B). Pub. L. 102-237, §1006(a)(5),
stituted ‘‘adverse effect’ for ‘‘adverse affect’.

1990—Subsec. (f)(1). Pub. L. 101-624, §1494(1), amended
par. (1) generally. Prior to amendment, par. (1) read as
follows: ‘A registrant at any time may request that
any of its pesticide registrations be canceled or be
amended to delete one or more uses. Before acting on
such request, the Administrator shall publish in the
Federal Register a notice of the receipt of the request.
Thereafter, the Administrator may approve such a re-
quest.”

Subsec. (f)(3). Pub. L. 101-624, §1494(2), added par. (3).

1988—Subsec. (a)(1). Pub. L. 100-532, §801(e)(1), sub-
stituted ‘‘effect. The Administrator” for ‘‘effect: Pro-
vided, That the Administrator’.

Subsec. (c¢). Pub. L. 100-532, §801(e)(2)—(4), in par. (1)
directed that undesignated paragraph beginning “Ex-
cept as provided” be run into sentence ending ‘‘of the
pesticide.” and substituted ‘‘before the Administrator”’
for ‘‘before the Agency’’, in par. (2) substituted ‘‘sub-
mitted to the Administrator” for ‘“‘submitted to the
Agency” and ‘‘and the Administrator’” for ‘‘and the
Agency’’, and in par. (3) substituted ‘‘(A)” for ‘“‘(i)’’,
“and the Administrator’” for ‘“‘and the Agency’’, and
“(B)” for ““(ii)”.

Subsec. (e). Pub. L. 100-532, §801(e)(5), (6), in par. (1),
substituted ‘“‘met. The Administrator” for ‘“met: Pro-
vided, That the Administrator’, and in par. (2), sub-
stituted ‘‘section. The only” for ‘‘section: Provided,
That the only”.

Subsec. (f). Pub. L. 100-532, §201, added subsec. (f).
Former subsec. (f) redesignated (h).

Subsec. (£)(2). Pub. L. 100-532, §801(q)(2)(B), made a
technical amendment to the reference to section 136a-1
of this title to reflect the renumbering of the cor-
responding section of the original act.

Subsec. (g). Pub. L. 100-532, §404, added subsec. (g).

Subsec. (h). Pub. L. 100-532, §201, redesignated former
subsec. (f) as (h).

1984—Subsec. (c)(4). Pub. L. 98-620 struck out provi-
sions requiring petitions to review orders on the issue
of suspension to be advanced on the docket of the court
of appeals.

sub-
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1978—Subsec. (b). Pub. L. 95-396, §11, required the Ad-
ministrator, in taking any final action under subsec.
(b), to consider restricting a pesticide’s use or uses as
an alternative to cancellation and to fully explain the
reasons for the restrictions.

Subsec. (¢)(2). Pub. L. 95-251 substituted ‘‘administra-
tive law judge” for ‘‘hearing examiner”’.

Subsecs. (e), (f). Pub. L. 95-396, §12, added subsec. (e)
and redesignated former subsec. (e) as (f).

1975—Subsec. (b). Pub. L. 94-140 established criteria
which Administrator must use in determining the
issuance of a suspension of registration notice and the
time periods relating to such notice, set forth required
procedures to be followed by Administrator prior to
publication of such notice, required procedures when
the Secretary elects to comment or fails to comment
on suspension notice, waiver or modification of time
periods in specified required procedures, required proce-
dures for waiver of notice and consent by Secretary for
suspension of registration, and established criteria for
Secretary taking any final action.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE OF 1984 AMENDMENT

Amendment by Pub. L. 98-620 not applicable to cases
pending on Nov. 8, 1984, see section 403 of Pub. L. 98-620,
set out as an Effective Date note under section 1657 of
Title 28, Judiciary and Judicial Procedure.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136e. Registration of establishments
(a) Requirement

No person shall produce any pesticide subject
to this subchapter or active ingredient used in
producing a pesticide subject to this subchapter
in any State unless the establishment in which
it is produced is registered with the Adminis-
trator. The application for registration of any
establishment shall include the name and ad-
dress of the establishment and of the producer
who operates such establishment.

(b) Registration

Whenever the Administrator receives an appli-
cation under subsection (a), the Administrator
shall register the establishment and assign it an
establishment number.

(c) Information required

(1) Any producer operating an establishment
registered under this section shall inform the
Administrator within 30 days after it is reg-
istered of the types and amounts of pesticides
and, if applicable, active ingredients used in
producing pesticides—

(A) which the producer is currently pro-
ducing;

(B) which the producer has produced dur-
ing the past year; and

(C) which the producer has sold or distrib-
uted during the past year.

The information required by this paragraph
shall be kept current and submitted to the Ad-
ministrator annually as required under such
regulations as the Administrator may pre-
scribe.
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(2) Any such producer shall, upon the re-
quest of the Administrator for the purpose of
issuing a stop sale order pursuant to section
136k of this title, inform the Administrator of
the name and address of any recipient of any
pesticide produced in any registered establish-
ment which the producer operates.

(d) Confidential records and information

Any information submitted to the Adminis-
trator pursuant to subsection (c) other than the
names of the pesticides or active ingredients
used in producing pesticides produced, sold, or
distributed at an establishment shall be consid-
ered confidential and shall be subject to the pro-
visions of section 136h of this title.

(June 25, 1947, ch. 125, §7, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 987; amended Pub. L.
95-396, §13, Sept. 30, 1978, 92 Stat. 829; Pub. L.
102-237, title X, §1006(b)(1), (3)(F), (G), Dec. 13,
1991, 105 Stat. 1895, 1896.)

Editorial Notes
PRIOR PROVISIONS

A prior section 7 of act June 25, 1947, was classified to
section 135e of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1991—Subsec. (b). Pub. L. 102-237, §1006(b)(1), sub-
stituted ‘‘the Administrator’ for ‘‘he’’ before ‘‘shall’’.

Subsec. (¢)(1)(A) to (C). Pub. L. 102-237, §1006(b)(3)(F),
substituted ‘‘the producer” for ‘‘he’’.

Subsec. (¢)(2). Pub. L. 102-237, §1006(b)(3)(G), sub-
stituted ‘‘the Administrator’ for “him” after ‘“‘inform”
and ‘‘the producer” for ‘‘he’’.

1978—Subsec. (a). Pub. L. 95-396, §13(1), made require-
ment of registration applicable to production of active
ingredient used in producing a pesticide subject to this
subchapter.

Subsec. (¢)(1). Pub. L. 95-396, §13(2), required informa-
tion pertaining to types and amounts of active ingredi-
ents used in producing pesticides where applicable.

Subsec. (d). Pub. L. 95-396, §13(3), considered names of
pesticides or active ingredients used in producing pes-
ticides produced, sold, or distributed at an establish-
ment as not being confidential information.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136f. Books and records
(a) Requirements

The Administrator may prescribe regulations
requiring producers, registrants, and applicants
for registration to maintain such records with
respect to their operations and the pesticides
and devices produced as the Administrator de-
termines are necessary for the effective enforce-
ment of this subchapter and to make the records
available for inspection and copying in the same
manner as provided in subsection (b). No records
required under this subsection shall extend to fi-
nancial data, sales data other than shipment
data, pricing data, personnel data, and research
data (other than data relating to registered pes-
ticides or to a pesticide for which an application
for registration has been filed).

(b) Inspection

For the purposes of enforcing the provisions of
this subchapter, any producer, distributor, car-
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rier, dealer, or any other person who sells or of-
fers for sale, delivers or offers for delivery any
pesticide or device subject to this subchapter,
shall, upon request of any officer or employee of
the Environmental Protection Agency or of any
State or political subdivision, duly designated
by the Administrator, furnish or permit such
person at all reasonable times to have access to,
and to copy: (1) all records showing the delivery,
movement, or holding of such pesticide or de-
vice, including the quantity, the date of ship-
ment and receipt, and the name of the consignor
and consignee; or (2) in the event of the inability
of any person to produce records containing
such information, all other records and informa-
tion relating to such delivery, movement, or
holding of the pesticide or device. Any inspec-
tion with respect to any records and information
referred to in this subsection shall not extend to
financial data, sales data other than shipment
data, pricing data, personnel data; and research
data (other than data relating to registered pes-
ticides or to a pesticide for which an application
for registration has been filed). Before under-
taking an inspection under this subsection, the
officer or employee must present to the owner,
operator, or agent in charge of the establish-
ment or other place where pesticides or devices
are held for distribution or sale, appropriate cre-
dentials and a written statement as to the rea-
son for the inspection, including a statement as
to whether a violation of the law is suspected. If
no violation is suspected, an alternate and suffi-
cient reason shall be given in writing. Each such
inspection shall be commenced and completed
with reasonable promptness.

(June 25, 1947, ch. 125, §8, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 987; amended Pub. L.
95-396, §14, Sept. 30, 1978, 92 Stat. 829; Pub. L.
100-532, title III, §301, Oct. 25, 1988, 102 Stat. 2668;
Pub. L. 102-237, title X, §1006(b)(1), Dec. 13, 1991,
105 Stat. 1895.)

Editorial Notes
PRIOR PROVISIONS

A prior section 8 of act June 25, 1947, was classified to
section 135f of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1991—Subsec. (a). Pub. L. 102-237 substituted ‘‘the Ad-
ministrator” for ‘“‘he’” before ‘‘determines’.
1988—Subsec. (a). Pub. L. 100-532 inserted
, registrants, and applicants for registration’ after
‘“‘requiring producers’ and ‘‘and to make the records
available for inspection and copying in the same man-
ner as provided in subsection (b) of this section’ before
period at end of first sentence.

1978—Subsec. (b). Pub. L. 95-396 required, in connec-
tion with inspection of records and information, the
presentation of credentials, written statement as to the
reason for inspection, including statement of suspected
violation, or an alternative but sufficient reason, and
commencement and completion of inspection with rea-
sonable promptness.

13

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.
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EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§136g. Inspection of establishments, etc.
(a) In general

(1) For purposes of enforcing the provisions of
this subchapter, officers or employees of the En-
vironmental Protection Agency or of any State
duly designated by the Administrator are au-
thorized to enter at reasonable times (A) any es-
tablishment or other place where pesticides or
devices are held for distribution or sale for the
purpose of inspecting and obtaining samples of
any pesticides or devices, packaged, labeled, and
released for shipment, and samples of any con-
tainers or labeling for such pesticides or devices,
or (B) any place where there is being held any
pesticide the registration of which has been sus-
pended or canceled for the purpose of deter-
mining compliance with section 136q of this
title.

(2) Before undertaking such inspection, the of-
ficers or employees must present to the owner,
operator, or agent in charge of the establish-
ment or other place where pesticides or devices
are held for distribution or sale, appropriate cre-
dentials and a written statement as to the rea-
son for the inspection, including a statement as
to whether a violation of the law is suspected. If
no violation is suspected, an alternate and suffi-
cient reason shall be given in writing. Each such
inspection shall be commenced and completed
with reasonable promptness. If the officer or em-
ployee obtains any samples, prior to leaving the
premises, the officer or employee shall give to
the owner, operator, or agent in charge a receipt
describing the samples obtained and, if re-
quested, a portion of each such sample equal in
volume or weight to the portion retained. If an
analysis is made of such samples, a copy of the
results of such analysis shall be furnished
promptly to the owner, operator, or agent in
charge.

(b) Warrants

For purposes of enforcing the provisions of
this subchapter and upon a showing to an officer
or court of competent jurisdiction that there is
reason to believe that the provisions of this sub-
chapter have been violated, officers or employ-
ees duly designated by the Administrator are
empowered to obtain and to execute warrants
authorizing—

(1) entry, inspection, and copying of records
for purposes of this section or section 136f of
this title;

(2) inspection and reproduction of all records
showing the quantity, date of shipment, and
the name of consignor and consignee of any
pesticide or device found in the establishment
which is adulterated, misbranded, not reg-
istered (in the case of a pesticide) or otherwise
in violation of this subchapter and in the
event of the inability of any person to produce
records containing such information, all other
records and information relating to such deliv-
ery, movement, or holding of the pesticide or
device; and

(3) the seizure of any pesticide or device
which is in violation of this subchapter.
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(c) Enforcement
(1) Certification of facts to Attorney General

The examination of pesticides or devices
shall be made in the Environmental Protec-
tion Agency or elsewhere as the Administrator
may designate for the purpose of determining
from such examinations whether they comply
with the requirements of this subchapter. If it
shall appear from any such examination that
they fail to comply with the requirements of
this subchapter, the Administrator shall cause
notice to be given to the person against whom
criminal or civil proceedings are con-
templated. Any person so notified shall be
given an opportunity to present the person’s
views, either orally or in writing, with regard
to such contemplated proceedings, and if in
the opinion of the Administrator it appears
that the provisions of this subchapter have
been violated by such person, then the Admin-
istrator shall certify the facts to the Attorney
General, with a copy of the results of the anal-
ysis or the examination of such pesticide for
the institution of a criminal proceeding pursu-
ant to section 136l(b) of this title or a civil
proceeding under section 136i(a) of this title,
when the Administrator determines that such
action will be sufficient to effectuate the pur-
poses of this subchapter.

(2) Notice not required

The notice of contemplated proceedings and
opportunity to present views set forth in this
subsection are not prerequisites to the institu-
tion of any proceeding by the Attorney Gen-
eral.

(3) Warning notices

Nothing in this subchapter shall be con-
strued as requiring the Administrator to insti-
tute proceedings for prosecution of minor vio-
lations of this subchapter whenever the Ad-
ministrator believes that the public interest
will be adequately served by a suitable written
notice of warning.

(June 25, 1947, ch. 125, §9, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 988, amended Pub. L.
100-532, title III, §302, Oct. 25, 1988, 102 Stat. 2669;
Pub. L. 102-237, title X, §1006(b)(1), (3)(H), (D),
Dec. 13, 1991, 105 Stat. 1895, 1896.)

Editorial Notes

PRIOR PROVISIONS

A prior section 9 of act June 25, 1947, was classified to
section 135g of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1991—Subsec. (a)(2). Pub. L. 102-237, §1006(b)(3)(H),
substituted ‘‘the officer or employee’ for ‘‘he’ before
““shall” in fourth sentence.

Subsec. (c)(1). Pub. L. 102-237, §1006(b)(3)(I),
stituted ‘“‘the person’s’ for ‘‘his’’ in third sentence.

Subsec. (c)(3). Pub. L. 102-237, §1006(b)(1), substituted
““the Administrator” for ‘“he’ before ‘‘believes’.

1988—Subsec. (a). Pub. L. 100-532, §302(a), substituted
‘(1) For purposes of”’ for ‘‘For purposes of”’, inserted
‘“‘of the Environmental Protection Agency or of any
State’’, substituted ‘‘at reasonable times (A)” for ‘“‘at
reasonable times,”’, added cl. (B), and substituted ‘‘(2)
Before” for ‘‘Before’.

sub-
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Subsec. (b)(1). Pub. L. 100-532, §302(b), amended par.
(1) generally, substituting ‘‘entry, inspection, and copy-
ing of records for purposes of this section or section
136f of this title” for ‘‘entry for the purpose of this sec-
tion”.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§136h. Protection of trade secrets and other in-
formation

(a) In general

In submitting data required by this sub-
chapter, the applicant may (1) clearly mark any
portions thereof which in the applicant’s opin-
ion are trade secrets or commercial or financial
information and (2) submit such market mate-
rial separately from other material required to
be submitted under this subchapter.

(b) Disclosure

Notwithstanding any other provision of this
subchapter and subject to the limitations in
subsections (d) and (e) of this section, the Ad-
ministrator shall not make public information
which in the Administrator’s judgment contains
or relates to trade secrets or commercial or fi-
nancial information obtained from a person and
privileged or confidential, except that, when
necessary to carry out the provisions of this
subchapter, information relating to formulas of
products acquired by authorization of this sub-
chapter may be revealed to any Federal agency
consulted and may be revealed at a public hear-
ing or in findings of fact issued by the Adminis-
trator.

(¢) Disputes

If the Administrator proposes to release for in-
spection information which the applicant or reg-
istrant believes to be protected from disclosure
under subsection (b), the Administrator shall
notify the applicant or registrant, in writing, by
certified mail. The Administrator shall not
thereafter make available for inspection such
data until thirty days after receipt of the notice
by the applicant or registrant. During this pe-
riod, the applicant or registrant may institute
an action in an appropriate district court for a
declaratory judgment as to whether such infor-
mation is subject to protection under subsection
(o).

(d) Limitations

(1) All information concerning the objectives,
methodology, results, or significance of any test
or experiment performed on or with a registered
or previously registered pesticide or its separate
ingredients, impurities, or degradation products,
and any information concerning the effects of
such pesticide on any organism or the behavior
of such pesticide in the environment, including,
but not limited to, data on safety to fish and
wildlife, humans and other mammals, plants,
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animals, and soil, and studies on persistence,
translocation and fate in the environment, and
metabolism, shall be available for disclosure to
the public. The use of such data for any registra-
tion purpose shall be governed by section 136a of
this title. This paragraph does not authorize the
disclosure of any information that—

(A) discloses manufacturing or quality con-
trol processes,

(B) discloses the details of any methods for
testing, detecting, or measuring the quantity
of any deliberately added inert ingredient of a
pesticide, or

(C) discloses the identity or percentage
quantity of any deliberately added inert ingre-
dient of a pesticide,

unless the Administrator has first determined
that disclosure is necessary to protect against
an unreasonable risk of injury to health or the
environment.

(2) Information concerning production, dis-
tribution, sale, or inventories of a pesticide that
is otherwise entitled to confidential treatment
under subsection (b) of this section may be pub-
licly disclosed in connection with a public pro-
ceeding to determine whether a pesticide, or any
ingredient of a pesticide, causes unreasonable
adverse effects on health or the environment, if
the Administrator determines that such disclo-
sure is necessary in the public interest.

(3) If the Administrator proposes to disclose
information described in clause (A), (B), or (C) of
paragraph (1) or in paragraph (2) of this sub-
section, the Administrator shall notify by cer-
tified mail the submitter of such information of
the intent to release such information. The Ad-
ministrator may not release such information,
without the submitter’s consent, until thirty
days after the submitter has been furnished such
notice. Where the Administrator finds that dis-
closure of information described in clause (A),
(B), or (C) of paragraph (1) of this subsection is
necessary to avoid or lessen an imminent and
substantial risk of injury to the public health,
the Administrator may set such shorter period
of notice (but not less than ten days) and such
method of notice as the Administrator finds ap-
propriate. During such period the data sub-
mitter may institute an action in an appro-
priate district court to enjoin or limit the pro-
posed disclosure. The court may enjoin disclo-
sure, or limit the disclosure or the parties to
whom disclosure shall be made, to the extent
that—

(A) in the case of information described in
clause (A), (B), or (C) of paragraph (1) of this
subsection, the proposed disclosure is not re-
quired to protect against an unreasonable risk
of injury to health or the environment; or

(B) in the case of information described in
paragraph (2) of this subsection, the public in-
terest in availability of the information in the
public proceeding does not outweigh the inter-
ests in preserving the confidentiality of the in-
formation.

(e) Disclosure to contractors

Information otherwise protected from disclo-
sure to the public under subsection (b) of this
section may be disclosed to contractors with the
United States and employees of such contrac-
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tors if, in the opinion of the Administrator, such
disclosure is necessary for the satisfactory per-
formance by the contractor of a contract with
the United States for the performance of work
in connection with this subchapter and under
such conditions as the Administrator may speci-
fy. The Administrator shall require as a condi-
tion to the disclosure of information under this
subsection that the person receiving it take
such security precautions respecting the infor-
mation as the Administrator shall by regulation
prescribe.

(f) Penalty for disclosure by Federal employees

(1) Any officer or employee of the United
States or former officer or employee of the
United States who, by virtue of such employ-
ment or official position, has obtained posses-
sion of, or has access to, material the disclosure
of which is prohibited by subsection (b) of this
section, and who, knowing that disclosure of
such material is prohibited by such subsection,
willfully discloses the material in any manner
to any person not entitled to receive it, shall be
fined not more than $10,000 or imprisoned for not
more than one year, or both. Section 1905 of title
18 shall not apply with respect to the publishing,
divulging, disclosure, or making known of, or
making available, information reported or oth-
erwise obtained under this subchapter. Nothing
in this subchapter shall preempt any civil rem-
edy under State or Federal law for wrongful dis-
closure of trade secrets.

(2) For the purposes of this section, any con-
tractor with the United States who is furnished
information as authorized by subsection (e) of
this section, or any employee of any such con-
tractor, shall be considered to be an employee of
the United States.

(g) Disclosure to foreign and multinational pes-
ticide producers

(1) The Administrator shall not knowingly dis-
close information submitted by an applicant or
registrant under this subchapter to any em-
ployee or agent of any business or other entity
engaged in the production, sale, or distribution
of pesticides in countries other than the United
States or in addition to the United States or to
any other person who intends to deliver such
data to such foreign or multinational business
or entity unless the applicant or registrant has
consented to such disclosure. The Administrator
shall require an affirmation from any person
who intends to inspect data that such person
does not seek access to the data for purposes of
delivering it or offering it for sale to any such
business or entity or its agents or employees
and will not purposefully deliver or negligently
cause the data to be delivered to such business
or entity or its agents or employees. Notwith-
standing any other provision of this subsection,
the Administrator may disclose information to
any person in connection with a public pro-
ceeding under law or regulation, subject to re-
strictions on the availability of information
contained elsewhere in this subchapter, which
information is relevant to a determination by
the Administrator with respect to whether a
pesticide, or any ingredient of a pesticide,
causes unreasonable adverse effects on health or
the environment.
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(2) The Administrator shall maintain records
of the names of persons to whom data are dis-
closed under this subsection and the persons or
organizations they represent and shall inform
the applicant or registrant of the names and af-
filiations of such persons.

(3) Section 1001 of title 18 shall apply to any
affirmation made under paragraph (1) of this
subsection.

(June 25, 1947, ch. 125, §10, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 989; amended
Pub. L. 95-396, §15, Sept. 30, 1978, 92 Stat. 829;
Pub. L. 98-620, title IV, §402(4)(B), Nov. 8, 1984, 98
Stat. 3357; Pub. L. 100-532, title VIII, §801(f), Oct.
25, 1988, 102 Stat. 2682; Pub. L. 102-237, title X,
§1006(b)(1), (2), (3)(J), Dec. 13, 1991, 105 Stat. 1895,
1896.)

Editorial Notes

PRIOR PROVISIONS

A prior section 10 of act June 25, 1947, was classified
to section 135h of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1991—Subsec. (a). Pub. L. 102-237, §1006(b)(3)(J), sub-
stituted ‘‘the applicant’s’ for ‘‘his”’.

Subsec. (b). Pub. L. 102-237, §1006(b)(2), substituted
“‘the Administrator’s’ for ‘‘his”’.

Subsec. (¢). Pub. L. 102-237, §1006(b)(1), substituted
‘‘the Administrator”’ for ‘‘he’’ before ‘‘shall notify’’.

1988—Subsec. (d). Pub. L. 100-532 in par. (1), sub-
stituted ‘‘public. The use’ for ‘‘public: Provided, That
the use” and ‘‘title. This paragraph’ for ‘‘title: Pro-
vided further, That this paragraph’’, and in par. (3), ‘“‘no-
tice. Where” for ‘“‘notice: Provided, That where”’.

1984—Subsec. (d)(3). Pub. L. 98-620 struck out provi-
sions requiring the court to give expedited consider-
ation to actions involving injunctions or limitations of
proposed disclosure.

1978—Subsec. (b). Pub. L. 95-396, §15(1), made disclo-
sure of information by the Administrator subject to the
limitations of subsecs. (d) and (e) of this section.

Subsecs. (d) to (g). Pub. L. 95-396, §15(2), added sub-
secs. (d) to (g).

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE OF 1984 AMENDMENT

Amendment by Pub. L. 98-620 not applicable to cases
pending on Nov. 8, 1984, see section 403 of Pub. L. 98-620,
set out as an Effective Date note under section 1657 of
Title 28, Judiciary and Judicial Procedure.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§136i. Use of restricted use pesticides; applica-
tors

(a) Certification procedure
(1) Federal certification

In any State for which a State plan for ap-
plicator certification has not been approved by
the Administrator, the Administrator, in con-
sultation with the Governor of such State,
shall conduct a program for the certification
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of applicators of pesticides. Such program
shall conform to the requirements imposed
upon the States under the provisions of sub-
section (a)(2) of this section and shall not re-
quire private applicators to take any examina-
tion to establish competency in the use of pes-
ticides. Prior to the implementation of the
program, the Administrator shall publish in
the Federal Register for review and comment
a summary of the Federal plan for applicator
certification and shall make generally avail-
able within the State copies of the plan. The
Administrator shall hold public hearings at
one or more locations within the State if so
requested by the Governor of such State dur-
ing the thirty days following publication of
the Federal Register notice inviting comment
on the Federal plan. The hearings shall be held
within thirty days following receipt of the re-
quest from the Governor. In any State in
which the Administrator conducts a certifi-
cation program, the Administrator may re-
quire any person engaging in the commercial
application, sale, offering for sale, holding for
sale, or distribution of any pesticide one or
more uses of which have been classified for re-
stricted use to maintain such records and sub-
mit such reports concerning the commercial
application, sale, or distribution of such pes-
ticide as the Administrator may by regulation
prescribe. Subject to paragraph (2), the Ad-
ministrator shall prescribe standards for the
certification of applicators of pesticides. Such
standards shall provide that to be certified, an
individual must be determined to be com-
petent with respect to the use and handling of
the pesticides, or to the use and handling of
the pesticide or class of pesticides covered by
such individual’s certification. The certifi-
cation standard for a private applicator shall,
under a State plan submitted for approval, be
deemed fulfilled by the applicator completing
a certification form. The Administrator shall
further assure that such form contains ade-
quate information and affirmations to carry
out the intent of this subchapter, and may in-
clude in the form an affirmation that the pri-
vate applicator has completed a training pro-
gram approved by the Administrator so long
as the program does not require the private
applicator to take, pursuant to a requirement
prescribed by the Administrator, any exam-
ination to establish competency in the use of
the pesticide. The Administrator may require
any pesticide dealer participating in a certifi-
cation program to be licensed under a State li-
censing program approved by the Adminis-
trator.

(2) State certification

If any State, at any time, desires to certify
applicators of pesticides, the Governor of such
State shall submit a State plan for such pur-
pose. The Administrator shall approve the
plan submitted by any State, or any modifica-
tion thereof, if such plan in the Administra-
tor’s judgment—

(A) designates a State agency as the agen-
cy responsible for administering the plan
throughout the State;

(B) contains satisfactory assurances that
such agency has or will have the legal au-
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thority and qualified personnel necessary to
carry out the plan;

(C) gives satisfactory assurances that the
State will devote adequate funds to the ad-
ministration of the plan;

(D) provides that the State agency will
make such reports to the Administrator in
such form and containing such information
as the Administrator may from time to time
require; and

(E) contains satisfactory assurances that
State standards for the certification of ap-
plicators of pesticides conform with those
standards prescribed by the Administrator
under paragraph (1).

Any State certification program under this
section shall be maintained in accordance
with the State plan approved under this sec-
tion.

(b) State plans

If the Administrator rejects a plan submitted
under subsection (a)(2), the Administrator shall
afford the State submitting the plan due notice
and opportunity for hearing before so doing. If
the Administrator approves a plan submitted
under subsection (a)(2), then such State shall
certify applicators of pesticides with respect to
such State. Whenever the Administrator deter-
mines that a State is not administering the cer-
tification program in accordance with the plan
approved under this section, the Administrator
shall so notify the State and provide for a hear-
ing at the request of the State, and, if appro-
priate corrective action is not taken within a
reasonable time, not to exceed ninety days, the
Administrator shall withdraw approval of such
plan.

(¢) Instruction in integrated pest management
techniques

Standards prescribed by the Administrator for
the certification of applicators of pesticides
under subsection (a), and State plans submitted
to the Administrator under subsection (a), shall
include provisions for making instructional ma-
terials concerning integrated pest management
techniques available to individuals at their re-
quest in accordance with the provisions of sec-
tion 136u(c) of this title, but such plans may not
require that any individual receive instruction
concerning such techniques or to be shown to be
competent with respect to the use of such tech-
niques. The Administrator and States imple-
menting such plans shall provide that all inter-
ested individuals are notified on the availability
of such instructional materials.

(d) In general

No regulations prescribed by the Adminis-
trator for carrying out the provisions of this
subchapter shall require any private applicator
to maintain any records or file any reports or
other documents.

(e) Separate standards

When establishing or approving standards for
licensing or certification, the Administrator
shall establish separate standards for commer-
cial and private applicators.

(June 25, 1947, ch. 125, §11, formerly §§4, 11, as
added Pub. L. 92-516, §2, Oct. 21, 1972, 86 Stat.
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983, 989; amended Pub. L. 94-140, §§5, 11, Nov. 28,
1975, 89 Stat. 753, 754; Pub. L. 95-396, §9, Sept. 30,
1978, 92 Stat. 827, Pub. L. 100-5632, title VIII,
§801(c), ()(1(A)—(C), Oct. 25, 1988, 102 Stat. 2681,
2683; Pub. L. 102-237, title X, §1006(a)(6), (b)(1),
(2), 3)(K), Dec. 13, 1991, 105 Stat. 1895, 1896.)

Editorial Notes

CODIFICATION

Pub. L. 100-532, §801(q)(1)(A), transferred subsecs. (a)
to (c) of section 4 of act June 25, 1947, which was classi-
fied to section 136b of this title, to subsecs. (a) to (c) of
this section.

PRIOR PROVISIONS

A prior section 11 of act June 25, 1947, was classified
to section 135i of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1991—Pub. L. 102-237, §1006(a)(6)(A), substituted ‘‘ap-
plicators’ for “‘appplicators’ in section catchline.

Subsec. (a)(1). Pub. L. 102-237, §1006(b)(3)(K), sub-
stituted ‘‘the applicator’” for ‘‘his” in ninth sentence
and ‘‘the Administrator” for ‘“him’ before period at
end.

Subsec. (a)(2). Pub. L. 102-237, §1006(b)(2), substituted
“‘the Administrator’s’ for ‘‘his’ in introductory provi-
sions.

Subsec. (b). Pub. L. 102-237, §1006(a)(6)(B), (b)(1), sub-
stituted ‘‘subsection (a)(2) of this section” for ‘‘this
paragraph’ in two places and ‘‘the Administrator’ for
“he”” before ‘‘shall afford” and before ‘‘shall so notify”’.

Subsec. (¢). Pub. L. 102-237, §1006(a)(6)(C), substituted
‘“‘subsection (a)”’ for ‘‘subsections (a) and (b)” after
““Administrator under’’.

1988—Pub. L. 100-532, §801(q)(1)(A), (C), substituted
section catchline for one which read: ‘‘Standards appli-
cable to pesticide applicators’, redesignated subsecs.
(a) and (b) as (d) and (e), respectively, and transferred
subsecs. (a) to (c¢) of section 136b of this title to subsecs.
(a) to (c¢), respectively, of this section.

Subsec. (a)(1). Pub. L. 100-532, §801(c), substituted
“‘pesticides. Such program’ for ‘‘pesticides: Provided,
That such program’ and ‘‘certification. The certifi-
cation’ for ‘‘certification: Provided, however, That the
certification”.

1978—Subsec. (a)(1). Pub. L. 95-396 required that, in
any State without a State plan for applicator certifi-
cation approved by the Administrator, the Adminis-
trator, in consultation with the Governor of the State,
shall conduct a program for the certification of appli-
cators of pesticides under a Federal plan for applicator
certification, and also that in such a State records be
maintained and reports submitted by persons engaged
in commercial application, sale or distribution of pes-
ticides classified for restricted use.

1975—Subsec. (a)(1). Pub. L. 94-140, §5, inserted pro-
viso relating to Administrator’s powers and duties with
respect to the certification forms and requirement for
pesticide dealers participating in certification pro-
gram.

Subsec. (¢). Pub. L. 94-140, §11, added subsec. (c).

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.
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§ 136i-1. Pesticide recordkeeping
(a) Requirements

(1) The Secretary of Agriculture, in consulta-
tion with the Administrator of the Environ-
mental Protection Agency, shall require cer-
tified applicators of restricted use pesticides (of
the type described under section 136a(d)(1)(C) of
this title) to maintain records comparable to
records maintained by commercial applicators
of pesticides in each State. If there is no State
requirement for the maintenance of records,
such applicator shall maintain records that con-
tain the product name, amount, approximate
date of application, and location of application
of each such pesticide used for a 2-year period
after such use.

(2) Within 30 days of a pesticide application, a
commercial certified applicator shall provide a
copy of records maintained under paragraph (1)
to the person for whom such application was
provided.

(b) Access

Records maintained under subsection (a) shall
be made available to any Federal or State agen-
cy that deals with pesticide use or any health or
environmental issue related to the use of pes-
ticides, on the request of such agency. Each such
Federal agency shall conduct surveys and record
the data from individual applicators to facili-
tate statistical analysis for environmental and
agronomic purposes, but in no case may a gov-
ernment agency release data, including the loca-
tion from which the data was derived, that
would directly or indirectly reveal the identity
of individual producers. In the case of Federal
agencies, such access to records maintained
under subsection (a) shall be through the Sec-
retary of Agriculture, or the Secretary’s des-
ignee. State agency requests for access to
records maintained under subsection (a) shall be
through the lead State agency so designated by
the State.

(c) Health care personnel

When a health professional determines that
pesticide information maintained under this sec-
tion is necessary to provide medical treatment
or first aid to an individual who may have been
exposed to pesticides for which the information
is maintained, upon request persons required to
maintain records under subsection (a) shall
promptly provide record and available label in-
formation to that health professional. In the
case of an emergency, such record information
shall be provided immediately.

(d) Penalty

The Secretary of Agriculture shall be respon-
sible for the enforcement of subsections (a), (b),
and (c). A violation of such subsection shall—

(1) in the case of the first offense, be subject
to a fine of not more than $500; and

(2) in the case of subsequent offenses, be sub-
ject to a fine of not less than $1,000 for each
violation, except that the penalty shall be less
than $1,000 if the Secretary determines that
the person made a good faith effort to comply
with such subsection.

(e) Federal or State provisions

The requirements of this section shall not af-
fect provisions of other Federal or State laws.
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(f) Surveys and reports

The Secretary of Agriculture and the Adminis-
trator of the Environmental Protection Agency,
shall survey the records maintained under sub-
section (a) to develop and maintain a data base
that is sufficient to enable the Secretary and
the Administrator to publish annual comprehen-
sive reports concerning agricultural and non-
agricultural pesticide use. The Secretary and
Administrator shall enter into a memorandum
of understanding to define their respective re-
sponsibilities under this subsection in order to
avoid duplication of effort. Such reports shall be
transmitted to Congress not later than April 1 of
each year.

(g) Regulations

The Secretary of Agriculture and the Adminis-
trator of the Environmental Protection Agency
shall promulgate regulations on their respective
areas of responsibility implementing this sec-
tion within 180 days after November 28, 1990.

(Pub. L. 101-624, title XIV, §1491, Nov. 28, 1990,
104 Stat. 3627; Pub. L. 102-237, title X, §1006(d),
Dec. 13, 1991, 105 Stat. 1896.)

Editorial Notes
CODIFICATION

Section was enacted as part of the Conservation Pro-
gram Improvements Act, and also as part of the Food,
Agriculture, Conservation, and Trade Act of 1990, and
not as part of the Federal Insecticide, Fungicide, and
Rodenticide Act which comprises this subchapter.

AMENDMENTS

1991—Subsec. (a)(1). Pub. L. 102-237, §1006(d)(1), in-
serted closing parenthesis after ‘‘section 136a(d)(1)(C) of
this title”.

Subsec. (d)(1). Pub. L. 102-237, §1006(d)(2), inserted
“of”” after ‘‘fine”’.

§ 136i-2. Collection of pesticide use information

(a) In general

The Secretary of Agriculture shall collect
data of statewide or regional significance on the
use of pesticides to control pests and diseases of
major crops and crops of dietary significance,
including fruits and vegetables.

(b) Collection

The data shall be collected by surveys of farm-
ers or from other sources offering statistically
reliable data.

(c) Coordination

The Secretary of Agriculture shall, as appro-
priate, coordinate with the Administrator of the
Environmental Protection Agency in the design
of the surveys and make available to the Admin-
istrator the aggregate results of the surveys to
assist the Administrator.

(Pub. L. 104-170, title III, §302, Aug. 3, 1996, 110
Stat. 15612.)

Editorial Notes

CODIFICATION

Section was enacted as part of the Food Quality Pro-
tection Act of 1996, and not as part of the Federal Insec-
ticide, Fungicide, and Rodenticide Act which comprises
this subchapter.
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PESTICIDE USE INFORMATION STUDY

Pub. L. 104-170, title III, §305, Aug. 3, 1996, 110 Stat.
1512, required the Secretary of Agriculture, in consulta-
tion with the Administrator of the Environmental Pro-
tection Agency, to prepare a report to Congress evalu-
ating the current status and potential improvements in
Federal pesticide use information gathering activities
and to submit the report not later than 1 year following
Aug. 3, 1996.

§ 136j. Unlawful acts

(a) In general

(1) Except as provided by subsection (b), it
shall be unlawful for any person in any State to
distribute or sell to any person—

(A) any pesticide that is not registered under
section 136a of this title or whose registration
has been canceled or suspended, except to the
extent that distribution or sale otherwise has
been authorized by the Administrator under
this subchapter;

(B) any registered pesticide if any claims
made for it as a part of its distribution or sale
substantially differ from any claims made for
it as a part of the statement required in con-
nection with its registration under section
136a of this title;

(C) any registered pesticide the composition
of which differs at the time of its distribution
or sale from its composition as described in
the statement required in connection with its
registration under section 136a of this title;

(D) any pesticide which has not been colored
or discolored pursuant to the provisions of sec-
tion 136w(c)(b) of this title;

(E) any pesticide which is adulterated or
misbranded; or

(F) any device which is misbranded.

(2) It shall be unlawful for any person—

(A) to detach, alter, deface, or destroy, in
whole or in part, any labeling required under
this subchapter;

(B) to refuse to—

(i) prepare, maintain, or submit any
records required by or under section 136c,
136e, 136f, 1361, or 136q of this title;

(ii) submit any reports required by or
under section 136c¢c, 136d, 136e, 136f, 136i, or
136q of this title; or

(iii) allow any entry, inspection, copying
of records, or sampling authorized by this
subchapter;

(C) to give a guaranty or undertaking pro-
vided for in subsection (b) which is false in any
particular, except that a person who receives
and relies upon a guaranty authorized under
subsection (b) may give a guaranty to the
same effect, which guaranty shall contain, in
addition to the person’s own name and ad-
dress, the name and address of the person re-
siding in the United States from whom the
person received the guaranty or undertaking;

(D) to use for the person’s own advantage or
to reveal, other than to the Administrator, or
officials or employees of the Environmental
Protection Agency or other Federal executive
agencies, or to the courts, or to physicians,
pharmacists, and other qualified persons,
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needing such information for the performance
of their duties, in accordance with such direc-
tions as the Administrator may prescribe, any
information acquired by authority of this sub-
chapter which is confidential under this sub-
chapter;

(E) who is a registrant, wholesaler, dealer,
retailer, or other distributor to advertise a
product registered under this subchapter for
restricted use without giving the classifica-
tion of the product assigned to it under sec-
tion 136a of this title;

(F') to distribute or sell, or to make available
for use, or to use, any registered pesticide
classified for restricted use for some or all
purposes other than in accordance with sec-
tion 136a(d) of this title and any regulations
thereunder, except that it shall not be unlaw-
ful to sell, under regulations issued by the Ad-
ministrator, a restricted use pesticide to a
person who is not a certified applicator for ap-
plication by a certified applicator;

(G) to use any registered pesticide in a man-
ner inconsistent with its labeling;

(H) to use any pesticide which is under an
experimental use permit contrary to the pro-
visions of such permit;

(I) to violate any order issued under section
136k of this title;

(J) to violate any suspension order issued
under section 136a(c)(2)(B), 136a-1, or 136d of
this title;

(K) to violate any cancellation order issued
under this subchapter or to fail to submit a
notice in accordance with section 136d(g) of
this title;

(L) who is a producer to violate any of the
provisions of section 136e of this title;

(M) to knowingly falsify all or part of any
application for registration, application for
experimental use permit, any information sub-
mitted to the Administrator pursuant to sec-
tion 136e of this title, any records required to
be maintained pursuant to this subchapter,
any report filed under this subchapter, or any
information marked as confidential and sub-
mitted to the Administrator under any provi-
sion of this subchapter;

(N) who is a registrant, wholesaler, dealer,
retailer, or other distributor to fail to file re-
ports required by this subchapter;

(0O) to add any substance to, or take any sub-
stance from, any pesticide in a manner that
may defeat the purpose of this subchapter;

(P) to use any pesticide in tests on human
beings unless such human beings (i) are fully
informed of the nature and purposes of the
test and of any physical and mental health
consequences which are reasonably foreseeable
therefrom, and (ii) freely volunteer to partici-
pate in the test;

(Q) to falsify all or part of any information
relating to the testing of any pesticide (or any
ingredient, metabolite, or degradation product
thereof), including the nature of any protocol,
procedure, substance, organism, or equipment
used, observation made, or conclusion or opin-
ion formed, submitted to the Administrator,
or that the person knows will be furnished to
the Administrator or will become a part of
any records required to be maintained by this
subchapter;
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(R) to submit to the Administrator data
known to be false in support of a registration;
or

(S) to violate any regulation issued under
section 136a(a) or 136q of this title.

(b) Exemptions

The penalties provided for a violation of para-
graph (1) of subsection (a) shall not apply to—

(1) any person who establishes a guaranty
signed by, and containing the name and ad-
dress of, the registrant or person residing in
the United States from whom the person pur-
chased or received in good faith the pesticide
in the same unbroken package, to the effect
that the pesticide was lawfully registered at
the time of sale and delivery to the person,
and that it complies with the other require-
ments of this subchapter, and in such case the
guarantor shall be subject to the penalties
which would otherwise attach to the person
holding the guaranty under the provisions of
this subchapter;

(2) any carrier while lawfully shipping,
transporting, or delivering for shipment any
pesticide or device, if such carrier upon re-
quest of any officer or employee duly des-
ignated by the Administrator shall permit
such officer or employee to copy all of its
records concerning such pesticide or device;

(3) any public official while engaged in the
performance of the official duties of the public
official;

(4) any person using or possessing any pes-
ticide as provided by an experimental use per-
mit in effect with respect to such pesticide
and such use or possession; or

(5) any person who ships a substance or mix-
ture of substances being put through tests in
which the purpose is only to determine its
value for pesticide purposes or to determine
its toxicity or other properties and from which
the user does not expect to receive any benefit
in pest control from its use.

(June 25, 1947, ch. 125, §12, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 989; amended
Pub. L. 95-396, §16, Sept. 30, 1978, 92 Stat. 832;
Pub. L. 100-532, title VI, §§601(b)(2), 603, title
VIII, §801(g), (@)(2)(B), Oct. 25, 1988, 102 Stat.
2677, 2678, 2682, 2683; Pub. L. 102-237, title X,
§1006(a)(7), (b)(3)(L)-(O), Dec. 13, 1991, 105 Stat.
1895, 1896.)

Editorial Notes
PRIOR PROVISIONS

A prior section 12 of act June 25, 1947, was classified
to section 135 of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1991—Subsec. (a)(2)(C). Pub. L. 102-237, §1006(b)(3)(L.),
substituted ‘‘the person’s’” for ‘‘his”” and ‘‘the person”
for “‘he’” before ‘‘received’.

Subsec. (a)(2)(D). Pub. L. 102-237, §1006(b)(3)(M), sub-
stituted ‘‘the person’s’’ for ‘‘his’’.

Subsec. (a)(2)(F). Pub. L. 102-237, §1006(a)(7)(A), sub-
stituted ‘‘thereunder, except that it for ‘‘thereunder.
It”.

Subsec. (a)(2)(0). Pub. L. 102-237, §1006(a)(7)(B), struck
out ‘“‘or’” after semicolon at end.

Subsec. (a)(2)(P). Pub. L. 102-237, §1006(a)(7)(C), sub-
stituted a semicolon for period at end.
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Subsec. (b)(1). Pub. L. 102-237, §1006(b)(3)(N), sub-
stituted ‘‘the person’ for ‘‘he’’ after ‘‘from whom’ and
for “him” after ‘‘delivery to’’.

Subsec. (b)(3). Pub. L. 102-237, §1006(b)(3)(O), sub-
stituted ‘‘the official duties of the public official’’ for
“his official duties”.

1988—Subsec. (a)(1). Pub. L. 100-532, §601(b)(2)(A), in
introductory provisions, substituted ‘‘distribute or sell
to any person’ for ‘‘distribute, sell, offer for sale, hold
for sale, ship, deliver for shipment, or receive and (hav-
ing so received) deliver or offer to deliver, to any per-
son”’.

Subsec. (a)(1)(A). Pub. L. 100-532, §603(1), added sub-
par. (A) and struck out former subpar. (A) which read
as follows: ‘‘any pesticide which is not registered under
section 136a of this title, except as provided by section
136d(a)(1) of this title;”.

Subsec. (a)(2)(B). Pub. L. 100-532, §603(2)(A), added
subpar. (B) and struck out former subpar. (B) which
read as follows: ‘‘to refuse to keep any records required
pursuant to section 136f of this title, or to refuse to
allow inspection of any records or establishment pursu-
ant to section 136f or 136g of this title, or to refuse to
allow an officer or employee of the Environmental Pro-
tection Agency to take a sample of any pesticide pursu-
ant to section 136g of this title;”.

Subsec. (a)(2)(F). Pub. L. 100-532, §§601(b)(2)(B), 801(g),
substituted ‘‘to distribute or sell, or to make’ for ‘‘to
make’ and ‘‘thereunder, It for ‘‘thereunder: Provided,
That it”’.

Subsec. (a)(2)(J). Pub. L. 100-532, §801(q)(2)(B), made a
technical amendment to the reference to section 136a-1
of this title to reflect the renumbering of the cor-
responding section of the original act.

Pub. L. 100-532, §603(2)(B), added subpar. (J) and
struck out former subpar. (J) which read as follows: ‘‘to
violate any suspension order issued under section 136d
of this title;”.

Subsec. (a)(2)(K). Pub. L. 100-532, §603(2)(B), added
subpar. (K) and struck out former subpar. (K) which
read as follows: ‘“‘to violate any cancellation of reg-
istration of a pesticide under section 136d of this title,
except as provided by section 136d(a)(1) of this title;”’.

Subsec. (a)(2)(M). Pub. L. 100-532, §603(2)(C), sub-
stituted ‘‘this subchapter’” for ‘‘section 136f of this
title”.

Subsec. (a)(2)(Q), (R), (S). Pub. L. 100-532, §603(2)(D),
added subpars. (Q), (R), and (S).

1978—Subsec. (a)(2)(F'). Pub. L. 95-396 inserted proviso
exempting from prohibition the sale, under regulations
issued by the Administrator, of a restricted use pes-
ticide to a person who is not a certified applicator for
application by a certified applicator.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136k. Stop sale, use, removal, and seizure
(a) Stop sale, etc., orders

Whenever any pesticide or device is found by
the Administrator in any State and there is rea-
son to believe on the basis of inspection or tests
that such pesticide or device is in violation of
any of the provisions of this subchapter, or that
such pesticide or device has been or is intended
to be distributed or sold in violation of any such
provisions, or when the registration of the pes-
ticide has been canceled by a final order or has
been suspended, the Administrator may issue a
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written or printed ‘‘stop sale, use, or removal”’
order to any person who owns, controls, or has
custody of such pesticide or device, and after re-
ceipt of such order no person shall sell, use, or
remove the pesticide or device described in the
order except in accordance with the provisions
of the order.

(b) Seizure

Any pesticide or device that is being trans-
ported or, having been transported, remains
unsold or in original unbroken packages, or that
is sold or offered for sale in any State, or that
is imported from a foreign country, shall be lia-
ble to be proceeded against in any district court
in the district where it is found and seized for
confiscation by a process in rem for condemna-
tion if—

(1) in the case of a pesticide—

(A) it is adulterated or misbranded;

(B) it is not registered pursuant to the pro-
visions of section 136a of this title;

(C) its labeling fails to bear the informa-
tion required by this subchapter;

(D) it is not colored or discolored and such
coloring or discoloring is required under this
subchapter; or

(E) any of the claims made for it or any of
the directions for its use differ in substance
from the representations made in connection
with its registration;

(2) in the case of a device, it is misbranded;
or

(3) in the case of a pesticide or device, when
used in accordance with the requirements im-
posed under this subchapter and as directed by
the labeling, it nevertheless causes unreason-
able adverse effects on the environment.

In the case of a plant regulator, defoliant, or
desiccant, used in accordance with the label
claims and recommendations, physical or phys-
iological effects on plants or parts thereof shall
not be deemed to be injury, when such effects
are the purpose for which the plant regulator,
defoliant, or desiccant was applied.

(c) Disposition after condemnation

If the pesticide or device is condemned it
shall, after entry of the decree, be disposed of by
destruction or sale as the court may direct and
the proceeds, if sold, less the court costs, shall
be paid into the Treasury of the United States,
but the pesticide or device shall not be sold con-
trary to the provisions of this subchapter or the
laws of the jurisdiction in which it is sold. On
payment of the costs of the condemnation pro-
ceedings and the execution and delivery of a
good and sufficient bond conditioned that the
pesticide or device shall not be sold or otherwise
disposed of contrary to the provisions of the sub-
chapter or the laws of any jurisdiction in which
sold, the court may direct that such pesticide or
device be delivered to the owner thereof. The
proceedings of such condemnation cases shall
conform, as near as may be to the proceedings in
admiralty, except that either party may demand
trial by jury of any issue of fact joined in any
case, and all such proceedings shall be at the
suit of and in the name of the United States.

(d) Court costs, etc.

When a decree of condemnation is entered
against the pesticide or device, court costs and
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fees, storage, and other proper expenses shall be
awarded against the person, if any, intervening
as claimant of the pesticide or device.

(June 25, 1947, ch. 125, §13, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 991; amended
Pub. L. 100-532, title VIII, §801(h), Oct. 25, 1988,
102 Stat. 2682.)

Editorial Notes
PRIOR PROVISIONS

A prior section 13 of act June 25, 1947, was classified
to section 135k of this title prior to amendment of act
June 25, 1947, by Pub. L. 92-516.

AMENDMENTS

1988—Subsec. (b). Pub. L. 100-532, §801(h)(1), directed
that sentence beginning ‘‘In the case of”’ be moved from
par. (3) and become a full measure sentence after par.
3).

Subsec. (c¢). Pub. L. 100-532, §801(h)(2), substituted
‘‘sold. On” for ‘‘sold: Provided, That upon’’.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 1361. Penalties

(a) Civil penalties
(1) In general

Any registrant, commercial applicator,
wholesaler, dealer, retailer, or other dis-
tributor who violates any provision of this
subchapter may be assessed a civil penalty by
the Administrator of not more than $5,000 for
each offense.

(2) Private applicator

Any private applicator or other person not
included in paragraph (1) who violates any
provision of this subchapter subsequent to re-
ceiving a written warning from the Adminis-
trator or following a citation for a prior viola-
tion, may be assessed a civil penalty by the
Administrator of not more than $1,000 for each
offense, except that any applicator not in-
cluded under paragraph (1) of this subsection
who holds or applies registered pesticides, or
uses dilutions of registered pesticides, only to
provide a service of controlling pests without
delivering any unapplied pesticide to any per-
son so served, and who violates any provision
of this subchapter may be assessed a civil pen-
alty by the Administrator of not more than
$500 for the first offense nor more than $1,000
for each subsequent offense.

(3) Hearing

No civil penalty shall be assessed unless the
person charged shall have been given notice
and opportunity for a hearing on such charge
in the county, parish, or incorporated city of
the residence of the person charged.

(4) Determination of penalty

In determining the amount of the penalty,
the Administrator shall consider the appro-
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priateness of such penalty to the size of the
business of the person charged, the effect on
the person’s ability to continue in business,
and the gravity of the violation. Whenever the
Administrator finds that the violation oc-
curred despite the exercise of due care or did
not cause significant harm to health or the en-
vironment, the Administrator may issue a
warning in lieu of assessing a penalty.

(5) References to Attorney General

In case of inability to collect such civil pen-
alty or failure of any person to pay all, or such
portion of such civil penalty as the Adminis-
trator may determine, the Administrator shall
refer the matter to the Attorney General, who
shall recover such amount by action in the ap-
propriate United States district court.

(b) Criminal penalties
(1) In general

(A) Any registrant, applicant for a registra-
tion, or producer who knowingly violates any
provision of this subchapter shall be fined not
more than $50,000 or imprisoned for not more
than 1 year, or both.

(B) Any commercial applicator of a re-
stricted use pesticide, or any other person not
described in subparagraph (A) who distributes
or sells pesticides or devices, who knowingly
violates any provision of this subchapter shall
be fined not more than $25,000 or imprisoned
for not more than 1 year, or both.

(2) Private applicator

Any private applicator or other person not
included in paragraph (1) who knowingly vio-
lates any provision of this subchapter shall be
guilty of a misdemeanor and shall on convic-
tion be fined not more than $1,000, or impris-
oned for not more than 30 days, or both.

(3) Disclosure of information

Any person, who, with intent to defraud,
uses or reveals information relative to for-
mulas of products acquired under the author-
ity of section 136a of this title, shall be fined
not more than $10,000, or imprisoned for not
more than three years, or both.

(4) Acts of officers, agents, etc.

When construing and enforcing the provi-
sions of this subchapter, the act, omission, or
failure of any officer, agent, or other person
acting for or employed by any person shall in
every case be also deemed to be the act, omis-
sion, or failure of such person as well as that
of the person employed.

(June 25, 1947, ch. 125, §14, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 992; amended
Pub. L. 95-396, §17, Sept. 30, 1978, 92 Stat. 832;
Pub. L. 100-532, title VI, §604, Oct. 25, 1988, 102
Stat. 2678; Pub. L. 102-237, title X, §1006(a)(8),
Dec. 13, 1991, 105 Stat. 1895.)

Editorial Notes
AMENDMENTS

1991—Subsec. (a)(2). Pub. L. 102-237 substituted
, except that” for ‘‘: Provided, That’”’ and ‘‘uses’ for
“use’’.

1988—Subsec. (b)(1). Pub. L. 100-532 amended par. (1)
generally. Prior to amendment, par. (1) read as follows:

13
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“Any registrant, commercial applicator, wholesaler,
dealer, retailer, or other distributor who knowingly
violates any provision of this subchapter shall be guilty
of a misdemeanor and shall on conviction be fined not
more than $25,000, or imprisoned for not more than one
year, or both.”

1978—Subsec. (a)(2). Pub. L. 95-396, §17(1), authorized
assessment of a civil penalty of not more than $500 for
a first offense and not more than $1,000 for each subse-
quent offense against any applicator providing a serv-
ice of controlling pests for violations of this sub-
chapter.

Subsec. (a)(3). Pub. L. 95-396, §17(2), struck out provi-
sion respecting certain considerations when deter-
mining amount of penalty, now covered in par. (4).

Subsec. (a)(4). Pub. L. 95-396, §17(4), reenacted second
sentence of par. (3) as par. (4) and authorized Adminis-
trator to issue a warning in lieu of assessing a penalty.
Former par. (4) redesignated (5).

Subsec. (a)(5). Pub. L. 95-396, §17(3),
former par. (4) as (5).

redesignated

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136m. Indemnities

(a) General indemnification
(1) In general

Except as otherwise provided in this section,
if—

(A) the Administrator notifies a registrant
under section 136d(c)(1) of this title that the
Administrator intends to suspend a registra-
tion or that an emergency order of suspen-
sion of a registration under section 136d(c)(3)
of this title has been issued;

(B) the registration in question is sus-
pended under section 136d(c) of this title,
and thereafter is canceled under section
136d(b), 136d(d), or 136d(f) of this title; and

(C) any person who owned any quantity of
the pesticide immediately before the notice
to the registrant under subparagraph (A)
suffered losses by reason of suspension or
cancellation of the registration;

the Administrator shall make an indemnity
payment to the person.

(2) Exception

Paragraph (1) shall not apply if the Adminis-
trator finds that the person—

(A) had knowledge of facts that, in them-
selves, would have shown that the pesticide
did not meet the requirements of section
136a(c)(b) of this title for registration; and

(B) continued thereafter to produce the
pesticide without giving timely notice of
such facts to the Administrator.

(3) Report

If the Administrator takes an action under
paragraph (1) that requires the payment of in-
demnification, the Administrator shall report
to the Committee on Agriculture of the House
of Representatives, the Committee on Agri-
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culture, Nutrition, and Forestry of the Senate,
and the Committees on Appropriations of the
House of Representatives and the Senate on—
(A) the action taken that requires the pay-
ment of indemnification;
(B) the reasons for taking the action;
(C) the estimated cost of the payment; and
(D) a request for the appropriation of funds
for the payment.

(4) Appropriation

The Administrator may not make a payment
of indemnification under paragraph (1) unless
a specific line item appropriation of funds has
been made in advance for the payment.

(b) Indemnification of end users, dealers, and
distributors

(1) End users

If—

(A) the Administrator notifies a registrant
under section 136d(c)(1) of this title that the
Administrator intends to suspend a registra-
tion or that an emergency order of suspen-
sion of a registration under section 136d(c)(3)
of this title has been issued;

(B) the registration in question is sus-
pended under section 136d(c) of this title,
and thereafter is canceled under section
136d(b), 136d(d), or 136d(f) of this title; and

(C) any person who, immediately before
the notice to the registrant under subpara-
graph (A), owned any quantity of the pes-
ticide for purposes of applying or using the
pesticide as an end user, rather than for pur-
poses of distributing or selling it or further
processing it for distribution or sale, suf-
fered a loss by reason of the suspension or
cancellation of the pesticide;

the person shall be entitled to an indemnity
payment under this subsection for such quan-
tity of the pesticide.

(2) Dealers and distributors

(A) Any registrant, wholesaler, dealer, or
other distributor (hereinafter in this para-
graph referred to as a ‘‘seller’’) of a registered
pesticide who distributes or sells the pesticide
directly to any person not described as an end
user in paragraph (1)(C) shall, with respect to
any quantity of the pesticide that such person
cannot use or resell as a result of the suspen-
sion or cancellation of the pesticide, reim-
burse such person for the cost of first acquir-
ing the pesticide from the seller (other than
the cost of transportation, if any), unless the
seller provided to the person at the time of
distribution or sale a notice, in writing, that
the pesticide is not subject to reimbursement
by the seller.

(B) If—

(i) the Administrator notifies a registrant
under section 136d(c)(1) of this title that the
Administrator intends to suspend a registra-
tion or that an emergency order of suspen-
sion of a registration under section 136d(c)(3)
of this title has been issued;

(ii) the registration in question is sus-
pended under section 136d(c) of this title,
and thereafter is canceled under section
136d(b), 136d(d), or 136d(f) of this title;
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(iii) any person who, immediately before
the notice to the registrant under clause
A)—

(I) had not been notified in writing by
the seller, as provided under subparagraph
(A), that any quantity of the pesticide
owned by such person is not subject to re-
imbursement by the seller in the event of
suspension or cancellation of the pesticide;
and

(IT) owned any quantity of the pesticide
for purposes of—

(aa) distributing or selling it; or
(bb) further processing it for distribu-
tion or sale directly to an end user;

suffered a loss by reason of the suspension or
cancellation of the pesticide; and
(iv) the Administrator determines on the
basis of a claim of loss submitted to the Ad-
ministrator by the person, that the seller—
(I) did not provide the notice specified in
subparagraph (A) to such person; and
(IT) is and will continue to be unable to
provide reimbursement to such person, as
provided under subparagraph (A), for the
loss referred to in clause (iii), as a result of
the insolvency or bankruptcy of the seller
and the seller’s resulting inability to pro-
vide such reimbursement;

the person shall be entitled to an indemnity
payment under this subsection for such quan-
tity of the pesticide.

(C) If an indemnity payment is made by the
United States under this paragraph, the
United States shall be subrogated to any right
that would otherwise be held under this para-
graph by a seller who is unable to make a re-
imbursement in accordance with this para-
graph with regard to reimbursements that
otherwise would have been made by the seller.
(3) Source

Any payment required to be made under
paragraph (1) or (2) shall be made from the ap-
propriation provided under section 1304 of title
31.

(4) Administrative settlement

An administrative settlement of a claim for
such indemnity may be made in accordance
with the third paragraph of section 2414 of
title 28 and shall be regarded as if it were
made under that section for purposes of sec-
tion 1304 of title 31.

(¢c) Amount of payment
(1) In general

The amount of an indemnity payment under
subsection (a) or (b) to any person shall be de-
termined on the basis of the cost of the pes-
ticide owned by the person (other than the
cost of transportation, if any) immediately be-
fore the issuance of the notice to the reg-
istrant referred to in subsection (a)(1)(A),
(b)(1)(A), or (b)(2)(B)(i), except that in no event
shall an indemnity payment to any person ex-
ceed the fair market value of the pesticide
owned by the person immediately before the
issuance of the notice.

(2) Special rule

Notwithstanding any other provision of this
subchapter, the Administrator may provide a
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reasonable time for use or other disposal of
the pesticide. In determining the quantity of
any pesticide for which indemnity shall be
paid under this section, proper adjustment
shall be made for any pesticide used or other-
wise disposed of by the owner.

(June 25, 1947, ch. 125, §15, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 993; amended
Pub. L. 100-532, title V, §501(a), Oct. 25, 1988, 102
Stat. 2674.)

Editorial Notes

AMENDMENTS

1988—Pub. L. 100-532 amended section generally, in
subsec. (a), substituting provisions relating to general
indemnification for provisions relating to requirements
for payment, adding subsec. (b), and redesignating pro-
visions of former subsec. (b), with further amendment,
as subsec. (c).

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Pub. L. 100-532, title V, §501(a), Oct. 25, 1988, 102 Stat.
2674, provided that amendment made by Pub. L. 100-532
is effective 180 days after Oct. 25, 1988.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

INTERIM PAYMENTS

Pub. L. 100-532, title V, §501(b), Oct. 25, 1988, 102 Stat.
2676, provided that:

‘(1) SOURCE.—Any obligation of the Administrator to
pay an indemnity arising under section 15 [this sec-
tion], as it existed prior to the effective date of the
amendment made by this section [see Effective Date of
1988 Amendment note above], shall be made from the
appropriation provided under section 1304 of title 31,
United States Code.

‘(2) ADMINISTRATIVE SETTLEMENT.—An administra-
tive settlement of a claim for such indemnity may be
made in accordance with the third paragraph of section
2414 of title 28, United States Code, and shall be re-
garded as if it were made under that section for pur-
poses of section 1304 of title 31, United States Code.”’

§ 136n. Administrative procedure; judicial review

(a) District court review

Except as otherwise provided in this sub-
chapter, the refusal of the Administrator to can-
cel or suspend a registration or to change a clas-
sification not following a hearing and other
final actions of the Administrator not com-
mitted to the discretion of the Administrator by
law are judicially reviewable by the district
courts of the United States.

(b) Review by court of appeals

In the case of actual controversy as to the va-
lidity of any order issued by the Administrator
following a public hearing, any person who will
be adversely affected by such order and who had
been a party to the proceedings may obtain judi-
cial review by filing in the United States court
of appeals for the circuit wherein such person
resides or has a place of business, within 60 days
after the entry of such order, a petition praying
that the order be set aside in whole or in part.
A copy of the petition shall be forthwith trans-
mitted by the clerk of the court to the Adminis-
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trator or any officer designated by the Adminis-
trator for that purpose, and thereupon the Ad-
ministrator shall file in the court the record of
the proceedings on which the Administrator
based the Administrator’s order, as provided in
section 2112 of title 28. Upon the filing of such
petition the court shall have exclusive jurisdic-
tion to affirm or set aside the order complained
of in whole or in part. The court shall consider
all evidence of record. The order of the Adminis-
trator shall be sustained if it is supported by
substantial evidence when considered on the
record as a whole. The judgment of the court af-
firming or setting aside, in whole or in part, any
order under this section shall be final, subject to
review by the Supreme Court of the United
States upon certiorari or certification as pro-
vided in section 1254 of title 28. The commence-
ment of proceedings under this section shall not,
unless specifically ordered by the court to the
contrary, operate as a stay of an order.

(¢) Jurisdiction of district courts

The district courts of the United States are
vested with jurisdiction specifically to enforce,
and to prevent and restrain violations of, this
subchapter.

(d) Notice of judgments

The Administrator shall, by publication in
such manner as the Administrator may pre-
scribe, give notice of all judgments entered in
actions instituted under the authority of this
subchapter.

(June 25, 1947, ch. 125, §16, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 994; amended
Pub. L. 98-620, title IV, §402(4)(C), Nov. 8, 1984, 98
Stat. 3357; Pub. L. 100-532, title VIII, §801(i), Oct.
25, 1988, 102 Stat. 2682; Pub. L. 102-237, title X,
§1006(b)(1), (2), (3)(P), Dec. 13, 1991, 105 Stat. 1895,
1896.)

Editorial Notes
AMENDMENTS

1991—Subsec. (b). Pub. L. 102-237, §1006(b)(1), (2),
(3)(P), substituted ‘‘the Administrator’’ for ‘“he’’ before
“‘based”, ‘‘the Administrator’s’ for ‘‘his’’, and ‘‘the Ad-
ministrator’” for ‘“him”’ after ‘‘designated by’’.

Subsec. (d). Pub. L. 102-237, §1006(b)(1), substituted
“the Administrator” for ‘“‘he’’ before ‘“‘may’’.

1988—Subsec. (a). Pub. L. 100-532 amended subsec. (a)
generally. Prior to amendment, subsec. (a) read as fol-
lows: ‘“‘Except as is otherwise provided in this sub-
chapter, Agency refusals to cancel or suspend registra-
tions or change classifications not following a hearing
and other final Agency actions not committed to Agen-
cy discretion by law are judicially reviewable in the
district courts.”

1984—Subsec. (b). Pub. L. 98-620 struck out provisions
requiring the court to advance on the docket and expe-
dite the disposition of all cases filed pursuant to this
section.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE OF 1984 AMENDMENT

Amendment by Pub. L. 98-620 not applicable to cases
pending on Nov. 8, 1984, see section 403 of Pub. L. 98-620,
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set out as an Effective Date note under section 1657 of
Title 28, Judiciary and Judicial Procedure.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 1360. Imports and exports
(a) Pesticides and devices intended for export

Notwithstanding any other provision of this
subchapter, no pesticide or device or active in-
gredient used in producing a pesticide intended
solely for export to any foreign country shall be
deemed in violation of this subchapter—

(1) when prepared or packed according to the
specifications or directions of the foreign pur-
chaser, except that producers of such pes-
ticides and devices and active ingredients used
in producing pesticides shall be subject to sec-
tions 136(p), 136(q)(1)(A), (C), (D), (E), (G), and
(H), 136(a)(2)(A), (B), (C)(i) and (iii), and (D),
136e, and 136f of this title; and

(2) in the case of any pesticide other than a
pesticide registered under section 136a or sold
under section 136d(a)(1) of this title, if, prior
to export, the foreign purchaser has signed a
statement acknowledging that the purchaser
understands that such pesticide is not reg-
istered for use in the United States and cannot
be sold in the United States under this sub-
chapter.

A copy of that statement shall be transmitted to

an appropriate official of the government of the

importing country.

(b) Cancellation notices furnished to foreign gov-
ernments

Whenever a registration, or a cancellation or
suspension of the registration of a pesticide be-
comes effective, or ceases to be effective, the
Administrator shall transmit through the State
Department notification thereof to the govern-
ments of other countries and to appropriate
international agencies. Such notification shall,
upon request, include all information related to
the cancellation or suspension of the registra-
tion of the pesticide and information concerning
other pesticides that are registered under sec-
tion 136a of this title and that could be used in
lieu of such pesticide.

(c) Importation of pesticides and devices
(1) In general

The Secretary of the Treasury shall notify
the Administrator of the arrival of pesticides
and devices and shall deliver to the Adminis-
trator, upon the Administrator’s request, sam-
ples of pesticides or devices which are being
imported into the United States, giving notice
to the owner or consignee, who may appear be-
fore the Administrator and have the right to
introduce testimony. If it appears from the ex-
amination of a sample that it is adulterated,
or misbranded or otherwise violates the provi-
sions set forth in this subchapter, or is other-
wise injurious to health or the environment,
the pesticide or device may be refused admis-
sion, and the Secretary of the Treasury shall
refuse delivery to the consignee and shall
cause the destruction of any pesticide or de-
vice refused delivery which shall not be ex-
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ported by the consignee within 90 days from
the date of notice of such refusal under such
regulations as the Secretary of the Treasury
may prescribe. The Secretary of the Treasury
may deliver to the consignee such pesticide or
device pending examination and decision in
the matter on execution of bond for the
amount of the full invoice value of such pes-
ticide or device, together with the duty there-
on, and on refusal to return such pesticide or
device for any cause to the custody of the Sec-
retary of the Treasury, when demanded, for
the purpose of excluding them from the coun-
try, or for any other purpose, said consignee
shall forfeit the full amount of said bond. All
charges for storage, cartage, and labor on pes-
ticides or devices which are refused admission
or delivery shall be paid by the owner or con-
signee, and in default of such payment shall
constitute a lien against any future importa-
tion made by such owner or consignee.

(2) Importation of seed

Notwithstanding any other provision of law,
no person is required to notify the Adminis-
trator of the arrival of a plant-incorporated
protectant (as defined in section 174.3 of title
40, Code of Federal Regulations (or any suc-
cessor regulation)) that is contained in a seed,
if—

(A) that plant-incorporated protectant is
registered under section 136a of this title;

(B) the Administrator has issued an experi-
mental use permit for that plant-incor-
porated protectant under section 136¢c of this
title; or

(C) the seed is covered by a permit (as de-
fined in part 340 of title 7, Code of Federal
Regulations (or any successor regulation))
or a notification.

(3) Cooperation

(A) In general

In response to a request from the Adminis-
trator, the Secretary of Agriculture shall
provide to the Administrator a list of seed
containing plant-incorporated protectants
(as defined in section 174.3 of title 40, Code of
Federal Regulations (or any successor regu-
lation)) if the importation of that seed into
the United States has been approved under a
permit or notification referred to in para-
graph (2).

(B) Contents

The list under subparagraph (A) shall be
provided in a form and at such intervals as
may be agreed to by the Secretary and the
Administrator.

(4) Applicability

Nothing in this subsection precludes or lim-
its the authority of the Secretary of Agri-
culture with respect to the importation or
movement of plants, plant products, or seeds
under—

(A) the Plant Protection Act (7 U.S.C. 7701
et seq.); and

(B) the Federal Seed Act (7 U.S.C. 1551 et
seq.).
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(d) Cooperation in international efforts
(1) In general

The Administrator shall, in cooperation
with the Department of State and any other
appropriate Federal agency, participate and
cooperate in any international efforts to de-
velop improved pesticide research and regula-
tions.

(2) Department of State expenses

Any expenses incurred by an employee of the
Environmental Protection Agency who par-
ticipates in any international technical, eco-
nomic, or policy review board, committee, or
other official body that is meeting in relation
to an international treaty shall be paid by the
Department of State.

(e) Regulations

The Secretary of the Treasury, in consultation
with the Administrator, shall prescribe regula-
tions for the enforcement of subsection (c) of
this section.

(June 25, 1947, ch. 125, §17, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 995; amended
Pub. L. 95-396, §18(a), Sept. 30, 1978, 92 Stat. 833;
Pub. L. 100-532, title VIII, §801(j), Oct. 25, 1988,
102 Stat. 2682; Pub. L. 102-237, title X, §1006(a)(9),
(b)(2), Dec. 13, 1991, 105 Stat. 1895; Pub. L. 110-234,
title XIV, §14209(a), May 22, 2008, 122 Stat. 1463;
Pub. L. 110-246, §4(a), title XIV, §14209(a), June
18, 2008, 122 Stat. 1664, 2225; Pub. L. 113-79, title
X, §10008, Feb. 7, 2014, 128 Stat. 948.)

Editorial Notes
REFERENCES IN TEXT

The Plant Protection Act, referred to in subsec.
(c)(4)(A), is title IV of Pub. L. 106-224, June 20, 2000, 114
Stat. 438, which is classified principally to chapter 104
(§7701 et seq.) of this title. For complete classification
of this Act to the Code, see Short Title note set out
under section 7701 of this title and Tables.

The Federal Seed Act, referred to in subsec. (¢)(4)(B),
is act Aug. 9, 1939, ch. 615, 53 Stat. 1275, which is classi-
fied generally to chapter 37 (§15651 et seq.) of this title.
For complete classification of this Act to the Code, see
section 1551 of this title and Tables.

CODIFICATION

Pub. L. 110-234 and Pub. L. 110-246 made identical
amendments to this section. The amendments by Pub.
L. 110-234 were repealed by section 4(a) of Pub. L.
110-246.

AMENDMENTS

2014—Subsec. (¢). Pub. L. 113-79 designated existing
provisions as par. (1), inserted heading, and added pars.
(2) to (4).

2008—Subsec. (d). Pub. L. 110-246, §14209(a), designated
existing provisions as par. (1), inserted heading, and
added par. (2).

1991—Subsec. (a). Pub. L. 102-237, §1006(a)(9), removed
last sentence from par. (2) and placed it as a full meas-
ure sentence under par. (2).

Subsec. (c). Pub. L. 102-237, §1006(b)(2), substituted
‘‘the Administrator’s” for ‘‘his”.

1988—Subsec. (c). Pub. L. 100-532 substituted ‘‘pre-
scribe. The Secretary’ for ‘‘prescribe: Provided, That
the Secretary’ and ‘‘bond. All” for ‘‘bond: And provided
further, That all”.

1978—Subsec. (a). Pub. L. 95-396, §18(a)(1), amended
subsec. (a) generally.

Subsec. (b). Pub. L. 95-396, §18(a)(2), inserted sentence
at end relating to information to be included in notifi-
cation.
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Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2008 AMENDMENT
Amendment of this section and repeal of Pub. L.
110-234 by Pub. L. 110-246 effective May 22, 2008, the
date of enactment of Pub. L. 110-234, see section 4 of

Pub. L. 110-246, set out as an Effective Date note under
section 8701 of this title.

EFFECTIVE DATE OF 1988 AMENDMENT
Amendment by Pub. L. 100-532 effective on expiration

of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE OF 1978 AMENDMENT
Pub. L. 95-396, §18(b), Sept. 30, 1978, 92 Stat. 833, pro-
vided that: “The amendment made by subsection (a)(1)
of this section [amending this section] shall become ef-

fective one hundred and eighty days after the date of
enactment of this Act [Sept. 30, 1978].”’

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§136p. Exemption of Federal and State agencies

The Administrator may, at the Administra-
tor’s discretion, exempt any Federal or State
agency from any provision of this subchapter if
the Administrator determines that emergency
conditions exist which require such exemption.
The Administrator, in determining whether or
not such emergency conditions exist, shall con-
sult with the Secretary of Agriculture and the
Governor of any State concerned if they request
such determination.

(June 2b, 1947, ch. 125, §18, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 995; amended
Pub. L. 94-140, §8, Nov. 28, 1975, 89 Stat. 754; Pub.
L. 100-532, title VIII, §801(k), Oct. 25, 1988, 102
Stat. 2682; Pub. L. 102-237, title X, §1006(b)(1), (2),
Dec. 13, 1991, 105 Stat. 1895.)

Editorial Notes
AMENDMENTS

1991—Pub. L. 102-237 substituted ‘‘the Administrator”
for ‘“‘he” before ‘‘determines’” and ‘‘the Administra-
tor’s” for ‘‘his”’.

1988—Pub. L. 100-532 substituted ‘‘and” for ‘‘or‘ in
section catchline, and directed that sentence beginning
“The Administrator, in’’ be run in after first sentence
beginning ‘“The Administrator may’’.

1975—Pub. L. 94-140 inserted provision requiring Ad-
ministrator to consult with Secretary of Agriculture
and Governor of State concerned in determining wheth-
er an emergency situation exists.

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE
For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.
§136q. Storage, disposal, transportation, and re-
call
(a) Storage, disposal, and transportation
(1) Data requirements and registration of pes-
ticides
The Administrator may require under sec-
tion 136a or 136d of this title that—

(A) the registrant or applicant for reg-
istration of a pesticide submit or cite data
or information regarding methods for the
safe storage and disposal of excess quantities
of the pesticide to support the registration
or continued registration of a pesticide;

(B) the labeling of a pesticide contain re-
quirements and procedures for the transpor-
tation, storage, and disposal of the pesticide,
any container of the pesticide, any rinsate
containing the pesticide, or any other mate-
rial used to contain or collect excess or
spilled quantities of the pesticide; and

(C) the registrant of a pesticide provide
evidence of sufficient financial and other re-
sources to carry out a recall plan under sub-
section (b), and provide for the disposition of
the pesticide, in the event of suspension and
cancellation of the pesticide.

(2) Pesticides

The Administrator may by regulation, or as
part of an order issued under section 136d of
this title or an amendment to such an order—

(A) issue requirements and procedures to
be followed by any person who stores or
transports a pesticide the registration of
which has been suspended or canceled;

(B) issue requirements and procedures to
be followed by any person who disposes of
stocks of a pesticide the registration of
which has been suspended; and

(C) issue requirements and procedures for
the disposal of any pesticide the registration
of which has been canceled.

(3) Containers, rinsates, and other materials

The Administrator may by regulation, or as
part of an order issued under section 136d of
this title or an amendment to such an order—

(A) issue requirements and procedures to
be followed by any person who stores or
transports any container of a pesticide the
registration of which has been suspended or
canceled, any rinsate containing the pes-
ticide, or any other material used to contain
or collect excess or spilled quantities of the
pesticide;

(B) issue requirements and procedures to
be followed by any person who disposes of
stocks of any container of a pesticide the
registration of which has been suspended,
any rinsate containing the pesticide, or any
other material used to contain or collect ex-
cess or spilled quantities of the pesticide;
and

(C) issue requirements and procedures for
the disposal of any container of a pesticide
the registration of which has been canceled,
any rinsate containing the pesticide, or any
other material used to contain or collect ex-
cess or spilled quantities of the pesticide.

(4) Container recycling

The Secretary may promulgate a regulation
for the return and recycling of disposable pes-
ticide containers used for the distribution or
sale of registered pesticide products in inter-
state commerce. Any such regulation requir-
ing recycling of disposable pesticide con-
tainers shall not apply to antimicrobial pes-
ticides (as defined in section 136 of this title)
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or other pesticide products intended for non-
agricultural uses.

(b) Recalls

(1) In general

If the registration of a pesticide has been
suspended and canceled under section 136d of
this title, and if the Administrator finds that
recall of the pesticide is necessary to protect
health or the environment, the Administrator
shall order a recall of the pesticide in accord-
ance with this subsection.

(2) Voluntary recall

If, after determining under paragraph (1)
that a recall is necessary, the Administrator
finds that voluntary recall by the registrant
and others in the chain of distribution may be
as safe and effective as a mandatory recall,
the Administrator shall request the registrant
of the pesticide to submit, within 60 days of
the request, a plan for the voluntary recall of
the pesticide. If such a plan is requested and
submitted, the Administrator shall approve
the plan and order the registrant to conduct
the recall in accordance with the plan unless
the Administrator determines, after an infor-
mal hearing, that the plan is inadequate to
protect health or the environment.

(3) Mandatory recall

If, after determining under paragraph (1)
that a recall is necessary, the Administrator
does not request the submission of a plan
under paragraph (2) or finds such a plan to be
inadequate, the Administrator shall issue a
regulation that prescribes a plan for the recall
of the pesticide. A regulation issued under this
paragraph may apply to any person who is or
was a registrant, distributor, or seller of the
pesticide, or any successor in interest to such
a person.

(4) Recall procedure

A regulation issued under this subsection
may require any person that is subject to the
regulation to—

(A) arrange to make available one or more
storage facilities to receive and store the
pesticide to which the recall program ap-
plies, and inform the Administrator of the
location of each such facility;

(B) accept and store at such a facility
those existing stocks of such pesticide that
are tendered by any other person who ob-
tained the pesticide directly or indirectly
from the person that is subject to such regu-
lation;

(C) on the request of a person making such
a tender, provide for proper transportation
of the pesticide to a storage facility; and

(D) take such reasonable steps as the regu-
lation may prescribe to inform persons who
may be holders of the pesticide of the terms
of the recall regulation and how those per-
sons may tender the pesticide and arrange
for transportation of the pesticide to a stor-
age facility.

(5) Contents of recall plan

A recall plan established under this sub-
section shall include—
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(A) the level in the distribution chain to
which the recall is to extend, and a schedule
for recall; and

(B) the means to be used to verify the ef-
fectiveness of the recall.

(6) Requirements or procedures

No requirement or procedure imposed in ac-
cordance with paragraph (2) of subsection (a)
may require the recall of existing stocks of
the pesticide except as provided by this sub-
section.

(c) Storage costs

(1) Submission of plan

A registrant who wishes to become eligible
for reimbursement of storage costs incurred as
a result of a recall prescribed under subsection
(b) for a pesticide whose registration has been
suspended and canceled shall, as soon as prac-
ticable after the suspension of the registration
of the pesticide, submit to the Administrator
a plan for the storage and disposal of the pes-
ticide that meets criteria established by the
Administrator by regulation.

(2) Reimbursement

Within a reasonable period of time after
such storage costs are incurred and paid by
the registrant, the Administrator shall reim-
burse the registrant, on request, for—

(A) none of the costs incurred by the reg-
istrant before the date of submission of the
plan referred to in paragraph (1) to the Ad-
ministrator;

(B) 100 percent of the costs incurred by the
registrant after the date of submission of the
plan to the Administrator or the date of can-
cellation of the registration of the pesticide,
whichever is later, but before the approval of
the plan by the Administrator;

(C) 50 percent of the costs incurred by the
registrant during the 1l-year period begin-
ning on the date of the approval of the plan
by the Administrator or the date of can-
cellation of the registration of the pesticide,
whichever is later;

(D) none of the costs incurred by the reg-
istrant during the 3-year period beginning on
the 366th day following approval of the plan
by the Administrator or the date of can-
cellation of the registration of the pesticide,
whichever is later; and

(E) 25 percent of the costs incurred by the
registrant during the period beginning on
the first day of the 5th year following the
date of the approval of the plan by the Ad-
ministrator or the date of cancellation of
the registration of the pesticide, whichever
is later, and ending on the date that a dis-
posal permit for the pesticide is issued by a
State or an alternative plan for disposal of
the pesticide in accordance with applicable
law has been developed.

(d) Administration of storage, disposal, transpor-

tation, and recall programs
(1) Voluntary agreements

Nothing in this section shall be construed as
preventing or making unlawful any agreement
between a seller and a buyer of any pesticide
or other substance regarding the ultimate al-
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location of the costs of storage, transpor-
tation, or disposal of a pesticide.

(2) Rule and regulation review

Section 136w(a)(4) of this title shall not
apply to any regulation issued under sub-
section (a)(2) or (b).

(3) Limitations

No registrant shall be responsible under this
section for a pesticide the registration of
which is held by another person. No dis-
tributor or seller shall be responsible under
this section for a pesticide that the distributor
or seller did not hold or sell.

(4) Seizure and penalties

If the Administrator finds that a person who
is subject to a regulation or order under sub-
section (a)(2) or (b) has failed substantially to
comply with that regulation or order, the Ad-
ministrator may take action under section
136k or 136/ of this title or obtain injunctive
relief under section 136n(c) of this title against
such person or any successor in interest of any
such person.

(e) Container design
(1) Procedures

(A) Not later than 3 years after the effective
date of this subsection, the Administrator
shall, in consultation with the heads of other
interested Federal agencies, promulgate regu-
lations for the design of pesticide containers
that will promote the safe storage and dis-
posal of pesticides.

(B) The regulations shall ensure, to the full-
est extent practicable, that the containers—

(i) accommodate procedures used for the
removal of pesticides from the containers
and the rinsing of the containers;

(ii) facilitate the safe use of the con-
tainers, including elimination of splash and
leakage of pesticides from the containers;

(iii) facilitate the safe disposal of the con-
tainers; and

(iv) facilitate the safe refill and reuse of
the containers.

(2) Compliance

The Administrator shall require compliance
with the regulations referred to in paragraph
(1) not later than 5 years after the effective
date of this subsection.

(f) Pesticide residue removal

(1) Procedures

(A) Not later than 3 years after the effective
date of this subsection, the Administrator
shall, in consultation with the heads of other
interested Federal agencies, promulgate regu-
lations prescribing procedures and standards
for the removal of pesticides from containers
prior to disposal.

(B) The regulations may—

(i) specify, for each major type of pesticide
container, procedures and standards pro-
viding for, at a minimum, triple rinsing or
the equivalent degree of pesticide removal;

(ii) specify procedures that can be imple-
mented promptly and easily in various cir-
cumstances and conditions;
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(iii) provide for reuse, whenever prac-
ticable, or disposal of rinse water and res-
idue; and

(iv) be coordinated with requirements for
the rinsing of containers imposed under the
Solid Waste Disposal Act (42 U.S.C. 6901 et
seq.).

(C) The Administrator may, at the discre-
tion of the Administrator, exempt products in-
tended solely for household use from the re-
quirements of this subsection.

(2) Compliance

Effective beginning 5 years after the effec-
tive date of this subsection, a State may not
exercise primary enforcement responsibility
under section 136w—1 of this title, or certify an
applicator under section 136i of this title, un-
less the Administrator determines that the
State is carrying out an adequate program to
ensure compliance with this subsection.

(3) Solid Waste Disposal Act

Nothing in this subsection shall affect the
authorities or requirements concerning pes-
ticide containers under the Solid Waste Dis-
posal Act (42 U.S.C. 6901).

(g) Pesticide container study

(1) Study

(A) The Administrator shall conduct a study
of options to encourage or require—

(i) the return, refill, and reuse of pesticide
containers;

(ii) the development and use of pesticide
formulations that facilitate the removal of
pesticide residues from containers; and

(iii) the use of bulk storage facilities to re-
duce the number of pesticide containers re-
quiring disposal.

(B) In conducting the study, the Adminis-
trator shall—

(i) consult with the heads of other inter-
ested Federal agencies, State agencies, in-
dustry groups, and environmental organiza-
tions; and

(ii) assess the feasibility, costs, and envi-
ronmental benefits of encouraging or requir-
ing various measures or actions.

(2) Report

Not later than 2 years after the effective
date of this subsection, the Administrator
shall submit to Congress a report describing
the results of the study required under para-
graph (1).

(h) Relationship to Solid Waste Disposal Act

(1) In general

Nothing in this section shall diminish the
authorities or requirements of the Solid Waste
Disposal Act (42 U.S.C. 6901 et seq.).

(2) Antimicrobial products

A household, industrial, or institutional
antimicrobial product that is not subject to
regulation under the Solid Waste Disposal Act
(42 U.S.C. 6901 et seq.) shall not be subject to
the provisions of subsections (a), (e), and (f),
unless the Administrator determines that such
product must be subject to such provisions to
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prevent an unreasonable adverse effect on the
environment.

(June 25, 1947, ch. 125, §19, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 995; amended
Pub. L. 95-396, §19, Sept. 30, 1978, 92 Stat. 833;
Pub. L. 100-532, title IV, §§401-403, title VIII,
§801(a)(1)(D), Oct. 25, 1988, 102 Stat. 2669, 2672,
2683; Pub. L. 104-170, title II, §225, Aug. 3, 1996,
110 Stat. 1507; Pub. L. 110-234, title XIV,
§14209(b), May 22, 2008, 122 Stat. 1463; Pub. L.
110-246, §4(a), title XIV, §14209(b), June 18, 2008,
122 Stat. 1664, 2225.)

Editorial Notes
REFERENCES IN TEXT

The effective date of this subsection, referred to in
subsecs. (e), () (1)(A), (2), and (g)(2), is 60 days after Oct.
25, 1988, the effective date of Pub. L. 100-532. See Effec-
tive Date of 1988 Amendment note below.

The Solid Waste Disposal Act, referred to in subsecs.
O O(B)({v), (3) and (h), is title II of Pub. L. 89-272, Oct.
20, 1965, 79 Stat. 997, as amended generally by Pub. L.
94-580, §2, Oct. 21, 1976, 90 Stat. 2795, which is classified
generally to chapter 82 (§6901 et seq.) of Title 42, The
Public Health and Welfare. For complete classification
of this Act to the Code, see Short Title note set out
under section 6901 of Title 42 and Tables.

CODIFICATION

Pub. L. 110-234 and Pub. L. 110-246 made identical
amendments to this section. The amendments by Pub.
L. 110-234 were repealed by section 4(a) of Pub. L.
110-246.

AMENDMENTS

2008—Subsec. (a)(4). Pub. L. 110-246, §14209(b), added
par. (4).

1996—Subsec. (h). Pub. L. 104-170 designated existing
provisions as par. (1), inserted heading, and added par.
(2).
1988—Pub. L. 100-532, §401, amended section generally,
in subsec. (a) substituting provisions which related to
storage, disposal, and transportation, for provisions
which directed Secretary to establish procedures for
disposal or storage, in subsec. (b) substituting provi-
sions which related to recalls, for provisions which di-
rected Administrator to provide advice to Secretary of
Transportation, in subsec. (c) substituting provisions
which related to storage costs, for provisions which re-
lated to disposal of unused quantities, and adding sub-
sec. (d).

Subsec. (a)(3). Pub. L. 100-532, §402, added par. (3).

Subsecs. (e), (f). Pub. L. 100-532, §403, added subsecs.
(e) and (f).

Subsec. (f)(2). Pub. L.
stituted ¢136i” for ‘“136b’".

Subsecs. (g), (h). Pub. L. 100-532, §403, added subsecs.
(g) and (h).

1978—Subsec. (¢). Pub. L. 95-396 added subsec. (c).

100-532, §801(q)(1)(D), sub-

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2008 AMENDMENT

Amendment of this section and repeal of Pub. L.
110-234 by Pub. L. 110-246 effective May 22, 2008, the
date of enactment of Pub. L. 110-234, see section 4 of
Pub. L. 110-246, set out as an Effective Date note under
section 8701 of this title.

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.
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§ 136r. Research and monitoring

(a) Research

The Administrator shall undertake research
including research by grant or contract with
other Federal agencies, universities, or others as
may be necessary to carry out the purposes of
this subchapter, and the Administrator shall
conduct research into integrated pest manage-
ment in coordination with the Secretary of Ag-
riculture. The Administrator shall also take
care to ensure that such research does not dupli-
cate research being undertaken by any other
Federal agency.

(b) National monitoring plan

The Administrator shall formulate and peri-
odically revise, in cooperation with other Fed-
eral, State, or local agencies, a national plan for
monitoring pesticides.

(c) Monitoring

The Administrator shall undertake such moni-
toring activities, including, but not limited to
monitoring in air, soil, water, man, plants, and
animals, as may be necessary for the implemen-
tation of this subchapter and of the national
pesticide monitoring plan. The Administrator
shall establish procedures for the monitoring of
man and animals and their environment for
incidentiall pesticide exposure, including, but
not limited to, the quantification of incidental
human and environmental pesticide pollution
and the secular trends thereof, and identifica-
tion of the sources of contamination and their
relationship to human and environmental ef-
fects. Such activities shall be carried out in co-
operation with other Federal, State, and local
agencies.

(June 25, 1947, ch. 125, §20, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 996; amended
Pub. L. 95-396, §20, Sept. 30, 1978, 92 Stat. 834;
Pub. L. 102-237, title X, §1006(a)(10), (b)(1), Dec.
13, 1991, 105 Stat. 1895.)

Editorial Notes

AMENDMENTS

1991—Subsec. (a). Pub. L. 102-237 substituted ‘‘ensure”’
for “‘insure’ and ‘‘the Administrator’ for ‘he’ before
“‘shall conduct’.

1978—Subsec. (a). Pub. L. 95-396, §20(1), substituted in
first sentence ‘‘shall conduct research into integrated
pest management in coordination with the Secretary of
Agriculture” for ‘‘shall give priority to research to de-
velop biologically integrated alternatives for pest con-
trol”.

Subsec. (c). Pub. L. 95-396, §20(2), inserted provision
requiring establishment of monitoring procedures and
the carrying out of the activities in cooperation with
other Federal, State, and local agencies.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

AVAILABILITY OF GRANTS

Pub. L. 106-74, title III, Oct. 20, 1999, 113 Stat. 1081,
provided in part: ‘“That notwithstanding 7 U.S.C. 136r

180 in original. Probably should be “‘incidental’.
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and 15 U.S.C. 2609, beginning in fiscal year 2000 and
thereafter, grants awarded under section 20 of the Fed-
eral Insecticide, Fungicide, and Rodenticide Act [7
U.S.C. 136r], as amended, and section 10 of the Toxic
Substances Control Act [156 U.S.C. 2609], as amended,
shall be available for research, development, moni-
toring, public education, training, demonstrations, and
studies”.

§136r-1. Integrated Pest Management

The Secretary of Agriculture, in cooperation
with the Administrator, shall implement re-
search, demonstration, and education programs
to support adoption of Integrated Pest Manage-
ment. Integrated Pest Management is a sustain-
able approach to managing pests by combining
biological, cultural, physical, and chemical
tools in a way that minimizes economic, health,
and environmental risks. The Secretary of Agri-
culture and the Administrator shall make infor-
mation on Integrated Pest Management widely
available to pesticide users, including Federal
agencies. Federal agencies shall use Integrated
Pest Management techniques in carrying out
pest management activities and shall promote
Integrated Pest Management through procure-
ment and regulatory policies, and other activi-
ties.

(Pub. L. 104-170, title III, §303, Aug. 3, 1996, 110
Stat. 15612.)

Editorial Notes
CODIFICATION
Section was enacted as part of the Food Quality Pro-
tection Act of 1996, and not as part of the Federal Insec-

ticide, Fungicide, and Rodenticide Act which comprises
this subchapter.

§136s. Solicitation of comments; notice of public
hearings

(a) Secretary of Agriculture

The Administrator, before publishing regula-
tions under this subchapter, shall solicit the
views of the Secretary of Agriculture in accord-
ance with the procedure described in section
136w(a) of this title.

(b) Secretary of Health and Human Services

The Administrator, before publishing regula-
tions under this subchapter for any public
health pesticide, shall solicit the views of the
Secretary of Health and Human Services in the
same manner as the views of the Secretary of

Agriculture are solicited under section
136w(a)(2) of this title.
(c) Views

In addition to any other authority relating to
public hearings and solicitation of views, in con-
nection with the suspension or cancellation of a
pesticide registration or any other actions au-
thorized under this subchapter, the Adminis-
trator may, at the Administrator’s discretion,
solicit the views of all interested persons, either
orally or in writing, and seek such advice from
scientists, farmers, farm organizations, and
other qualified persons as the Administrator
deems proper.

(d) Notice

In connection with all public hearings under
this subchapter the Administrator shall publish
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timely notice of such hearings in the Federal
Register.

(June 25, 1947, ch. 125, §21, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 996; amended
Pub. L. 94-140, §2(b), Nov. 28, 1975, 89 Stat. 752;
Pub. L. 100-5632, title VIII, §801(7), Oct. 25, 1988,
102 Stat. 2682; Pub. L. 102-237, title X, §1006(b)(1),
(2), Dec. 13, 1991, 105 Stat. 1895; Pub. L. 104-170,
title II, §234, Aug. 3, 1996, 110 Stat. 1509.)

Editorial Notes

AMENDMENTS

1996—Subsecs. (b) to (d). Pub. L. 104-170 added subsec.
(b) and redesignated former subsecs. (b) and (c) as (¢)
and (d), respectively.

1991—Subsec. (b). Pub. L. 102-237 substituted ‘‘the Ad-
ministrator” for ‘‘he’ before ‘‘deems’ and ‘‘the Admin-
istrator’s’ for ‘‘his”.

1988—Pub. L. 100-532, §801(l), inserted headings for
subsecs. (a) to (c).

1975—Subsec. (a). Pub. L. 94-140 inserted ‘‘in accord-
ance with the procedure described in section 136w(a) of
this title” after ‘‘Secretary of Agriculture’.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136t. Delegation and cooperation
(a) Delegation

All authority vested in the Administrator by
virtue of the provisions of this subchapter may
with like force and effect be executed by such
employees of the Environmental Protection
Agency as the Administrator may designate for
the purpose.

(b) Cooperation

The Administrator shall cooperate with De-
partment of Agriculture, any other Federal
agency, and any appropriate agency of any State
or any political subdivision thereof, in carrying
out the provisions of this subchapter, and in se-
curing uniformity of regulations.

(June 25, 1947, ch. 125, §22, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 996.)

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136u. State cooperation, aid, and training

(a) Cooperative agreements

The Administrator may enter into cooperative
agreements with States and Indian tribes—

(1) to delegate to any State or Indian tribe
the authority to cooperate in the enforcement
of this subchapter through the use of its per-
sonnel or facilities, to train personnel of the
State or Indian tribe to cooperate in the en-
forcement of this subchapter, and to assist
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States and Indian tribes in implementing co-
operative enforcement programs through
grants-in-aid; and

(2) to assist States in developing and admin-
istering State programs, and Indian tribes
that enter into cooperative agreements, to
train and certify applicators consistent with
the standards the Administrator prescribes.

Effective with the fiscal year beginning October
1, 1978, there are authorized to be appropriated
annually such funds as may be necessary for the
Administrator to provide through cooperative
agreements an amount equal to 50 percent of the
anticipated cost to each State or Indian tribe, as
agreed to under such cooperative agreements, of
conducting training and certification programs
during such fiscal year. If funds sufficient to pay
50 percent of the costs for any year are not ap-
propriated, the share of each State and Indian
tribe shall be reduced in a like proportion in al-
locating available funds.

(b) Contracts for training

In addition, the Administrator may enter into
contracts with Federal, State, or Indian tribal
agencies for the purpose of encouraging the
training of certified applicators.

(c) Information and education

The Administrator shall, in cooperation with
the Secretary of Agriculture, use the services of
the cooperative State extension services to in-
form and educate pesticide users about accepted
uses and other regulations made under this sub-
chapter.

(June 25, 1947, ch. 125, §23, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 996; amended
Pub. L. 95-396, §21, Sept. 30, 1978, 92 Stat. 834.)

Editorial Notes

AMENDMENTS

1978—Subsec. (a). Pub. L. 95-396 extended provisions
to Indian tribes, authorized annual appropriation of
funds for training and certification programs, and re-
quired proportionate reduction of shares in the alloca-
tion of available funds when appropriations do not
cover 50 percent of the annual costs.

Subsec. (b). Pub. L. 95-396 authorized contracts with
Indian tribal agencies.

Subsec. (c). Pub. L. 95-396 substituted ‘‘shall” for
“may’’, substituted ‘‘use’ for ‘‘utilize’’, and ‘‘to inform
and educate pesticide users about accepted uses and
other regulations’ for ‘‘for informing farmers of ac-
cepted uses and other regulations’.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

AVAILABILITY OF GRANTS FOR PESTICIDE PROGRAM
DEVELOPMENT AND IMPLEMENTATION

Pub. L. 105-276, title III, Oct. 21, 1998, 112 Stat. 2499,
provided in part: ‘“That beginning in fiscal year 1999
and thereafter, pesticide program implementation
grants under section 23(a)(1) of the Federal Insecticide,
Fungicide and Rodenticide Act, as amended [7 U.S.C.
136u(a)(1)], shall be available for pesticide program de-
velopment and implementation, including enforcement
and compliance activities’.
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§ 136v. Authority of States
(a) In general

A State may regulate the sale or use of any
federally registered pesticide or device in the
State, but only if and to the extent the regula-
tion does not permit any sale or use prohibited
by this subchapter.

(b) Uniformity

Such State shall not impose or continue in ef-
fect any requirements for labeling or packaging
in addition to or different from those required
under this subchapter.

(c) Additional uses

(1) A State may provide registration for addi-
tional uses of federally registered pesticides for-
mulated for distribution and use within that
State to meet special local needs in accord with
the purposes of this subchapter and if registra-
tion for such use has not previously been denied,
disapproved, or canceled by the Administrator.
Such registration shall be deemed registration
under section 136a of this title for all purposes of
this subchapter, but shall authorize distribution
and use only within such State.

(2) A registration issued by a State under this
subsection shall not be effective for more than
ninety days if disapproved by the Administrator
within that period. Prior to disapproval, the Ad-
ministrator shall, except as provided in para-
graph (3) of this subsection, advise the State of
the Administrator’s intention to disapprove and
the reasons therefor, and provide the State time
to respond. The Administrator shall not prohibit
or disapprove a registration issued by a State
under this subsection (A) on the basis of lack of
essentiality of a pesticide or (B) except as pro-
vided in paragraph (3) of this subsection, if its
composition and use patterns are similar to
those of a federally registered pesticide.

(3) In no instance may a State issue a registra-
tion for a food or feed use unless there exists a
tolerance or exemption under the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 301 et seq.]
that permits the residues of the pesticides on
the food or feed. If the Administrator deter-
mines that a registration issued by a State is in-
consistent with the Federal Food, Drug, and
Cosmetic Act, or the use of, a pesticide under a
registration issued by a State constitutes an im-
minent hazard, the Administrator may imme-
diately disapprove the registration.

(4) If the Administrator finds, in accordance
with standards set forth in regulations issued
under section 136w of this title, that a State is
not capable of exercising adequate controls to
assure that State registration under this section
will be in accord with the purposes of this sub-
chapter or has failed to exercise adequate con-
trols, the Administrator may suspend the au-
thority of the State to register pesticides until
such time as the Administrator is satisfied that
the State can and will exercise adequate con-
trols. Prior to any such suspension, the Admin-
istrator shall advise the State of the Adminis-
trator’s intention to suspend and the reasons
therefor and provide the State time to respond.

(June 25, 1947, ch. 125, §24, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 997; amended
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Pub. L. 95-396, §22, Sept. 30, 1978, 92 Stat. 835;
Pub. L. 100-532, title VIII, §801(m), Oct. 25, 1988,
102 Stat. 2682.)

Editorial Notes

REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (¢)(3), is act June 25, 1938, ch. 675, 52 Stat.
1040, as amended, which is classified generally to chap-
ter 9 (§301 et seq.) of Title 21, Food and Drugs. For com-
plete classification of this Act to the Code, see section
301 of Title 21 and Tables.

AMENDMENTS

1988—Pub. L. 100-532, §801(m), inserted headings for
subsecs. (a) to (¢) and realigned margins of pars. (1) to
(4) of subsec. (c).

1978—Subsec. (a). Pub. L. 95-396 inserted ‘‘federally
registered’’ before ‘‘pesticide or device’’.

Subsec. (b). Pub. L. 95-396 substituted ‘‘labeling or
packaging” and ‘‘required under’” for ‘labeling and
packaging’ and ‘‘required pursuant to’’, respectively.

Subsec. (¢c)(1). Pub. L. 95-396 incorporated existing
text in provisions designated par. (1) and substituted
“‘registration for additional uses of federally registered
pesticides” for ‘‘registration for pesticides’.

Subsec. (¢)(2). Pub. L. 95-396 incorporated existing
text in provisions designated par. (2), conditioned dis-
approval of registration on communication of intention
to disapprove and reasons for disapproval and provision
for time to respond, and restricted authority of Admin-
istrator to prohibit or disapprove a State registration.

Subsec. (¢)(3). Pub. L. 95-396 added par. (3).

Subsec. (c)(4). Pub. L. 95-396 incorporated existing
text in provisions designated par. (4) and authorized
suspension of registration authority of the State based
on findings of inability or failure to exercise adequate
controls following an indication of intention to suspend
and reasons for the suspension and provision for time
to respond.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§136w. Authority of Administrator

(a) In general
(1) Regulations

The Administrator is authorized, in accord-
ance with the procedure described in para-
graph (2), to prescribe regulations to carry out
the provisions of this subchapter. Such regula-
tions shall take into account the difference in
concept and usage between various classes of
pesticides, including public health pesticides,
and differences in environmental risk and the
appropriate data for evaluating such risk be-
tween agricultural, nonagricultural, and pub-
lic health pesticides.

(2) Procedure
(A) Proposed regulations

At least 60 days prior to signing any pro-
posed regulation for publication in the Fed-
eral Register, the Administrator shall pro-
vide the Secretary of Agriculture with a

TITLE T—AGRICULTURE

Page 264

copy of such regulation. If the Secretary
comments in writing to the Administrator
regarding any such regulation within 30 days
after receiving it, the Administrator shall
publish in the Federal Register (with the
proposed regulation) the comments of the
Secretary and the response of the Adminis-
trator with regard to the Secretary’s com-
ments. If the Secretary does not comment in
writing to the Administrator regarding the
regulation within 30 days after receiving it,
the Administrator may sign such regulation
for publication in the Federal Register any
time after such 30-day period notwith-
standing the foregoing 60-day time require-
ment.

(B) Final regulations

At least 30 days prior to signing any regu-
lation in final form for publication in the
Federal Register, the Administrator shall
provide the Secretary of Agriculture with a
copy of such regulation. If the Secretary
comments in writing to the Administrator
regarding any such final regulation within 15
days after receiving it, the Administrator
shall publish in the Federal Register (with
the final regulation) the comments of the
Secretary, if requested by the Secretary, and
the response of the Administrator con-
cerning the Secretary’s comments. If the
Secretary does not comment in writing to
the Administrator regarding the regulation
within 15 days after receiving it, the Admin-
istrator may sign such regulation for publi-
cation in the Federal Register at any time
after such 15-day period notwithstanding the
foregoing 30-day time requirement. In tak-
ing any final action under this subsection,
the Administrator shall include among those
factors to be taken into account the effect of
the regulation on production and prices of
agricultural commodities, retail food prices,
and otherwise on the agricultural economy,
and the Administrator shall publish in the
Federal Register an analysis of such effect.

(C) Time requirements

The time requirements imposed by sub-
paragraphs (A) and (B) may be waived or
modified to the extent agreed upon by the
Administrator and the Secretary.

(D) Publication in the Federal Register

The Administrator shall, simultaneously
with any notification to the Secretary of
Agriculture under this paragraph prior to
the issuance of any proposed or final regula-
tion, publish such notification in the Fed-
eral Register.

(3) Congressional committees

At such time as the Administrator is re-
quired under paragraph (2) of this subsection
to provide the Secretary of Agriculture with a
copy of proposed regulations and a copy of the
final form of regulations, the Administrator
shall also furnish a copy of such regulations to
the Committee on Agriculture of the House of
Representatives and the Committee on Agri-
culture, Nutrition, and Forestry of the Senate.
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(4) Congressional review of regulations

Simultaneously with the promulgation of
any rule or regulation under this subchapter,
the Administrator shall transmit a copy
thereof to the Secretary of the Senate and the
Clerk of the House of Representatives. The
rule or regulation shall not become effective
until the passage of 60 calendar days after the
rule or regulation is so transmitted.

(b) Exemption of pesticides

The Administrator may exempt from the re-
quirements of this subchapter by regulation any
pesticide which the Administrator determines
either (1) to be adequately regulated by another
Federal agency, or (2) to be of a character which
is unnecessary to be subject to this subchapter
in order to carry out the purposes of this sub-
chapter.

(c) Other authority

The Administrator, after notice and oppor-
tunity for hearing, is authorized—

(1) to declare a pest any form of plant or ani-
mal life (other than man and other than bac-
teria, virus, and other micro-organisms on or
in living man or other living animals) which is
injurious to health or the environment;

(2) to determine any pesticide which con-
tains any substance or substances in quan-
tities highly toxic to man;

(3) to establish standards (which shall be
consistent with those established under the
authority of the Poison Prevention Packaging
Act (Public Law 91-601) [15 U.S.C. 1471 et seq.])
with respect to the package, container, or
wrapping in which a pesticide or device is en-
closed for use or consumption, in order to pro-
tect children and adults from serious injury or
illness resulting from accidental ingestion or
contact with pesticides or devices regulated by
this subchapter as well as to accomplish the
other purposes of this subchapter;

(4) to specify those classes of devices which
shall be subject to any provision of section
136(q)(1) or section 136e of this title upon the
Administrator’s determination that applica-
tion of such provision is necessary to effec-
tuate the purposes of this subchapter;

(6) to prescribe regulations requiring any
pesticide to be colored or discolored if the Ad-
ministrator determines that such requirement
is feasible and is necessary for the protection
of health and the environment; and

(6) to determine and establish suitable
names to be used in the ingredient statement.

(d) Scientific advisory panel
(1) In general

The Administrator shall submit to an advi-
sory panel for comment as to the impact on
health and the environment of the action pro-
posed in notices of intent issued under section
136d(b) of this title and of the proposed and
final form of regulations issued under sub-
section (a) within the same time periods as
provided for the comments of the Secretary of
Agriculture under such section 136d(b) and
subsection (a) of this section. The time re-
quirements for notices of intent and proposed
and final forms of regulation may not be modi-

fied or waived unless in addition to meeting
the requirements of section 136d(b) of this title
or subsection (a) of this section, as applicable,
the advisory panel has failed to comment on
the proposed action within the prescribed time
period or has agreed to the modification or
waiver. The Administrator shall also solicit
from the advisory panel comments, evalua-
tions, and recommendations for operating
guidelines to improve the effectiveness and
quality of scientific analyses made by per-
sonnel of the Environmental Protection Agen-
cy that lead to decisions by the Administrator
in carrying out the provisions of this sub-
chapter. The comments, evaluations, and rec-
ommendations of the advisory panel sub-
mitted under this subsection and the response
of the Administrator shall be published in the
Federal Register in the same manner as pro-
vided for publication of the comments of the
Secretary of Agriculture under such sections.
The chairman of the advisory panel, after con-
sultation with the Administrator, may create
temporary subpanels on specific projects to as-
sist the full advisory panel in expediting and
preparing its evaluations, comments, and rec-
ommendations. The subpanels may be com-
posed of scientists other than members of the
advisory panel, as deemed necessary for the
purpose of evaluating scientific studies relied
upon by the Administrator with respect to
proposed action. Such additional scientists
shall be selected by the advisory panel. The
panel referred to in this subsection shall con-
sist of 7 members appointed by the Adminis-
trator from a list of 12 nominees, 6 nominated
by the National Institutes of Health and 6 by
the National Science Foundation, utilizing a
system of staggered terms of appointment.
Members of the panel shall be selected on the
basis of their professional qualifications to as-
sess the effects of the impact of pesticides on
health and the environment. To the extent
feasible to insure multidisciplinary represen-
tation, the panel membership shall include
representation from the disciplines of toxi-
cology, pathology, environmental biology, and
related sciences. If a vacancy occurs on the
panel due to expiration of a term, resignation,
or any other reason, each replacement shall be
selected by the Administrator from a group of
4 nominees, 2 submitted by each of the nomi-
nating entities named in this subsection. The
Administrator may extend the term of a panel
member until the new member is appointed to
fill the vacancy. If a vacancy occurs due to
resignation, or reason other than expiration of
a term, the Administrator shall appoint a
member to serve during the unexpired term
utilizing the nomination process set forth in
this subsection. Should the list of nominees
provided under this subsection be unsatisfac-
tory, the Administrator may request an addi-
tional set of nominees from the nominating
entities. The Administrator may require such
information from the nominees to the advi-
sory panel as the Administrator deems nec-
essary, and the Administrator shall publish in
the Federal Register the name, address, and
professional affiliations of each nominee. Each
member of the panel shall receive per diem
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compensation at a rate not in excess of that
fixed for GS-18 of the General Schedule as may
be determined by the Administrator, except
that any such member who holds another of-
fice or position under the Federal Government
the compensation for which exceeds such rate
may elect to receive compensation at the rate
provided for such other office or position in
lieu of the compensation provided by this sub-
section. In order to assure the objectivity of
the advisory panel, the Administrator shall
promulgate regulations regarding conflicts of
interest with respect to the members of the
panel. The advisory panel established under
this section shall be permanent. In performing
the functions assigned by this subchapter, the
panel shall consult and coordinate its activi-
ties with the Science Advisory Board estab-
lished under the Environmental Research, De-
velopment, and Demonstration Authorization
Act of 1978 [42 U.S.C. 4365]. Whenever the Ad-
ministrator exercises authority under section
136d(c) of this title to immediately suspend
the registration of any pesticide to prevent an
imminent hazard, the Administrator shall
promptly submit to the advisory panel for
comment, as to the impact on health and the
environment, the action taken to suspend the
registration of such pesticide.

(2) Science Review Board

There is established a Science Review Board
to consist of 60 scientists who shall be avail-
able to the Scientific Advisory Panel to assist
in reviews conducted by the Panel. Members of
the Board shall be selected in the same man-
ner as members of temporary subpanels cre-
ated under paragraph (1). Members of the
Board shall be compensated in the same man-
ner as members of the Panel.

(e) Peer review

The Administrator shall, by written proce-
dures, provide for peer review with respect to
the design, protocols, and conduct of major sci-
entific studies conducted under this subchapter
by the Environmental Protection Agency or by
any other Federal agency, any State or political
subdivision thereof, or any institution or indi-
vidual under grant, contract, or cooperative
agreement from or with the Environmental Pro-
tection Agency. In such procedures, the Admin-
istrator shall also provide for peer review, using
the advisory panel established under subsection
(d) of this section or appropriate experts ap-
pointed by the Administrator from a current list
of nominees maintained by such panel, with re-
spect to the results of any such scientific stud-
ies relied upon by the Administrator with re-
spect to actions the Administrator may take re-
lating to the change in classification, suspen-
sion, or cancellation of a pesticide. Whenever
the Administrator determines that cir-
cumstances do not permit the peer review of the
results of any such scientific study prior to the
Administrator’s exercising authority under sec-
tion 136d(c) of this title to immediately suspend
the registration of any pesticide to prevent an
imminent hazard, the Administrator shall
promptly thereafter provide for the conduct of
peer review as provided in this sentence. The
evaluations and relevant documentation consti-
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tuting the peer review that relate to the pro-
posed scientific studies and the results of the
completed scientific studies shall be included in
the submission for comment forwarded by the
Administrator to the advisory panel as provided
in subsection (d). As used in this subsection, the
term ‘‘peer review’ shall mean an independent
evaluation by scientific experts, either within or
outside the Environmental Protection Agency,
in the appropriate disciplines.

(June 25, 1947, ch. 125, §25, as added Pub. L.
92-516, §2, Oct. 21, 1972, 86 Stat. 997; amended
Pub. L. 94-140, §§2(a), 6, 7, Nov. 28, 1975, 89 Stat.
751, 7563; Pub. L. 95-396, §23, Sept. 30, 1978, 92 Stat.
836; Pub. L. 96-539, §§1, 2(a), 4, Dec. 17, 1980, 94
Stat. 3194, 3195; Pub. L. 98-201, §1, Dec. 2, 1983, 97
Stat. 1379; Pub. L. 98-620, title IV, §402(4)(D),
Nov. 8, 1984, 98 Stat. 3357; Pub. L. 100-352, §6(i),
June 27, 1988, 102 Stat. 664; Pub. L. 100-532, title
VI, §§602, 605, title VIII, §801(n), Oct. 25, 1988, 102
Stat. 2678, 2679, 2683; Pub. L. 102-237, title X,
§1006(b)(1), (2), Dec. 13, 1991, 105 Stat. 1895; Pub.
L. 104-170, title I, §104, title II, §235, Aug. 3, 1996,
110 Stat. 1490, 1509.)

Editorial Notes
REFERENCES IN TEXT

The Poison Prevention Packaging Act, referred to in
subsec. (c)(3), probably means the Poison Prevention
Packaging Act of 1970, Pub. L. 91-601, Dec. 30, 1970, 84
Stat. 1670, which is classified principally to chapter 39A
(§1471 et seq.) of Title 15, Commerce and Trade. For
complete classification of this Act to the Code, see
Short Title note set out under section 1471 of Title 15,
and Tables.

References in subsec. (¢)(4) to ‘‘section 136(q)(1)”’ was,
in the original, a reference to ‘‘paragraph 2(q)(1)”’ and
has been editorially translated as ‘‘section 136(q)(1)”’ as
the probable intent of Congress.

The Environmental Research, Development, and
Demonstration Authorization Act of 1978, referred to in
subsec. (d), is Pub. L. 95-155, Nov. 8, 1977, 91 Stat. 1257,
as amended. Provisions of the Act establishing the
Science Advisory Board are classified to section 4365 of
Title 42, The Public Health and Welfare. For complete
classification of this Act to the Code, see Tables.

AMENDMENTS

1996—Subsec. (a)(1). Pub. L. 104-170, §235, inserted
‘‘, including public health pesticides,” after ‘‘various
classes of pesticides” and substituted
‘“, nonagricultural, and public health pesticides” for
‘‘and nonagricultural pesticides’.

Subsec. (d). Pub. L. 104-170, §104, designated existing
text as par. (1), inserted heading, and added par. (2).

1991—Subsec. (a)(3). Pub. L. 102-237, §1006(b)(1), sub-
stituted ‘“the Administrator’ for ‘‘he’’ before ‘‘shall’.

Subsec. (b). Pub. L. 102-237, §1006(b)(1), substituted
“‘the Administrator” for ‘““he’’ before ‘‘determines’.

Subsec. (c)(4). Pub. L. 102-237, §1006(b)(2), substituted
“‘the Administrator’s” for ‘‘his”’.

Subsec. (c)(5). Pub. L. 102-237, §1006(b)(1), substituted
“‘the Administrator” for ‘““he’’ before ‘‘determines’.

Subsec. (d). Pub. L. 102-237, §1006(b)(1), substituted
‘‘the Administrator” for ‘he” before ‘‘deems nec-
essary’’ and before ‘‘shall publish”.

1988—Subsec. (a). Pub. L. 100-532, §801(n)(1), amended
heading and directed that pars. (1) to (3) be aligned at
left margin with subsec. (¢)(1), and that subpars. (A) to
(D) of par. (2) be indented, and in par. (3) substituted
‘“Committee on Agriculture, Nutrition, and Forestry”’
for “Committee on Agriculture and Forestry’’.

Subsec. (a)(4). Pub. L. 100-532, §605, amended par. (4)
generally, substituting single unlettered par. (4) for
former subpars. (A) to (E).
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Pub. L. 100-352, in subpar. (E), struck out ‘‘(i)’’ before
“Any interested’ and struck out cl. (ii) which provided
that notwithstanding any other provision of law, any
decision on a matter certified under cl. (i) of this sub-
paragraph be reviewable by appeal directly to the Su-
preme Court of the United States, with such appeal to
be brought not later than 20 days after the decision of
the court of appeals.

Subsec. (d). Pub. L. 100-532, §602, substituted ‘‘section
shall be permanent’” for ‘‘subsection shall terminate
September 30, 1987°.

Subsec. (e). Pub. L. 100-532, §801(n)(2), substituted
“‘pesticide. Whenever” for ‘pesticide: Provided, That
whenever’’.

1984—Subsec. (a)(d)(E)(iii). Pub. L. 98-620 struck out
cl. (iii) requiring the court of appeals and the Supreme
Court to advance on the docket and expedite the dis-
position of any matter certified under cl. (i) of this sub-
paragraph.

1983—Subsec. (d). Pub. L. 98-201 in fourth sentence,
inserted ‘‘under this subsection” after ‘“‘submitted’”; in
eighth sentence, provided for utilization of a system of
staggered terms of appointment and substituted 7’
and ‘6" for ‘‘seven’” and ‘‘six’’, respectively, and in-
serted ninth through fourteenth sentences respecting
basis for selection of members, multidisciplinary rep-
resentation, appointments to fill vacancies, extension
of term pending filling of vacancies, appointment for
unexpired term, and request for additional set of nomi-
nees from nominating entities; and in present eight-
eenth, formerly twelfth sentence, extended termination
date to Sept. 30, 1987, from Sept. 30, 1981.

1980—Subsec. (a)(4). Pub. L. 96-539, §4, added par. (4).

Subsec. (d). Pub. L. 96-539, §1, inserted provisions re-
lating to composition of subpanels and submissions to
advisory panels respecting registration suspensions.

Subsec. (e). Pub. L. 96-539, §2(a), added subsec. (e).

1978—Subsec. (a)(1). Pub. L. 95-396, §23(1), required
regulations to take into account differences in environ-
mental risk and appropriate data for evaluating such
risk between agricultural and nonagricultural pes-
ticides.

Subsec. (a)(2)(B). Pub. L. 95-396, §23(2), required the
Administrator, before taking any final action, to con-
sider certain factors bearing on the agricultural econ-
omy and to publish an analysis of the effect in the Fed-
eral Register.

Subsec. (d). Pub. L. 95-396, §23(3), (4), required the Ad-
ministrator to solicit operating guidelines from the sci-
entific advisory panel to improve scientific analyses
made by personnel of the Environmental Protection
Agency that lead to decisions by the Administrator in
carrying out this subchapter; extended requirement of
publication in the Federal Register to evaluations and
recommendations of the advisory panel; authorized cre-
ation of temporary subpanels on specific projects to as-
sist in accelerating the work of the advisory panel; set
forth Sept. 30, 1981, as the termination date of the advi-
sory panel; and required the panel to consult and co-
ordinate its activities with the Science Advisory Board
established under section 4365 of title 42.

1975—Subsec. (a)(1). Pub. L. 94-140, §2(a)(1), (2), redes-
ignated existing provision as subsec. (a)(1) and inserted
‘“, in accordance with the procedure described in para-
graph (2),” after ‘‘is authorized’’.

Subsec. (a)(2). Pub. L. 94-140, §2(a)(3), added par. (2).

Subsec. (a)(3). Pub. L. 94-140, §6, added par. (3).

Subsec. (d). Pub. L. 94-140, § 7, added subsec. (d).

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

Amendment by Pub. L. 100-352 effective ninety days
after June 27, 1988, except that such amendment not to
apply to cases pending in Supreme Court on such effec-
tive date or affect right to review or manner of review-
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ing judgment or decree of court which was entered be-
fore such effective date, see section 7 of Pub. L. 100-352,
set out as a note under section 1254 of Title 28, Judici-
ary and Judicial Procedure.

EFFECTIVE DATE OF 1984 AMENDMENT

Amendment by Pub. L. 98-620 not applicable to cases
pending on Nov. 8, 1984, see section 403 of Pub. L. 98-620,
set out as an Effective Date note under section 1657 of
Title 28, Judiciary and Judicial Procedure.

EFFECTIVE DATE OF 1980 AMENDMENT

Pub. L. 96-539, §2(b), Dec. 17, 1980, 94 Stat. 3195, pro-
vided that: ‘“The provisions of this section [amending
this section] shall become effective upon publication in
the Federal Register of final procedures for peer review
as provided in this section, but in no event shall such
provisions become effective later than one year after
the date of enactment of this Act [Dec. 17, 1980].”

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

REFERENCES IN OTHER LAWS TO GS-16, 17, OR 18 PAY
RATES

References in laws to the rates of pay for GS-16, 17,
or 18, or to maximum rates of pay under the General
Schedule, to be considered references to rates payable
under specified sections of Title 5, Government Organi-
zation and Employees, see section 529 [title I, §101(c)(1)]
of Pub. L. 101-509, set out in a note under section 5376
of Title 5.

AGRICULTURAL WORKER PROTECTION STANDARD;
CERTIFICATION OF PESTICIDE APPLICATORS

Pub. L. 116-8, §7(a), (b), Mar. 8, 2019, 133 Stat. 578, pro-
vided that:

‘“(a) IN GENERAL.—Except as provided in subsection
(b), during the period beginning on the date of enact-
ment of this Act [Mar. 8, 2019] and ending not earlier
than October 1, 2021, the Administrator of the Environ-
mental Protection Agency (referred to in this section
as the ‘Administrator’)—

‘(1) shall carry out—

““(A) the final rule of the Administrator entitled
‘Pesticides; Agricultural Worker Protection Stand-
ard Revisions’ (80 Fed. Reg. 67496 (November 2,
2015)); and

‘(B) the final rule of the Administrator entitled
‘Pesticides; Certification of Pesticide Applicators’
(82 Fed. Reg. 952 (January 4, 2017)); and
‘“(2) shall not revise or develop revisions to the

rules described in subparagraphs (A) and (B) of para-

graph (1).

““(b) EXCEPTIONS.—Prior to October 1, 2021, the Ad-
ministrator may propose, and after a notice and public
comment period of not less than 90 days, promulgate
revisions to the final rule described in subsection
(a)(1)(A) addressing application exclusion zones under
part 170 of title 40, Code of Federal Regulations, con-
sistent with the Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 136 et seq.).”

USER FEES

Pub. L. 101-508, title I, §1204(e), Nov. 5, 1990, 104 Stat.
1388-11, provided that: ‘“‘Notwithstanding any provision
of the Omnibus Budget Reconciliation Act of 1990 [Pub.
L. 101-508, see Tables for classification], nothing in this
title or the other provisions of this Act shall be con-
strued to require or authorize the Administrator of the
Environmental Protection Agency to assess or collect
any fees or charges for services and activities author-
ized under the Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 136 et seq.).”
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§136w-1. State primary enforcement responsi-
bility
(a) In general

For the purposes of this subchapter, a State
shall have primary enforcement responsibility
for pesticide use violations during any period for
which the Administrator determines that such
State—

(1) has adopted adequate pesticide use laws
and regulations, except that the Adminis-
trator may not require a State to have pes-
ticide use laws that are more stringent than
this subchapter;

(2) has adopted and is implementing ade-
quate procedures for the enforcement of such
State laws and regulations; and

(3) will keep such records and make such re-
ports showing compliance with paragraphs (1)
and (2) of this subsection as the Administrator
may require by regulation.

(b) Special rules

Notwithstanding the provisions of subsection
(a) of this section, any State that enters into a
cooperative agreement with the Administrator
under section 136u of this title for the enforce-
ment of pesticide use restrictions shall have the
primary enforcement responsibility for pesticide
use violations. Any State that has a plan ap-
proved by the Administrator in accordance with
the requirements of section 136i of this title that
the Administrator determines meets the criteria
set out in subsection (a) of this section shall
have the primary enforcement responsibility for
pesticide use violations. The Administrator
shall make such determinations with respect to
State plans under section 136i of this title in ef-
fect on September 30, 1978, not later than six
months after that date.

(¢) Administrator

The Administrator shall have primary en-
forcement responsibility for those States that
do not have primary enforcement responsibility
under this subchapter. Notwithstanding the pro-
visions of section 136(e)(1) of this title, during
any period when the Administrator has such en-
forcement responsibility, section 136f(b) of this
title shall apply to the books and records of
commercial applicators and to any applicator
who holds or applies pesticides, or uses dilutions
of pesticides, only to provide a service of con-
trolling pests without delivering any unapplied
pesticide to any person so served, and section
136g(a) of this title shall apply to the establish-
ment or other place where pesticides or devices
are held for application by such persons with re-
spect to pesticides or devices held for such appli-
cation.

(June 25, 1947, ch. 125, §26, as added Pub. L.
95-396, §24(2), Sept. 30, 1978, 92 Stat. 836; amended
Pub. L. 100-532, title VIII, §801(0), (q)(1)(D), Oct.
25, 1988, 102 Stat. 2683; Pub. L. 102-237, title X,
§1006(a)(11), Dec. 13, 1991, 105 Stat. 1895.)

Editorial Notes

PRIOR PROVISIONS

A prior section 26 of act June 25, 1947, ch. 125, was re-
numbered section 34 and is classified to section 136x of
this title.
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AMENDMENTS

1991—Subsec. (c¢). Pub. L. 102-237 substituted ‘‘uses”
for “‘use”’.

1988—Subsec. (a). Pub. L. 100-532, §801(0)(1), (2), in-
serted heading and substituted ‘‘regulations. The Ad-
ministrator” for ‘‘regulations; Provided, That the Ad-
ministrator’ in par. (1).

Subsec. (b). Pub. L. 100-532, §801(0)(3), (q)(1)(D), in-
serted heading and substituted “136i’ for ‘‘136b’’ in two
places.

Subsec. (c). Pub. L. 100-532, §801(0)(4), inserted head-
ing.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

§ 136w-2. Failure by the State to assure enforce-
ment of State pesticide use regulations

(a) Referral

Upon receipt of any complaint or other infor-
mation alleging or indicating a significant vio-
lation of the pesticide use provisions of this sub-
chapter, the Administrator shall refer the mat-
ter to the appropriate State officials for their
investigation of the matter consistent with the
requirements of this subchapter. If, within thir-
ty days, the State has not commenced appro-
priate enforcement action, the Administrator
may act upon the complaint or information to
the extent authorized under this subchapter.

(b) Notice

Whenever the Administrator determines that
a State having primary enforcement responsi-
bility for pesticide use violations is not carrying
out (or cannot carry out due to the lack of ade-
quate legal authority) such responsibility, the
Administrator shall notify the State. Such no-
tice shall specify those aspects of the adminis-
tration of the State program that are deter-
mined to be inadequate. The State shall have
ninety days after receipt of the notice to correct
any deficiencies. If after that time the Adminis-
trator determines that the State program re-
mains inadequate, the Administrator may re-
scind, in whole or in part, the State’s primary
enforcement responsibility for pesticide use vio-
lations.

(c) Construction

Neither section 136w-1 of this title nor this

section shall limit the authority of the Adminis-
trator to enforce this subchapter, where the Ad-
ministrator determines that emergency condi-
tions exist that require immediate action on the
part of the Administrator and the State author-
ity is unwilling or unable adequately to respond
to the emergency.
(June 25, 1947, ch. 125, §27, as added Pub. L.
95-396, §24(2), Sept. 30, 1978, 92 Stat. 837; amended
Pub. L. 100-532, title VIII, §801(p), Oct. 25, 1988,
102 Stat. 2683.)

Editorial Notes

PRIOR PROVISIONS

A prior section 27 of act June 25, 1947, ch. 125, was re-
numbered section 35 and is classified to section 136y of
this title.
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AMENDMENTS

1988—Pub. L. 100-532 inserted headings for subsecs. (a)
to (c¢).

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1988 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

§136w-3. Identification of pests; cooperation
with Department of Agriculture’s program

(a) In general

The Administrator, in coordination with the
Secretary of Agriculture, shall identify those
pests that must be brought under control. The
Administrator shall also coordinate and cooper-
ate with the Secretary of Agriculture’s research
and implementation programs to develop and
improve the safe use and effectiveness of chem-
ical, biological, and alternative methods to com-
bat and control pests that reduce the quality
and economical production and distribution of
agricultural products to domestic and foreign
consumers.

(b) Pest control availability
(1) In general

The Administrator, in cooperation with the
Secretary of Agriculture, shall identify—

(A) available methods of pest control by
crop or animal;

(B) minor pest control problems, both in
minor crops and minor or localized problems
in major crops; and

(C) factors limiting the availability of spe-
cific pest control methods, such as resist-
ance to control methods and regulatory ac-
tions limiting the availability of control
methods.

(2) Report

The Secretary of Agriculture shall, not later
than 180 days after November 28, 1990, and an-
nually thereafter, prepare a report and send
the report to the Administrator. The report
shall—

(A) contain the information described in
paragraph (1);

(B) identify the crucial pest control needs
where a shortage of control methods is indi-
cated by the information described in para-
graph (1); and

(C) describe in detail research and exten-
sion efforts designed to address the needs
identified in subparagraph (B).

(c) Integrated pest management

The Administrator, in cooperation with the
Secretary of Agriculture, shall develop ap-
proaches to the control of pests based on inte-
grated pest management that respond to the
needs of producers, with a special emphasis on
minor pests.

(d) Public health pests

The Administrator, in coordination with the
Secretary of Agriculture and the Secretary of
Health and Human Services, shall identify pests
of significant public health importance and, in
coordination with the Public Health Service, de-
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velop and implement programs to improve and
facilitate the safe and necessary use of chem-
ical, biological, and other methods to combat
and control such pests of public health impor-
tance.

(June 25, 1947, ch. 125, §28, as added Pub. L.
95-396, §24(2), Sept. 30, 1978, 92 Stat. 838; amended
Pub. L. 101-624, title XIV, §1495, Nov. 28, 1990, 104
Stat. 3629; Pub. L. 104-127, title VIII, §862(b)(1),
Apr. 4, 1996, 110 Stat. 1174; Pub. L. 104-170, title
11, §236, Aug. 3, 1996, 110 Stat. 1509.)

Editorial Notes
AMENDMENTS

1996—Subsec. (b)(2)(A). Pub. L. 104-127 struck out
“‘and the information required by section 5882 of this
title” after ‘‘paragraph (1)’.

Subsec. (d). Pub. L. 104-170 added subsec. (d).

1990—Pub. L. 101-624 designated existing provisions as
subsec. (a) and added subsecs. (b) and (c).

§ 136w—4. Omitted

Editorial Notes
CODIFICATION

Section, act June 25, 1947, ch. 125, §29, as added Pub.
L. 95-396, §24(2), Sept. 30, 1978, 92 Stat. 838, which re-
quired the Administrator of the Environmental Protec-
tion Agency to submit an annual report to Congress re-
lating to applications filed for conditional registration
under section 136a(c)(7)(B), (C) of this title, terminated,
effective May 15, 2000, pursuant to section 3003 of Pub.
L. 104-66, as amended, set out as a note under section
1113 of Title 31, Money and Finance. See, also, page 164
of House Document No. 103-7.

§ 136w-5. Minimum requirements for training of
maintenance applicators and service techni-
cians

Each State may establish minimum require-
ments for training of maintenance applicators
and service technicians. Such training may in-
clude instruction in the safe and effective han-
dling and use of pesticides in accordance with
the Environmental Protection Agency approved
labeling, and instruction in integrated pest
management techniques. The authority of the
Administrator with respect to minimum re-
quirements for training of maintenance applica-
tors and service technicians shall be limited to
ensuring that each State understands the provi-
sions of this section.

(June 25, 1947, ch. 125, §30, as added Pub. L.
104-170, title I, §121(2), Aug. 3, 1996, 110 Stat.
1492.)

Editorial Notes

PRIOR PROVISIONS

A prior section 30 of act June 25, 1947, ch. 125, was re-
numbered section 34 and is classified to section 136x of
this title.

§136w-6. Environmental
minor use program

Protection Agency

(a) The Administrator shall assure coordina-
tion of minor use issues through the establish-
ment of a minor use program within the Office
of Pesticide Programs. Such office shall be re-
sponsible for coordinating the development of



§136w-7

minor use programs and policies and consulting
with growers regarding minor use issues and
registrations and amendments which are sub-
mitted to the Environmental Protection Agen-
cy.
(b) The Office of Pesticide Programs shall pre-
pare a public report concerning the progress
made on the registration of minor uses, includ-
ing implementation of the exclusive use as an
incentive for registering new minor uses, within
3 years of the passage of the Food Quality Pro-
tection Act of 1996.

(June 25, 1947, ch. 125, §31, as added Pub. L.
104-170, title II, §210(i), Aug. 3, 1996, 110 Stat.
1500.)

Editorial Notes
REFERENCES IN TEXT

The passage of the Food Quality Protection Act of
1996, referred to in subsec. (b), probably means the date
of enactment of Pub. L. 104-170, which was approved
Aug. 3, 1996.

PRIOR PROVISIONS

A prior section 31 of act June 25, 1947, ch. 125, was re-
numbered section 35 and is classified to section 136y of
this title.

§136w-7. Department of Agriculture minor use
program

(a) In general

The Secretary of Agriculture (hereinafter in
this section referred to as the ‘‘Secretary’’) shall
assure the coordination of the responsibilities of
the Department of Agriculture related to minor
uses of pesticides, including—

(1) carrying out the Inter-Regional Project
Number 4 (IR-4) as described in section 2 of
Public Law 89-106 (7 U.S.C. 450i(e))! and the
national pesticide resistance monitoring pro-
gram established under section 16511 of the
Food, Agriculture, Conservation, and Trade
Act of 1990 (7 U.S.C. 5882);

(2) supporting integrated pest management
research;

(3) consulting with growers to develop data
for minor uses; and

(4) providing assistance for minor use reg-
istrations, tolerances, and reregistrations with
the Environmental Protection Agency.

(b) Minor use pesticide data and revolving fund
(1) Minor use pesticide data
(A) Grant authority

The Secretary, in consultation with the
Administrator, shall establish a program to
make grants for the development of data to
support minor use pesticide registrations
and reregistrations. The amount of any such
grant shall not exceed Y2 of the cost of the
project for which the grant is made.

(B) Applicants

Any person who wants to develop data to
support minor use pesticide registrations
and reregistrations may apply for a grant
under subparagraph (A). Priority shall be
given to an applicant for such a grant who

1See References in Text note below.
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does not directly receive funds from the sale
of pesticides registered for minor uses.

(C) Data ownership

Any data that is developed under a grant
under subparagraph (A) shall be jointly
owned by the Department of Agriculture and
the person who received the grant. Such a
person shall enter into an agreement with
the Secretary under which such person shall
share any fee paid to such person under sec-
tion 136a(c)(1)(F) of this title.

(2) Minor Use Pesticide Data Revolving Fund
(A) Establishment

There is established in the Treasury of the
United States a revolving fund to be known
as the Minor Use Pesticide Data Revolving
Fund. The Fund shall be available without
fiscal year limitation to carry out the au-
thorized purposes of this subsection.

(B) Contents of the Fund

There shall be deposited in the Fund—

(i) such amounts as may be appropriated
to support the purposes of this subsection;
and

(i1) fees collected by the Secretary for
any data developed under a grant under
paragraph (1)(A).

(C) Authorizations of appropriations

There are authorized to be appropriated
for each fiscal year to carry out the purposes
of this subsection $10,000,000 to remain avail-
able until expended.

(June 25, 1947, ch. 125, §32, as added Pub. L.
104-170, title II, §210(j), Aug. 3, 1996, 110 Stat.
1501.)

Editorial Notes

REFERENCES IN TEXT

Section 2 of Public Law 89-106, referred to in subsec.
(a)(1), was formerly classified to secton 450i of this title
prior to editorial reclassification and renumbering as
section 3157 of this title.

Section 1651 of the Food, Agriculture, Conservation,
and Trade Act of 1990, referred to in subsec. (a)(1), was
classified to section 5882 of this title prior to repeal by
Pub. L. 104-127, title VIII, §862(a), Apr. 4, 1996, 110 Stat.
1174.

§ 136w-8. Pesticide registration service fees

(a) Definition of costs

In this section, the term ‘‘costs’, when used
with respect to review and decisionmaking per-
taining to an application for which registration
service fees are paid under this section, means—

(1) costs to the extent that—

(A) officers and employees provide direct
support for the review and decisionmaking
for covered pesticide applications, associ-
ated tolerances, and corresponding risk and
benefits information and analyses;

(B) persons and organizations under con-
tract with the Administrator engage in the
review of the applications, and cor-
responding risk and benefits information
and assessments; and

(C) advisory committees and other accred-
ited persons or organizations, on the request
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of the Administrator, engage in the peer re-
view of risk or benefits information associ-
ated with covered pesticide applications;

(2) costs of management of information, and
the acquisition, maintenance, and repair of
computer and telecommunication resources
(including software), used to support review of
pesticide applications, associated tolerances,
and corresponding risk and benefits informa-
tion and analyses; and

(3) costs of collecting registration service
fees under subsections (b) and (c) and report-
ing, auditing, and accounting under this sec-
tion.

(b) Fees
(1) In general

Effective beginning on the effective date of
the Pesticide Registration Improvement Act
of 2003, the Administrator shall assess and col-
lect covered pesticide registration service fees
in accordance with this section.

(2) Covered applications

(A) In general

An application for the registration of a
pesticide covered by this subchapter that is
received by the Administrator on or after
the effective date of the Pesticide Registra-
tion Improvement Act of 2003 or for any
other action covered by a table specified in
paragraph (3) shall be subject to a registra-
tion service fee under this section.

(B) Existing applications

(i) In general

Subject to clause (ii), an application for
the registration of a pesticide that was
submitted to the Administrator before the
effective date of the Pesticide Registration
Improvement Act of 2003 and is pending on
that effective date shall be subject to a
service fee under this section if the appli-
cation is for the registration of a new ac-
tive ingredient that is not listed in the
Registration Division 2003 Work Plan of
the Office of Pesticide Programs of the En-
vironmental Protection Agency.

(ii) Tolerance or exemption fees

The amount of any fee otherwise payable
for an application described in clause (i)
under this section shall be reduced by the
amount of any fees paid to support the re-
lated petition for a pesticide tolerance or
exemption under the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.).

(C) Documentation

An application subject to a registration
service fee under this section shall be sub-
mitted with documentation certifying—
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(i) payment of the registration service
fee; or

(ii) payment of at least 25 percent of the
registration service fee and a request for a
waiver from or reduction of the remaining
amount of the registration service fee.

(D) Payment

The registration service fee required under
this subsection shall be due upon submission
of the application.

(E) Applications subject to additional fees

An application may be subject to addi-
tional fees if—

(i) the applicant identified the incorrect
registration service fee and decision re-
view period;

(ii) after review of a waiver request, the
Administrator denies the waiver request;
or

(iii) after review of the application, the
Administrator determines that a different
registration service fee and decision re-
view period apply to the application.

(F) Effect of failure to pay fees

The Administrator shall reject any appli-
cation submitted without the required reg-
istration service fee.

(G) Non-refundable portion of fees

(i) In general

The Administrator shall retain 25 per-
cent of the applicable registration service
fee.

(ii) Limitation
Any waiver, refund, credit or other re-
duction in the registration service fee

shall not exceed 75 percent of the registra-
tion service fee.

(H) Collection of unpaid fees

In any case in which the Administrator
does not receive payment of a registration
service fee (or applicable portion of the reg-
istration service fee) by the date that is 30
days after the fee is due, the fee shall be
treated as a claim of the United States Gov-
ernment subject to subchapter II of chapter
37 of title 31.

(3) Schedule of covered applications and other
actions and their registration service fees

Subject to paragraph (6), the schedule of reg-
istration applications and other covered ac-
tions and their corresponding registration
service fees shall be as follows:

TABLE 1. — REGISTRATION DIVISION — NEW ACTIVE INGREDIENTS

Registra-
EPA New Decision tion
No. CR Action Review Time Service
: No. (Months), Fee
(€))
R010 1 New Active Ingredient, Food use. (2)(3) 24 753,082
R020 2 New Active Ingredient, Food use; reduced risk. (2)(3) 18 627,568
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TABLE 1. — REGISTRATION DIVISION — NEW ACTIVE INGREDIENTS—Continued

Registra-
EPA New Decision tion
No CR Action Review Time Service
: No. (Months) ) ee
(€))
R040 3 New Active Ingredient, Food use; Experimental Use 18 462,502
Permit application; establish temporary tolerance;
submitted before application for registration; credit
45% of fee toward new active ingredient application
that follows. (3)
R060 4 New Active Ingredient, Non-food use; outdoor. (2)(3) 21 523,205
RO70 5 New Active Ingredient, Non-food use; outdoor; re- 16 436,004
duced risk. (2)(3)
R090 6 New Active Ingredient, Non-food use; outdoor; Exper- 16 323,690
imental Use Permit application; submitted before
application for registration; credit 45% of fee to-
ward new active ingredient application that fol-
lows. (3)
R110 7 New Active Ingredient, Non-food use; indoor. (2)(3) 20 290,994
R120 8 New Active Ingredient, Non-food use; indoor; reduced 14 242,495
risk. (2)(3)
R121 9 New Active Ingredient, Non-food use; indoor; Experi- 18 182,327
mental Use Permit application; submitted before
application for registration; credit 45% of fee to-
ward new active ingredient application that fol-
lows. (3)
R122 10 Enriched isomer(s) of registered mixed-isomer active 18 317,128
ingredient. (2)(3)
R123 11 New Active Ingredient, Seed treatment only; includes 18 471,861
agricultural and non-agricultural seeds; residues
not expected in raw agricultural commodities. (2)(3)
R125 12 New Active Ingredient, Seed treatment; Experi- 16 323,690
mental Use Permit application; submitted before
application for registration; credit 45% of fee to-
ward new active ingredient application that fol-
lows. (3)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.
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TABLE 2. — REGISTRATION DIVISION — NEW USES
Registra-
EPA New Decision tion
No CR Action Review Time Service
: No. (Months) ) ee
(€))
R130 13 First food use; indoor; food/food handling. (2) (3) 21 191,444
R140 14 Additional food use; Indoor; food/food handling. (3) (4) 15 44,672
R150 15 First food use. (2)(3) 21 317,104
R155 16 (new) First food use, Experimental Use Permit application; 21 264,253
a.i. registered for non-food outdoor use. (3)(4)
R160 17 First food use; reduced risk. (2)(3) 16 264,253
R170 18 Additional food use. (3) (4) 15 79,349
R175 19 Additional food uses covered within a crop group re- 10 66,124
sulting from the conversion of existing approved
crop group(s) to one or more revised crop groups.
(3)(4)
R180 20 Additional food use; reduced risk. (3)(4) 10 66,124
R190 21 Additional food uses; 6 or more submitted in one ap- 15 476,090
plication. (3)(4)
R200 22 Additional Food Use; 6 or more submitted in one ap- 10 396,742
plication; Reduced Risk. (3)(4)
R210 23 Additional food use; Experimental Use Permit appli- 12 48,986
cation; establish temporary tolerance; no credit to-
ward new use registration. (3)(4)
R220 24 Additional food use; Experimental Use Permit appli- 6 19,838
cation; crop destruct basis; no credit toward new
use registration. (3)(4)
R230 25 Additional use; non-food; outdoor. (3) (4) 15 31,713
R240 26 Additional use; non-food; outdoor; reduced risk. (3)(4) 10 26,427
R250 27 Additional use; non-food; outdoor; Experimental Use 6 19,838
Permit application; no credit toward new use reg-
istration. (3)(4)
R251 28 Experimental Use Permit application which requires 8 19,838
no changes to the tolerance(s); non-crop destruct
basis. (3)
R260 29 New use; non-food; indoor. (3) (4) 12 15,317
R270 30 New use; non-food; indoor; reduced risk. (3)(4) 9 12,764
R271 31 New use; non-food; indoor; Experimental Use Permit 6 9,725
application; no credit toward new use registration.
(3)(4)
R273 32 Additional use; seed treatment; limited uptake into 12 50,445
Raw Agricultural Commodities; includes crops with
established tolerances (e.g., for soil or foliar appli-
cation); includes food and/or non-food uses. (3)(4)
R274 33 Additional uses; seed treatment only; 6 or more sub- 12 302,663

mitted in one application; limited uptake into raw
agricultural commodities; includes crops with es-
tablished tolerances (e.g., for soil or foliar applica-
tion); includes food and/or non-food uses. (3)(4)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.
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(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(4) Amendment applications to add the new use(s) to registered product labels are covered by the base fee for the
new use(s). All items in the covered application must be submitted together in one package. Each application for
an additional new product registration and new inert approval(s) that is submitted in the new use application
package is subject to the registration service fee for a new product or a new inert approval. However, if a new use
application only proposes to register the new use for a new product and there are no amendments in the applica-
tion, then review of one new product application is covered by the new use fee. All such associated applications
that are submitted together will be subject to the new use decision review time. Any application for a new product
or an amendment to the proposed labeling (a) submitted subsequent to submission of the new use application and
(b) prior to conclusion of its decision review time and (c) containing the same new uses, will be deemed a separate
new-use application, subject to a separate registration service fee and new decision review time for a new use. If
the new-use application includes non-food (indoor and/or outdoor), and food (outdoor and/or indoor) uses, the ap-
propriate fee is due for each type of new use and the longest decision review time applies to all of the new uses re-
quested in the application. Any information that (a) was neither requested nor required by the Agency, and (b) is
submitted by the applicant at the applicant’s initiative to support the application after completion of the tech-
nical deficiency screen, and (c) is not itself a covered registration application, must be assessed 25% of the full
registration service fee for the new use application.

TABLE 3. — REGISTRATION DIVISION — IMPORT AND OTHER TOLERANCES

Registra-
EPA New Decision tion
No. CR Action Review Time Service
: No. (Months) ) Fee
(€))
R280 34 Establish import tolerance; new active ingredient or 21 319,072
first food use. (2)
R290 35 Establish Import tolerance; Additional new food use. 15 63,816
R291 36 Establish import tolerances; additional food uses; 6 or 15 382,886
more crops submitted in one petition.
R292 37 Amend an established tolerance (e.g., decrease or in- 11 45,341
crease) and/or harmonize established tolerances
with Codex MRLs; domestic or import; applicant-
initiated.
R293 38 Establish tolerance(s) for inadvertent residues in one 12 53,483
crop; applicant-initiated.
R294 39 Establish tolerances for inadvertent residues; 6 or 12 320,894
more crops submitted in one application; applicant-
initiated.
R295 40 Establish tolerance(s) for residues in one rotational 15 66,124
crop in response to a specific rotational crop appli-
cation; submission of corresponding label amend-
ments which specify the necessary plant-back re-
strictions; applicant-initiated. (3) (4)
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TABLE 3. — REGISTRATION DIVISION — IMPORT AND OTHER TOLERANCES—Continued

Registra-
EPA New . Dgcisio_n tiop
No. CR Action Review Time Service
No. (Months) ) ee
(€))
R296 41 Establish tolerances for residues in rotational crops 15 396,742
in response to a specific rotational crop petition; 6
or more crops submitted in one application; submis-
sion of corresponding label amendments which
specify the necessary plant-back restrictions; appli-
cant-initiated. (3) (4)
R297 42 Amend 6 or more established tolerances (e.g., de- 11 272,037
crease or increase) in one petition; domestic or im-
port; applicant-initiated.
R298 43 Amend an established tolerance (e.g., decrease or in- 13 58,565
crease); domestic or import; submission of cor-
responding amended labels (requiring science re-
view). (3) (4)
R299 44 Amend 6 or more established tolerances (e.g., de- 13 285,261
crease or increase); domestic or import; submission
of corresponding amended labels (requiring science
review). (3) (4)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 256% of the full registration service fee for
the new active ingredient or first food use application.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(4) Amendment applications to add the revised use pattern(s) to registered product labels are covered by the base
fee for the category. All items in the covered application must be submitted together in one package. Each appli-
cation for an additional new product registration and new inert approval(s) that is submitted in the amendment
application package is subject to the registration service fee for a new product or a new inert approval. However,
if an amendment application only proposes to register the amendment for a new product and there are no amend-
ments in the application, then review of one new product application is covered by the base fee. All such associ-
ated applications that are submitted together will be subject to the category decision review time.
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EPA
No.

New

No.

Action

Decision
Review Time
(MOnthS)(l)

Registra-
tion
Service

ee
®

R300

45

New product; or similar combination product (al-
ready registered) to an identical or substantially
similar in composition and use to a registered prod-
uct; registered source of active ingredient; no data
review on acute toxicity, efficacy or CRP - only
product chemistry data; cite-all data citation, or
selective data citation where applicant owns all re-
quired data, or applicant submits specific author-
ization letter from data owner. Category also in-
cludes 100% re-package of registered end-use or
manufacturing-use product that requires no data
submission nor data matrix. (2)(3)

1,682

R301

46

New product; or similar combination product (al-
ready registered) to an identical or substantially
similar in composition and use to a registered prod-
uct; registered source of active ingredient; selective
data citation only for data on product chemistry
and/or acute toxicity and/or public health pest effi-
cacy (identical data citation and claims to cited
product(s)), where applicant does not own all re-
quired data and does not have a specific authoriza-
tion letter from data owner. (2)(3)

1,897

R310

47

New end-use or manufacturing-use product with reg-
istered source(s) of active ingredient(s); includes
products containing two or more registered active
ingredients previously combined in other registered
products; excludes products requiring or citing an
animal safety study; requires review of data pack-
age within RD only; includes data and/or waivers of
data for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for up to 3 target
pests. (2)(3)

7,301

R314

48

New end use product containing up to three reg-
istered active ingredients never before registered as
this combination in a formulated product; new
product label is identical or substantially similar
to the labels of currently registered products which
separately contain the respective component active
ingredients; excludes products requiring or citing
an animal safety study; requires review of data
package within RD only; includes data and/or waiv-
ers of data for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for up to 3 target
pests. (2)(3)

8,626

R319

49

New end use product containing up to three reg-
istered active ingredients never before registered as
this combination in a formulated product; new
product label is identical or substantially similar
to the labels of currently registered products which
separately contain the respective component active
ingredients; excludes products requiring or citing
an animal safety study; requires review of data
package within RD only; includes data and/or waiv-
ers of data for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for 4 to 7 target pests.
(2)(3)

10

12,626
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EPA
No.

New
CR
No.

Action

Decision
Review Time
(MOnthS)(l)

Registra-
tion
Service

ee
®

R318

50 (new)

New end use product containing four or more reg-

istered active ingredients never before registered as
this combination in a formulated product; new
product label is identical or substantially similar
to the labels of currently registered products which
separately contain the respective component active
ingredients; excludes products requiring or citing
an animal safety study; requires review of data
package within RD only; includes data and/or waiv-
ers of data for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for up to 3 target
pests. (2)(3)

13,252

R321

51 (new)

New end use product containing four or more reg-

istered active ingredients never before registered as
this combination in a formulated product; new
product label is identical or substantially similar
to the labels of currently registered products which
separately contain the respective component active
ingredients; excludes products requiring or citing
an animal safety study; requires review of data
package within RD only; includes data and/or waiv-
ers of data for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for 4 to 7 target pests.
(2)(3)

11

17,252

R315

52

New end-use, on-animal product, registered source of
active ingredient(s), with the submission of data
and/or waivers for only:

« animal safety and

* pest(s) requiring efficacy (4) and/or

¢ product chemistry and/or

« acute toxicity and/or

¢ child resistant packaging. (2) (3)

9,820

R316

53 (new)

New end-use or manufacturing product with reg-
istered source(s) of active ingredient(s) including
products containing two or more registered active
ingredients previously combined in other registered
products; excludes products requiring or citing an
animal safety study; and requires review of data
and/or waivers for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for greater than 3 and
up to 7 target pests. (2)(3)

11,301

R317

54 (new)

New end-use or manufacturing product with reg-
istered source(s) of active ingredient(s) including
products containing 2 or more registered active in-
gredients previously combined in other registered
products; excludes products requiring or citing an
animal safety study; and requires review of data
and/or waivers for only:

product chemistry and/or

acute toxicity and/or

child resistant packaging and/or

pest(s) requiring efficacy (4) - for greater than 7 tar-
get pests. (2)(3)

10

15,301

R320

55

New product; new physical form; requires data review

in science divisions. (2)(3)

12

13,226
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TABLE 4. — REGISTRATION DIVISION — NEW PRODUCTS—Continued

Registra-
EPA New . Dgcisio_n tiop
No CR Action Review Time Service
: No. (Months) ) 3 g)e

R331 56 New product; repack of identical registered end-use 3 2,530
product as a manufacturing-use product, or iden-
tical registered manufacturing-use product as an
end use product; same registered uses only. (2)(3)

R332 57 New manufacturing-use product; registered active in- 24 283,215
gredient; unregistered source of active ingredient;
submission of completely new generic data pack-
age; registered uses only; requires review in RD and
science divisions. (2)(3)

R333 58 New product; MUP or End use product with unregis- 10 19,838
tered source of active ingredient; requires science
data review; new physical form; etc. Cite-all or se-
lective data citation where applicant owns all re-
quired data. (2)(3)

R334 59 New product; MUP or End use product with unregis- 11 23,100
tered source of the active ingredient; requires
science data review; new physical form; etc. Selec-
tive data citation. (2)(3)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) An application for a new end-use product using a source of active ingredient that (a) is not yet registered but
(b) has an application pending with the Agency for review, will be considered an application for a new product
with an unregistered source of active ingredient.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(4) For the purposes of classifying proposed registration actions into PRIA categories, ‘‘pest(s) requiring effi-
cacy’’ are: public health pests listed in PR Notice 2002-1, livestock pests (e.g. Horn flies, Stable flies), wood-de-
stroying pests (e.g. termites, carpenter ants, wood-boring beetles) and certain invasive species (e.g. Asian
Longhorned beetle, Emerald Ashborer). This list may be updated/refined as invasive pest needs arise. To determine
the number of pests for the PRIA categories, pests have been placed into groups (general; e.g., cockroaches) and
pest specific (specifically a test species). If seeking a label claim against a pest group (general), use the group list-
ing below and each group will count as 1. The general pests groups are: mites, dust mites, chiggers, ticks, hard
ticks, soft ticks, cattle ticks, scorpions, spiders, centipedes, lice, fleas, cockroaches, keds, bot flies, screwworms,
filth flies, blow flies, house flies, flesh flies, mosquitoes, biting flies, horse flies, stable flies, deer flies, sand flies,
biting midges, black flies, true bugs, bed bugs, stinging bees, wasps, yellow jackets, hornets, ants (excluding car-
penter ants), fire and harvester ants, wood destroying beetles, carpenter ants, termites, subterranean termites,
dry wood termites, arboreal termites, damp wood termites and invasive species. If seeking a claim against a spe-
cific pest without a general claim then each specific pest will count as 1.

TABLE 5. — REGISTRATION DIVISION — AMENDMENTS

Registra-
EPA New . Decisio_n Review tiox_l
No. CR Action Time Service
No. (Months), ee
(€3]
R340 60 Amendment requiring data review within RD (e.g., 4 4,988
changes to precautionary label statements); in-
cludes adding/modifying pest(s) claims for up to 2
target pests, excludes products requiring or citing
an animal safety study. (2)(3)(4)
R341 61 (New) Amendment requiring data review within RD (e.g., 6 5,988
changes to precautionary label statements), in-
cludes adding/modifying pest(s) claims for greater
than 2 target pests, excludes products requiring or
citing an animal safety study. (2)(3)(4)
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TABLE 5. — REGISTRATION DIVISION — AMENDMENTS—Continued

Registra-
EPA New . Decisiop Review tiop
No. CR Action Time Service
No. (Months) Fee
(€))
R345 62 Amending on-animal products previously registered, 7 8,820
with the submission of data and/or waivers for only:
* animal safety and
* pest(s) requiring efficacy (4) and/or
¢ product chemistry and/or
* acute toxicity and/or
¢ child resistant packaging. (2)(3)
R350 63 Amendment requiring data review in science divi- 9 13,226
sions (e.g., changes to REI, or PPE, or PHI, or use
rate, or number of applications; or add aerial appli-
cation; or modify GW/SW advisory statement). (2)(3)
R351 64 Amendment adding a new unregistered source of ac- 8 13,226
tive ingredient. (2)(3)
R352 65 Amendment adding already approved uses; selective 8 13,226
method of support; does not apply if the applicant
owns all cited data. (2) (3)
R371 66 Amendment to Experimental Use Permit; (does not 6 10,090
include extending a permit’s time period). (3)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) (a) EPA-initiated amendments shall not be charged registration service fees. (b) Registrant-initiated fast-
track amendments are to be completed within the timelines specified in FIFRA Section 3(c)(3)(B) and are not sub-
ject to registration service fees. (¢) Registrant-initiated fast-track amendments handled by the Antimicrobials Di-
vision are to be completed within the timelines specified in FIFRA Section 3(h) and are not subject to registration
service fees. (d) Registrant initiated amendments submitted by notification under PR Notices, such as PR Notice
98-10, continue under PR Notice timelines and are not subject to registration service fees. (e) Submissions with
data and requiring data review are subject to registration service fees.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(4) For the purposes of classifying proposed registration actions into PRIA categories, ‘‘pest(s) requiring effi-
cacy’’ are: public health pests listed in PR Notice 2002-1, livestock pests (e.g. Horn flies, Stable flies), wood-de-
stroying pests (e.g. termites, carpenter ants, wood-boring beetles) and certain invasive species (e.g. Asian
Longhorned beetle, Emerald Ashborer). This list may be updated/refined as invasive pest needs arise. To determine
the number of pests for the PRIA categories, pests have been placed into groups (general; e.g., cockroaches) and
pest specific (specifically a test species). If seeking a label claim against a pest group (general), use the group list-
ing below and each group will count as 1. The general pests groups are: mites, dust mites, chiggers, ticks, hard
ticks, soft ticks, cattle ticks, scorpions, spiders, centipedes, lice, fleas, cockroaches, keds, bot flies, screwworms,
filth flies, blow flies, house flies, flesh flies, mosquitoes, biting flies, horse flies, stable flies, deer flies, sand flies,
biting midges, black flies, true bugs, bed bugs, stinging bees, wasps, yellow jackets, hornets, ants (excluding car-
penter ants), fire and harvester ants, wood destroying beetles, carpenter ants, termites, subterranean termites,
dry wood termites, arboreal termites, damp wood termites and invasive species. If seeking a claim against a spe-
cific pest without a general claim then each specific pest will count as 1.

TABLE 6. — REGISTRATION DIVISION — OTHER ACTIONS

Registra-
EPA New Decision Review tion
No. CR Action Time Service
. No. (Months) ) ee
%)
R124 67 Conditional Ruling on Pre-application Study Waiv- 6 2,530
ers; applicant-initiated.
R272 68 Review of Study Protocol applicant-initiated; ex- 3 2,530
cludes DART, pre-registration conference, Rapid
Response review, DNT protocol review, protocol
needing HSRB review.
R275 69 Rebuttal of agency reviewed protocol, applicant initi- 3 2,530
ated.
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TABLE 6. — REGISTRATION DIVISION — OTHER ACTIONS—Continued

Registra-

EPA New . Decisiop Review tiop
No. CR Action Time Service

: No. (Months) ) Fee
(€))]

R370 70 Cancer reassessment; applicant-initiated. 18 198,250

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

TABLE 7. — ANTIMICROBIALS DIVISION — NEW ACTIVE INGREDIENTS

Registra-
EPA New Decision tion
No. CR Action Review Time Service
: No. (Months) Fee
(€))
A380 71 New Active Ingredient; Indirect Food use; establish 24 137,841
tolerance or tolerance exemption if required. (2)(3)
A390 72 New Active Ingredient; Direct Food use; establish tol- 24 229,733
erance or tolerance exemption if required. (2)(3)
A410 73 New Active Ingredient Non-food use.(2)(3) 21 229,733
A431 74 New Active Ingredient, Non-food use; low-risk. (2)(3) 12 80,225

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

TABLE 8. — ANTIMICROBIALS DIVISION — NEW USES

Registra-
EPA New Decision tion
No. CR Action Review Time Service
. No. (Months) ) Fee
®
A440 75 New Use, Indirect Food Use, establish tolerance or 21 31,910
tolerance exemption. (2)(3)(4)
Ad441 76 Additional Indirect food uses; establish tolerances or 21 114,870
tolerance exemptions if required; 6 or more sub-
mitted in one application. (3)(4)(5)
A450 7 New use, Direct food use, establish tolerance or toler- 21 95,724
ance exemption. (2)(3)(4)
A451 78 Additional Direct food uses; establish tolerances or 21 182,335
tolerance exemptions if required; 6 or more sub-
mitted in one application. (3)(4)(5)
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TABLE 8. — ANTIMICROBIALS DIVISION — NEW USES—Continued

Registra-
EPA New Decision tion
No CR Action Review Time Service
: No. (Months) ) ee
(€))
A500 79 New use, non-food. (4)(b) 12 31,910
A501 80 New use, non-food; 6 or more submitted in one appli- 15 76,583
cation. (4)(5)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) If EPA data rules are amended to newly require clearance under section 408 of the FFDCA for an ingredient of
an antimicrobial product where such ingredient was not previously subject to such a clearance, then review of the
data for such clearance of such product is not subject to a registration service fee for the tolerance action for two
years from the effective date of the rule.

(4) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(56) Amendment applications to add the new use(s) to registered product labels are covered by the base fee for the
new use(s). All items in the covered application must be submitted together in one package. Each application for
an additional new product registration and new inert approval(s) that is submitted in the new use application
package is subject to the registration service fee for a new product or a new inert approval. However, if a new use
application only proposes to register the new use for a new product and there are no amendments in the applica-
tion, then review of one new product application is covered by the new use fee. All such associated applications
that are submitted together will be subject to the new use decision review time. Any application for a new product
or an amendment to the proposed labeling (a) submitted subsequent to submission of the new use application and
(b) prior to conclusion of its decision review time and (c¢) containing the same new uses, will be deemed a separate
new-use application, subject to a separate registration service fee and new decision review time for a new use. If
the new-use application includes non-food (indoor and/or outdoor), and food (outdoor and/or indoor) uses, the ap-
propriate fee is due for each type of new use and the longest decision review time applies to all of the new uses re-
quested in the application. Any information that (a) was neither requested nor required by the Agency, and (b) is
submitted by the applicant at the applicant’s initiative to support the application after completion of the tech-
nical deficiency screen, and (c) is not itself a covered registration application, must be assessed 256% of the full
registration service fee for the new use application.

TABLE 9. — ANTIMICROBIALS DIVISION — NEW PRODUCTS AND AMENDMENTS

Registra-
EPA New . Decision tion
No. CR Action Review Time Service
: No. (Months) Fee
(€))]
A530 81 New product, identical or substantially similar in 4 1,278

composition and use to a registered product; no
data review or only product chemistry data; cite all
data citation or selective data citation where appli-
cant owns all required data; or applicant submits
specific authorization letter from data owner. Cat-
egory also includes 100% re-package of registered
end-use or manufacturing use product that requires
no data submission nor data matrix. (2)(3)
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TABLE 9. — ANTIMICROBIALS DIVISION — NEW PRODUCTS AND AMENDMENTS—Continued

Registra-
EPA New Decision tion
No. CR Action Review Time Service
. No. (Months) ) Fee
(€))
A531 82 New product; identical or substantially similar in 4 1,824
composition and use to a registered product; reg-
istered source of active ingredient: selective data
citation only for data on product chemistry and/or
acute toxicity and/or public health pest efficacy,
where applicant does not own all required data and
does not have a specific authorization letter from
data owner. (2)(3)
AbH32 83 New product; identical or substantially similar in 5 5,107
composition and use to a registered product; reg-
istered active ingredient; unregistered source of ac-
tive ingredient; cite-all data citation except for
product chemistry; product chemistry data sub-
mitted. (2)(3)
Ab40 84 New end use product; FIFRA §2(mm) uses only; up to 5 5,107
25 public health organisms. (2)(3)(5)(6)
Ab41 85 (new) New end use product; FIFRA §2(mm) uses only; 26-50 7 8,500
public health organisms. (2)(3)(5)(6)
Ab42 86 (new) New end use product; FIFRA §2(mm) uses only; =51 10 15,000
public health organisms. (2)(3)(5)
Ab50 87 New end-use product; uses other than FIFRA §2(mm); 9 13,226
non-FQPA product. (2)(3)(5)
Ab560 88 New manufacturing use product; registered active in- 6 12,596
gredient; selective data citation. (2)(3)
Ab65 89 (new) New manufacturing-use product; registered active in- 12 18,234
gredient; unregistered source of active ingredient;
submission of new generic data package; registered
uses only; requires science review. (2)(3)
AbBT0 90 Label amendment requiring data review; up to 25 pub- 4 3,831
lic health organisms. (3)(4)(5)(6)
ABT3 91 (new) Label amendment requiring data review; 26-50 public 6 6,350
health organisms. (2)(3)(5)(7)
AbBT74 92 (new) Label amendment requiring data review; =51 public 9 11,000
health organisms. (2)(3)(5)(7)
ABT2 93 New Product or amendment requiring data review for 9 13,226
risk assessment by Science Branch (e.g., changes to
REI, or PPE, or use rate). (2)(3)(4)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) An application for a new end-use product using a source of active ingredient that (a) is not yet registered but
(b) has an application pending with the Agency for review, will be considered an application for a new product
with an unregistered source of active ingredient.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(4)(a) EPA-initiated amendments shall not be charged registration service fees. (b) Registrant-initiated fast-
track amendments are to be completed within the timelines specified in FIFRA Section 3(c)(3)(B) and are not sub-
ject to registration service fees. (¢) Registrant-initiated fast-track amendments handled by the Antimicrobials Di-
vision are to be completed within the timelines specified in FIFRA Section 3(h) and are not subject to registration
service fees. (d) Registrant initiated amendments submitted by notification under PR Notices, such as PR Notice
98-10, continue under PR Notice timelines and are not subject to registration service fees. (¢) Submissions with
data and requiring data review are subject to registration service fees.

(5) The applicant must identify the substantially similar product if opting to use cite-all or the selective method
to support acute toxicity data requirements.
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(6) Once a submission for a new product with public health organisms has been submitted and classified in either
Ab540 or Ab41, additional organisms submitted for the same product before expiration of the first submission’s
original decision review time period will result in reclassification of both the original and subsequent submission
into the appropriate new category based on the sum of the number of organisms in both submissions. A reclassi-
fication would result in a new PRIA start date and require additional fees to meet the fee of the new category.

(7) Once a submission for a label amendment with public health organisms has been submitted and classified in
either A570 or Ab573, additional organisms submitted for the same product before expiration of the first submis-
sion’s original decision review time period will result in reclassification of both the original and subsequent sub-
mission into the appropriate new category based on the sum of the number of organisms in both submissions. A re-
classification would result in a new PRIA start date and require additional fees to meet the fee of the new cat-
egory.

TABLE 10. — ANTIMICROBIALS DIVISION — EXPERIMENTAL USE PERMITS AND OTHER ACTIONS

Registra-
EPA New . Decision tion
No. CR Action Review Time Service

. No. (Months), Fge
(€))

Ab520 94 Experimental Use Permit application, non-food use. 9 6,383
(2)

Ab21 95 Review of public health efficacy study protocol with- 4 4,726
in AD, per AD Internal Guidance for the Efficacy
Protocol Review Process; Code will also include re-
view of public health efficacy study protocol and
data review for devices making pesticidal claims;
applicant-initiated; Tier 1.

Ab22 96 Review of public health efficacy study protocol out- 12 12,156
side AD by members of AD Efficacy Protocol Re-
view Expert Panel; Code will also include review of
public health efficacy study protocol and data re-
view for devices making pesticidal claims; appli-
cant-initiated; Tier 2.

AB37 97 (new) New Active Ingredient/New Use, Experimental Use 18 153,156
Permit application; Direct food use; Establish tol-
erance or tolerance exemption if required. Credit
45% of fee toward new active ingredient/new use ap-
plication that follows.

Ab38 98 (new) New Active Ingredient/New Use, Experimental Use 18 95,724
Permit application; Indirect food use; Establish tol-
erance or tolerance exemption if required Credit
45% of fee toward new active ingredient/new use ap-
plication that follows.

AbB39 99 (new) New Active Ingredient/New Use, Experimental Use 15 92,163
Permit application; Nonfood use. Credit 45% of fee
toward new active ingredient/new use application
that follows.

Ab29 100 Amendment to Experimental Use Permit; requires 9 11,429
data review or risk assessment. (2)

Ab23 101 Review of protocol other than a public health efficacy 9 12,156
study (i.e., Toxicology or Exposure Protocols).

A5T1 102 Science reassessment: Cancer risk, refined ecological 18 95,724
risk, and/or endangered species; applicant-initiated.

Ab33 103 (new) | Exemption from the requirement of an Experimental 4 2,482
Use Permit. (2)

Ab34 104 (new) | Rebuttal of agency reviewed protocol, applicant initi- 4 4,126
ated.

Ab535 105 (new) | Conditional Ruling on Pre-application Study Waiver 6 2,409
or Data Bridging Argument; applicant-initiated.

Ab36 106 (new) Conditional Ruling on Pre-application Direct Food, 4 2,482
Indirect Food, Nonfood use determination; appli-
cant-initiated.

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.
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(2) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

TABLE 11. — BIOPESTICIDES DIVISION — NEW ACTIVE INGREDIENTS

Registra-
EPA New Decision tion
No. CR Action Review Time Service
. No. (Months), Fee
%)
B580 107 New active ingredient; food use; petition to establish 20 51,053
a tolerance. (2)(3)
B590 108 New active ingredient; food use; petition to establish 18 31,910
a tolerance exemption. (2)(3)
B600 109 New active ingredient; non-food use. (2)(3) 13 19,146
B610 110 New active ingredient; Experimental Use Permit ap- 10 12,764
plication; petition to establish a temporary toler-
ance or temporary tolerance exemption. (3)
B611 111 New active ingredient; Experimental Use Permit ap- 12 12,764
plication; petition to establish permanent tolerance
exemption. (3)
B612 112 New active ingredient; no change to a permanent tol- 10 17,550
erance exemption. (2)(3)
B613 113 New active ingredient; petition to convert a tem- 11 17,550
porary tolerance or a temporary tolerance exemp-
tion to a permanent tolerance or tolerance exemp-
tion. (2)(3)
B620 114 New active ingredient; Experimental Use Permit ap- 7 6,383
plication; non-food use including crop destruct. (3)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.
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TABLE 12. — BIOPESTICIDES DIVISION — NEW USES

Registra-
EPA New Decision tion
No CR Action Review Time Service
: No. (Months) ) ee
(€))
B630 115 First food use; petition to establish a tolerance ex- 13 12,764
emption. (2)(4)
B631 116 New food use; petition to amend an established toler- 12 12,764
ance. (3)(4)
B640 117 First food use; petition to establish a tolerance. (2)(4) 19 19,146
B643 118 New Food use; petition to amend an established toler- 10 12,764
ance exemption. (3)(4)
B642 119 First food use; indoor; food/food handling. (2)(4) 12 31,910
B644 120 New use, no change to an established tolerance or tol- 8 12,764
erance exemption. (3)(4)
B650 121 New use; non-food. (3)(4) 7 6,383
B645 122 (new) | New food use; Experimental Use Permit application; 12 12,764
petition to amend or add a tolerance exemption. (4)
B646 123 (new) | New use; non-food use including crop destruct; Exper- 7 6,383
imental Use Permit application. (4)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) Amendment applications to add the new use(s) to registered product labels are covered by the base fee for the
new use(s). All items in the covered application must be submitted together in one package. Each application for
an additional new product registration and new inert approval(s) that is submitted in the new use application
package is subject to the registration service fee for a new product or a new inert approval. However, if a new use
application only proposes to register the new use for a new product and there are no amendments in the applica-
tion, then review of one new product application is covered by the new use fee. All such associated applications
that are submitted together will be subject to the new use decision review time. Any application for a new product
or an amendment to the proposed labeling (a) submitted subsequent to submission of the new use application and
(b) prior to conclusion of its decision review time and (c) containing the same new uses, will be deemed a separate
new-use application, subject to a separate registration service fee and new decision review time for a new use. If
the new-use application includes non-food (indoor and/or outdoor), and food (outdoor and/or indoor) uses, the ap-
propriate fee is due for each type of new use and the longest decision review time applies to all of the new uses re-
quested in the application. Any information that (a) was neither requested nor required by the Agency, and (b) is
submitted by the applicant at the applicant’s initiative to support the application after completion of the tech-
nical deficiency screen, and (c) is not itself a covered registration application, must be assessed 25% of the full
registration service fee for the new use application.

(4) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.
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EPA
No.

New

No.

Action

Decision
Review Time
(MOnthS)(l)

Registra-
tion
Service

ee
®

B652

124

New product; registered source of active ingredient;
requires petition to amend established tolerance or
tolerance exemption; requires 1) submission of
product specific data; or 2) citation of previously
reviewed and accepted data; or 3) submission or ci-
tation of data generated at government expense; or
4) submission or citation of scientifically-sound ra-
tionale based on publicly available literature or
other relevant information that addresses the data
requirement; or 5) submission of a request for a
data requirement to be waived supported by a sci-
entifically-sound rationale explaining why the data
requirement does not apply. (2)(3)

13

12,764

B660

125

New product; registered source of active ingre-
dient(s); identical or substantially similar in com-
position and use to a registered product. No data re-
view, or only product chemistry data; cite-all data
citation, or selective data citation where applicant
owns all required data or authorization from data
owner is demonstrated. Category includes 100% re-
package of registered end-use or manufacturing-use
product that requires no data submission or data
matrix. For microbial pesticides, the active ingre-
dient(s) must not be re-isolated. (2)(3)

1,278

B670

126

New product; registered source of active ingre-
dient(s); requires: 1) submission of product specific
data; or 2) citation of previously reviewed and ac-
cepted data; or 3) submission or citation of data
generated at government expense; or 4) submission
or citation of a scientifically-sound rationale based
on publicly available literature or other relevant
information that addresses the data requirement;
or 5) submission of a request for a data requirement
to be waived supported by a scientifically-sound ra-
tionale explaining why the data requirement does
not apply. (2)(3)

5,107

B671

127

New product; unregistered source of active ingre-
dient(s); requires a petition to amend an estab-
lished tolerance or tolerance exemption; requires: 1)
submission of product specific data; or 2) citation of
previously reviewed and accepted data; or 3) sub-
mission or citation of data generated at govern-
ment expense; or 4) submission or citation of a sci-
entifically-sound rationale based on publicly avail-
able literature or other relevant information that
addresses the data requirement; or 5) submission of
a request for a data requirement to be waived sup-
ported by a scientifically-sound rationale explain-
ing why the data requirement does not apply. (2)(3)

1

12,764

B672

128

New product; unregistered source of active ingre-
dient(s); non-food use or food use requires: 1) sub-
mission of product specific data; or 2) citation of
previously reviewed and accepted data; or 3) sub-
mission or citation of data generated at govern-
ment expense; or 4) submission or citation of a sci-
entifically-sound rationale based on publicly avail-
able literature or other relevant information that
addresses the data requirement; or 5) submission of
a request for a data requirement to be waived sup-
ported by a scientifically-sound rationale explain-
ing why the data requirement does not apply. (2)(3)

13

9,118
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TABLE 13. — BIOPESTICIDES DIVISION — NEW PRODUCTS—Continued

Registra-
EPA New . Dgcisio_n tiop
No CR Action Review Time Service
: No. (Months) ) 3 g)e

B673 129 New product MUP/EP; unregistered source of active 10 5,107
ingredient(s); citation of Technical Grade Active
Ingredient (TGAI) data previously reviewed and ac-
cepted by the Agency. Requires an Agency deter-
mination that the cited data supports the new prod-
uct. (2)(3)

B674 130 New product MUP; Repack of identical registered 4 1,278
end-use product as a manufacturing-use product;
same registered uses only. (2)(3)

B675 131 New Product MUP; registered source of active ingre- 10 9,118
dient; submission of completely new generic data
package; registered uses only. (2)(3)

B676 132 New product; more than one active ingredient where 13 9,118
one active ingredient is an unregistered source;
product chemistry data must be submitted; re-
quires: 1) submission of product specific data, and 2)
citation of previously reviewed and accepted data;
or 3) submission or citation of data generated at
government expense; or 4) submission or citation of
a scientifically-sound rationale based on publicly
available literature or other relevant information
that addresses the data requirement; or 5) submis-
sion of a request for a data requirement to be
waived supported by a scientifically-sound ration-
ale explaining why the data requirement does not
apply. (2)(3)

B677 133 New end-use non-food animal product with submis- 10 8,820
sion of two or more target animal safety studies;
includes data and/or waivers of data for only:
product chemistry and/or

acute toxicity and/or

public health pest efficacy and/or

animal safety studies and/or

¢ child resistant packaging. (2)(3)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) An application for a new end-use product using a source of active ingredient that (a) is not yet registered but
(b) has an application pending with the Agency for review, will be considered an application for a new product
with an unregistered source of active ingredient.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

TABLE 14. — BIOPESTICIDES DIVISION — AMENDMENTS

Registra-
EPA New . Decision tion
No. CR Action Review Time Service
No. (Months),) ee
%)
B621 134 Amendment; Experimental Use Permit; no change to 7 5,107
an established temporary tolerance or tolerance ex-
emption. (3)
B622 135 Amendment; Experimental Use Permit; petition to 11 12,764
amend an established or temporary tolerance or
tolerance exemption. (3)
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TABLE 14. — BIOPESTICIDES DIVISION — AMENDMENTS—Continued

Registra-
EPA New Decision tion
No CR Action Review Time Service
: No. (Months) ) ee
(€))
B641 136 Amendment of an established tolerance or tolerance 13 12,764
exemption.
B680 137 Amendment; registered sources of active ingre- 5 5,107
dient(s); no new use(s); no changes to an established
tolerance or tolerance exemption. Requires data
submission. (2)(3)
B681 138 Amendment; unregistered source of active ingre- 7 6,079
dient(s). Requires data submission. (2)(3)
B683 139 Label amendment; requires review/update of previous 6 5,107
risk assessment(s) without data submission (e.g.,
labeling changes to REI, PPE, PHI). (2)(3)
B684 140 Amending non-food animal product that includes sub- 8 8,820
mission of target animal safety data; previously
registered. (2)(3)
B685 141 (new) | Amendment; add a new biochemical unregistered 5 5,107
source of active ingredient or a new microbial pro-
duction site. Requires submission of analysis of
samples data and source/production site-specific
manufacturing process description. (3)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) (a) EPA-initiated amendments shall not be charged registration service fees. (b) Registrant-initiated fast-
track amendments are to be completed within the timelines specified in FIFRA Section 3(c)(3)(B) and are not sub-
ject to registration service fees. (¢) Registrant-initiated fast-track amendments handled by the Antimicrobials Di-
vision are to be completed within the timelines specified in FIFRA Section 3(h) and are not subject to registration
service fees. (d) Registrant initiated amendments submitted by notification under PR Notices, such as PR Notice
98-10, continue under PR Notice timelines and are not subject to registration service fees. (e) Submissions with
data and requiring data review are subject to registration service fees.

(3) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

TABLE 15. — BIOPESTICIDES DIVISION — SCLP

Registra-
EPA New Decision tion
No CR Action Review Time Service
. No. (Months) ) ee
(€))
B690 142 New active ingredient; food or non-food use. (2)(6) 7 2,554
B700 143 Experimental Use Permit application; new active in- 7 1,278
gredient or new use. (6)
B701 144 Extend or amend Experimental Use Permit. (6) 4 1,278
B710 145 New product; registered source of active ingre- 4 1,278

dient(s); identical or substantially similar in com-
position and use to a registered product; no change
in an established tolerance or tolerance exemption.
No data review, or only product chemistry data;
cite-all data citation, or selective data citation
where applicant owns all required data or author-
ization from data owner is demonstrated. Category
includes 100% re-package of registered end-use or
manufacturing-use product that requires no data
submission or data matrix. (3)(6)
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TABLE 15. — BIOPESTICIDES DIVISION — SCLP—Continued

Registra-
EPA New . Dgcisio_n tiop
No. CR Action Review Time Service
No. (Months) ) ee
(€))
B720 146 New product; registered source of active ingre- 5 1,278
dient(s); requires: 1) submission of product specific
data; or 2) citation of previously reviewed and ac-
cepted data; or 3) submission or citation of data
generated at government expense; or 4) submission
or citation of a scientifically-sound rationale based
on publicly available literature or other relevant
information that addresses the data requirement;
or 5) submission of a request for a data requirement
to be waived supported by a scientifically-sound ra-
tionale explaining why the data requirement does
not apply. (3)(6)
B721 147 New product; unregistered source of active ingre- 7 2,676
dient. (3)(6)
B722 148 New use and/or amendment; petition to establish a 7 2,477
tolerance or tolerance exemption. (4)(5)(6)
B730 149 Label amendment requiring data submission. (4)(6) 5 1,278

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) All requests for new uses (food and/or nonfood) contained in any application for a new active ingredient or a
first food use are covered by the base fee for that new active ingredient or first food use application and retain the
same decision time review period as the new active ingredient or first food use application. The application must
be received by the agency in one package. The base fee for the category covers a maximum of five new products.
Each application for an additional new product registration and new inert approval that is submitted in the new
active ingredient application package or first food use application package is subject to the registration service
fee for a new product or a new inert approval. All such associated applications that are submitted together will be
subject to the new active ingredient or first food use decision review time. In the case of a new active ingredient
application, until that new active ingredient is approved, any subsequent application for another new product con-
taining the same active ingredient or an amendment to the proposed labeling will be deemed a new active ingre-
dient application, subject to the registration service fee and decision review time for a new active ingredient. In
the case of a first food use application, until that first food use is approved, any subsequent application for an ad-
ditional new food use or uses will be subject to the registration service fee and decision review time for a first food
use. Any information that (a) was neither requested nor required by the Agency, and (b) is submitted by the appli-
cant at the applicant’s initiative to support the application after completion of the technical deficiency screening,
and (c) is not itself a covered registration application, must be assessed 25% of the full registration service fee for
the new active ingredient or first food use application.

(3) An application for a new end-use product using a source of active ingredient that (a) is not yet registered but
(b) has an application pending with the Agency for review, will be considered an application for a new product
with an unregistered source of active ingredient.

(4) (a) EPA-initiated amendments shall not be charged registration service fees. (b) Registrant-initiated fast-
track amendments are to be completed within the timelines specified in FIFRA Section 3(c)(3)(B) and are not sub-
ject to registration service fees. (¢) Registrant-initiated fast-track amendments handled by the Antimicrobials Di-
vision are to be completed within the timelines specified in FIFRA Section 3(h) and are not subject to registration
service fees. (d) Registrant initiated amendments submitted by notification under PR Notices, such as PR Notice
98-10, continue under PR Notice timelines and are not subject to registration service fees. (e¢) Submissions with
data and requiring data review are subject to registration service fees.

(5) Amendment applications to add the new use(s) to registered product labels are covered by the base fee for the
new use(s). All items in the covered application must be submitted together in one package. Each application for
an additional new product registration and new inert approval(s) that is submitted in the new use application
package is subject to the registration service fee for a new product or a new inert approval. However, if a new use
application only proposes to register the new use for a new product and there are no amendments in the applica-
tion, then review of one new product application is covered by the new use fee. All such associated applications
that are submitted together will be subject to the new use decision review time. Any application for a new product
or an amendment to the proposed labeling (a) submitted subsequent to submission of the new use application and
(b) prior to conclusion of its decision review time and (c) containing the same new uses, will be deemed a separate
new-use application, subject to a separate registration service fee and new decision review time for a new use. If
the new-use application includes non-food (indoor and/or outdoor), and food (outdoor and/or indoor) uses, the ap-
propriate fee is due for each type of new use and the longest decision review time applies to all of the new uses re-
quested in the application. Any information that (a) was neither requested nor required by the Agency, and (b) is
submitted by the applicant at the applicant’s initiative to support the application after completion of the tech-
nical deficiency screen, and (c¢) is not itself a covered registration application, must be assessed 25% of the full
registration service fee for the new use application.

(6) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.
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TABLE 16. — BIOPESTICIDES DIVISION — OTHER ACTIONS
Registra-
EPA New . Dgcisio_n tiop
No. CR Action Review Time Service
: No. (Months) Fee
(€))
B614 150 Pre-application; Conditional Ruling on rationales for 3 2,530
addressing a data requirement in lieu of data; appli-
cant-initiated; applies to one rationale at a time.
B615 151 Rebuttal of agency reviewed protocol, applicant initi- 3 2,530
ated.
B682 152 Protocol review; applicant initiated; excludes time 3 2,432
for HSRB review.

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

TABLE 17. — BIOPESTICIDES DIVISION — PIP

EPA
No.

New

No.

Action

Decision
Review Time
(MOnthS)(l)

Registra-
tion
Service

ee
®

B740

153

Experimental Use Permit application; no petition for
tolerance/tolerance exemption. Includes:

1. non-food/feed use(s) for a new (2) or registered (3)
PIP (12);

2. food/feed use(s) for a new or registered PIP with
crop destruct (12);

3. food/feed use(s) for a new or registered PIP in which
an established tolerance/tolerance exemption exists
for the intended use(s). (4)(12)

95,724

B741

154 (new)

Experimental Use Permit application; no petition for
tolerance/tolerance exemption. Includes:

1. non-food/feed use(s) for a new (2) or registered (3)
PIP;

2. food/feed use(s) for a new or registered PIP with
crop destruct;

3. food/feed use(s) for a new or registered PIP in which
an established tolerance/tolerance exemption exists
for the intended use(s);

SAP Review. (12)

12

159,538

B750

155

Experimental Use Permit application; with a petition
to establish a temporary or permanent tolerance/
tolerance exemption for the active ingredient. In-
cludes new food/feed use for a registered (3) PIP.
®H(12)

127,630

B770

156

Experimental Use Permit application; new (2) PIP;
with petition to establish a temporary tolerance/
tolerance exemption for the active ingredient; cred-
it 75% of B771 fee toward registration application
for a new active ingredient that follows; SAP re-
view. (5)(12)

15

191,444

B771

157

Experimental Use Permit application; new (2) PIP;
with petition to establish a temporary tolerance/
tolerance exemption for the active ingredient; cred-
it 76% of B771 fee toward registration application
for a new active ingredient that follows. (12)

10

127,630

B772

158

Application to amend or extend an Experimental Use
Permit; no petition since the established tolerance/
tolerance exemption for the active ingredient is un-
affected. (12)

12,764

B773

159

Application to amend or extend an Experimental Use
Permit; with petition to extend a temporary toler-
ance/tolerance exemption for the active ingredient.
12)

31,910
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EPA
No.

New

No.

Action

Decision
Review Time
(MOnthS)(l)

Registra-
tion
Service

ee
®

B1780

160

Registration application; new (2) PIP; non-food/feed.
(12)

12

159,537

B790

161

Registration application; new (2) PIP; non-food/feed;
SAP review. (5)(12)

18

223,351

B800

162

Registration application; new (2) PIP; with petition
to establish permanent tolerance/tolerance exemp-
tion for the active ingredient based on an existing
temporary tolerance/tolerance exemption. (12)

13

172,300

B810

163

Registration application; new (2) PIP; with petition
to establish permanent tolerance/tolerance exemp-
tion for the active ingredient based on an existing
temporary tolerance/tolerance exemption. SAP re-
view. (5)(12)

19

236,114

B820

164

Registration application; new (2) PIP; with petition
to establish or amend a permanent tolerance/toler-
ance exemption of an active ingredient. (12)

15

204,208

B840

165

Registration application; new (2) PIP; with petition
to establish or amend a permanent tolerance/toler-
ance exemption of an active ingredient. SAP re-
view. (5)(12)

21

268,022

B851

166

Registration application; new event of a previously
registered PIP active ingredient(s); no petition
since permanent tolerance/tolerance exemption is
already established for the active ingredient(s). (12)

127,630

B870

167

Registration application; registered (3) PIP; new
product; new use; no petition since a permanent tol-
erance/tolerance exemption is already established
for the active ingredient(s). (4) (12)

38,290

B880

168

Registration application; registered (3) PIP; new
product or new terms of registration; additional
data submitted; no petition since a permanent tol-
erance/tolerance exemption is already established
for the active ingredient(s). (6) (7) (12)

31,910

B881

169

Registration application; registered (3) PIP; new
product or new terms of registration; additional
data submitted; no petition since a permanent tol-
erance/tolerance exemption is already established
for the active ingredient(s). SAP review. (5)(6)(7)(12)

15

95,724

B882

170 (new)

Registration application; new (2) PIP, seed increase
with negotiated acreage cap and time-limited reg-
istration; with petition to establish a permanent
tolerance/tolerance exemption for the active ingre-
dient based on an existing temporary tolerance/tol-
erance exemption; SAP Review. (8)(12)

15

191,444

B883

171

Registration application; new (2) PIP, seed increase
with negotiated acreage cap and time-limited reg-
istration; with petition to establish a permanent
tolerance/tolerance exemption for the active ingre-
dient based on an existing temporary tolerance/tol-
erance exemption. (8) (12)

127,630

B884

172

Registration application; new (2) PIP, seed increase
with negotiated acreage cap and time-limited reg-
istration; with petition to establish a permanent
tolerance/tolerance exemption for the active ingre-
dient. (8)(12)

12

159,537
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TABLE 17. — BIOPESTICIDES DIVISION — PIP—Continued

Registra-
EPA New . Dgcisio_n tiop
No CR Action Review Time Service
: No. (Months) ) 3 g)e

B885 173 Registration application; registered (3) PIP, seed in- 6 31,910
crease; breeding stack of previously approved PIPs,
same crop; no petition since a permanent tolerance/
tolerance exemption is already established for the
active ingredient(s). (9)(12)

B886 174 (new) | Registration application; new (2) PIP, seed increase 18 223,351
with negotiated acreage cap and time-limited reg-
istration; with petition to establish a permanent
tolerance/tolerance exemption for the active ingre-
dient. SAP Review. (8) (12)

B890 175 Application to amend a seed increase registration; 9 63,816
converts registration to commercial registration;
no petition since permanent tolerance/tolerance ex-
emption is already established for the active ingre-
dient(s). (12)

B891 176 Application to amend a seed increase registration; 15 127,630
converts registration to a commercial registration;
no petition since a permanent tolerance/tolerance
exemption already established for the active ingre-
dient(s); SAP review. (5)(12)

B900 177 Application to amend a registration, including ac- 6 12,764
tions such as extending an expiration date, modi-
fying an IRM plan, or adding an insect to be con-
trolled. (10)(11)(12)

B901 178 Application to amend a registration, including ac- 12 76,578
tions such as extending an expiration date, modi-
fying an IRM plan, or adding an insect to be con-
trolled. SAP review. (10) (11) (12)

B902 179 PIP Protocol review. 3 6,383

B903 180 Inert ingredient tolerance exemption; e.g., a marker 6 63,816
such as NPT II; reviewed in BPPD.

B904 181 Import tolerance or tolerance exemption; processed 9 127,630
commodities/food only (inert or active ingredient).

B905 182 (new) | SAP Review. 6 63,816

B906 183 (new) | Petition to establish a temporary tolerance/tolerance 3 31,907
exemption for one or more active ingredients.

B907 184 (new) | Petition to establish a temporary tolerance/tolerance 3 12,764
exemption for one or more active ingredients based
on an existing temporary tolerance/tolerance ex-
emption.

B908 185 (new) | Petition to establish a temporary tolerance/tolerance 3 44,671
exemption for one or more active ingredients or
inert ingredients.

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) New PIP = a PIP with an active ingredient that has not been registered.

(3) Registered PIP = a PIP with an active ingredient that is currently registered.

(4) Transfer registered PIP through conventional breeding for new food/feed use, such as from field corn to sweet
corn.

(5) The scientific data involved in this category are complex. EPA often seeks technical advice from the Sci-
entific Advisory Panel on risks that pesticides pose to wildlife, farm workers, pesticide applicators, non-target
species, as well as insect resistance, and novel scientific issues surrounding new technologies. The scientists of the
SAP neither make nor recommend policy decisions. They provide advice on the science used to make these deci-
sions. Their advice is invaluable to the EPA as it strives to protect humans and the environment from risks posed
by pesticides. Due to the time it takes to schedule and prepare for meetings with the SAP, additional time and
costs are needed.

(6) Registered PIPs stacked through conventional breeding.

(7) Deployment of a registered PIP with a different IRM plan (e.g., seed blend).
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(8) The negotiated acreage cap will depend upon EPA’s determination of the potential environmental exposure,
risk(s) to non-target organisms, and the risk of targeted pest developing resistance to the pesticidal substance.
The uncertainty of these risks may reduce the allowable acreage, based upon the quantity and type of non-target
organism data submitted and the lack of insect resistance management data, which is usually not required for
seed-increase registrations. Registrants are encouraged to consult with EPA prior to submission of a registration
application in this category.

(9) Application can be submitted prior to or concurrently with an application for commercial registration.

(10) For example, IRM plan modifications that are applicant-initiated.

(11) EPA-initiated amendments shall not be charged fees.

(12) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

TABLE 18. — INERT INGREDIENTS

Registra-
EPA New Decision tion
No. CR Action Review Time Service
. No. (Months) ) ee
(€]
1001 186 Approval of new food use inert ingredient. (2)(3) 13 27,000
1002 187 Amend currently approved inert ingredient tolerance 11 7,500
or exemption from tolerance; new data. (2)
1003 188 Amend currently approved inert ingredient tolerance 9 3,308
or exemption from tolerance; no new data. (2)
1004 189 Approval of new non-food use inert ingredient. (2) 6 11,025
1005 190 Amend currently approved non-food use inert ingre- 6 5,513
dient with new use pattern; new data. (2)
1006 191 Amend currently approved non-food use inert ingre- 3 3,308
dient with new use pattern; no new data. (2)
1007 192 Approval of substantially similar non-food use inert 4 1,654
ingredients when original inert is compositionally
similar with similar use pattern. (2)
1008 193 Approval of new or amended polymer inert ingre- 5 3,749
dient, food use. (2)
1009 194 Approval of new or amended polymer inert ingre- 4 3,087
dient, non-food use. (2)
1010 195 Petition to amend a single tolerance exemption 6 1,654
descriptor, or single non-food use descriptor, to add
<10 CASRNSs; no new data. (2)
1011 196 (new) | Approval of new food use safener with tolerance or 24 597,683
exemption from tolerance. (2)(8)
1012 197 (new) | Approval of new non-food use safener. (2)(8) 21 415,241
1013 198 (new) | Approval of additional food use for previously ap- 15 62,975
proved safener with tolerance or exemption from
tolerance. (2)
1014 199 (new) | Approval of additional non-food use for previously ap- 15 25,168
proved safener. (2)
1015 200 (new) | Approval of new generic data for previously approved 24 269,728
food use safener. (2)
1016 201 (new) | Approval of amendment(s) to tolerance and label for 13 55,776
previously approved safener. (2)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) If another covered application is submitted that depends upon an application to approve an inert ingredient,
each application will be subject to its respective registration service fee. The decision review time line for both
submissions will be the longest of the associated applications. If the application covers multiple ingredients
grouped by EPA into one chemical class, a single registration service fee will be assessed for approval of those in-
gredients.
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(3) If EPA data rules are amended to newly require clearance under section 408 of the FFDCA for an ingredient of
an antimicrobial product where such ingredient was not previously subject to such a clearance, then review of the
data for such clearance of such product is not subject to a registration service fee for the tolerance action for two
years from the effective date of the rule.

(4) Any other covered application that is associated with and dependent on the HSRB review will be subject to
its separate registration service fee. The decision review times for the associated actions run concurrently, but
will end at the date of the latest review time.

(5) Any other covered application that is associated with and dependent on the SAP review will be subject to its
separate registration service fee. The decision review time for the associated action will be extended by the deci-
sion review time for the SAP review.

(6) An application for a new end-use product using a source of active ingredient that (a) is not yet registered but
(b) has an application pending with the Agency for review, will be considered an application for a new product
with an unregistered source of active ingredient.

(7) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(8) If a new safener is submitted in the same package as a new active ingredient, and that new active ingredient
is determined to be reduced risk, then the safener would get the same reduced timeframe as the new active ingre-
dient.

TABLE 19. — EXTERNAL REVIEW AND MISCELLANEOUS ACTIONS

Registra-
EPA New . Decision tion
No. CR Action Review Time Service

: No. (Months), F;e
(€]

MO001 202 Study protocol requiring Human Studies Review 9 7,938
Board review as defined in 40 CFR Part 26 in sup-
port of an active ingredient. (4)

MO002 203 Completed study requiring Human Studies Review 9 7,938
Board review as defined in 40 CFR Part 26 in sup-
port of an active ingredient. (4)

MO003 204 External technical peer review of new active ingre- 12 63,945
dient, product, or amendment (e.g., consultation
with FIFRA Scientific Advisory Panel) for an ac-
tion with a decision timeframe of less than 12
months. Applicant initiated request based on a re-
quirement of the Administrator, as defined by
FIFRA §25(d), in support of a novel active ingre-
dient, or unique use pattern or application tech-
nology. Excludes PIP active ingredients. (5)

MO004 205 External technical peer review of new active ingre- 18 63,945
dient, product, or amendment (e.g., consultation
with FIFRA Scientific Advisory Panel) for an ac-
tion with a decision timeframe of greater than 12
months. Applicant initiated request based on a re-
quirement of the Administrator, as defined by
FIFRA §25(d), in support of a novel active ingre-
dient, or unique use pattern or application tech-
nology. Excludes PIP active ingredients. (5)

MO005 206 New Product: Combination, Contains a combination 9 22,050
of active ingredients from a registered and/or un-
registered source; conventional, antimicrobial and/
or biopesticide. Requires coordination with other
regulatory divisions to conduct review of data,
label and/or verify the validity of existing data as
cited. Only existing uses for each active ingredient
in the combination product. (6)(7)

MO006 207 Request for up to 5 letters of certification (Gold Seal) 1 277
for one actively registered product (excludes dis-
tributor products). (8)

MO007 208 Request to extend Exclusive Use of data as provided 12 5,513
by FIFRA Section 3(c)(1)(F)({i).
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TABLE 19. — EXTERNAL REVIEW AND MISCELLANEOUS ACTIONS—Continued
Registra-
EPA New . Dgcisio_n tior_l
No. CR Action Review Time Service
: No. (Months) ) Fee
(€))
M008 209 Request to grant Exclusive Use of data as provided by 15 1,654
FIFRA Section 3(c)(1)(F)(vi) for a minor use, when a
FIFRA Section 2(11)(2) determination is required.
MO009 210 (new) | Non-FIFRA Regulated Determination: Applicant ini- 4 2,363
tiated, per product.
Mo010 211 (new) | Conditional ruling on pre-application, product sub- 4 2,363
stantial similarity.
MO011 212 (new) | Label amendment to add the DfE logo; requires data 4 3,648
review; no other label changes. (9)

(1) A decision review time that would otherwise end on a Saturday, Sunday, or federal holiday, will be extended
to end on the next business day.

(2) If another covered application is submitted that depends upon an application to approve an inert ingredient,
each application will be subject to its respective registration service fee. The decision review time line for both
submissions will be the longest of the associated applications. If the application covers multiple ingredients
grouped by EPA into one chemical class, a single registration service fee will be assessed for approval of those in-
gredients.

(3) If EPA data rules are amended to newly require clearance under section 408 of the FFDCA for an ingredient of
an antimicrobial product where such ingredient was not previously subject to such a clearance, then review of the
data for such clearance of such product is not subject to a registration service fee for the tolerance action for two
years from the effective date of the rule.

(4) Any other covered application that is associated with and dependent on the HSRB review will be subject to
its separate registration service fee. The decision review times for the associated actions run concurrently, but
will end at the date of the latest review time.

(5) Any other covered application that is associated with and dependent on the SAP review will be subject to its
separate registration service fee. The decision review time for the associated action will be extended by the deci-
sion review time for the SAP review.

(6) An application for a new end-use product using a source of active ingredient that (a) is not yet registered but
(b) has an application pending with the Agency for review, will be considered an application for a new product
with an unregistered source of active ingredient.

(7) Where the action involves approval of a new or amended label, on or before the end date of the decision re-
view time, the Agency shall provide to the applicant a draft accepted label, including any changes made by the
Agency that differ from the applicant-submitted label and relevant supporting data reviewed by the Agency. The
applicant will notify the Agency that the applicant either (a) agrees to all of the terms associated with the draft
accepted label as amended by the Agency and requests that it be issued as the accepted final Agency-stamped
label; or (b) does not agree to one or more of the terms of the draft accepted label as amended by the Agency and
requests additional time to resolve the difference(s); or (¢c) withdraws the application without prejudice for subse-
quent resubmission, but forfeits the associated registration service fee. For cases described in (b), the applicant
shall have up to 30 calendar days to reach agreement with the Agency on the final terms of the Agency-accepted
label. If the applicant agrees to all of the terms of the accepted label as in (a), including upon resolution of dif-
ferences in (b), the Agency shall provide an accepted final Agency-stamped label to the registrant within 2 busi-
ness days following the registrant’s written or electronic confirmation of agreement to the Agency.

(8) Due to low fee and short time frame this category is not eligible for small business waivers. Gold seal applies
to one registered product.

(9) This category includes amendments the sole purpose of which is to add DfE (or equivalent terms that do not
use ‘‘safe’ or derivatives of ‘‘safe’’) logos to a label. DfE is a voluntary program. A label bearing a DfE logo is not
considered an Agency endorsement because the ingredients in the qualifying product must meet objective, sci-
entific criteria established and widely publicized by EPA.

(4) Pending pesticide registration applications
(A) In general

An applicant that submitted a registration
application to the Administrator before the
effective date of the Pesticide Registration
Improvement Act of 2003, but that is not re-
quired to pay a registration service fee
under paragraph (2)(B), may, on a voluntary
basis, pay a registration service fee in ac-
cordance with paragraph (2)(B).

(B) Voluntary fee

The Administrator may not compel pay-
ment of a registration service fee for an ap-
plication described in subparagraph (A).

(C) Documentation

An application for which a voluntary reg-
istration service fee is paid under this para-
graph shall be submitted with documenta-
tion certifying—

(i) payment of the registration service
fee; or

(ii) a request for a waiver from or reduc-
tion of the registration service fee.

(5) Resubmission of covered applications

If a covered application is submitted by a
person that paid the fee for the application
under paragraph (2), is determined by the Ad-
ministrator to be complete, and is not ap-
proved or is withdrawn (without a waiver or
refund), the submission of the same covered
application by the same person (or a licensee,
assignee, or successor of the person) shall not
be subject to a fee under paragraph (2).

(6) Fee adjustment

(A) In general

Effective for a covered application re-
ceived during the period beginning on Octo-
ber 1, 2019, and ending on September 30, 2021,
the Administrator shall increase by 5 per-
cent the registration service fee payable for
the application under paragraph (3).
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(B) Additional adjustment

Effective for a covered application re-
ceived on or after October 1, 2021, the Admin-
istrator shall increase by an additional 5
percent the registration service fee in effect
as of September 30, 2021.

(C) Publication

The Administrator shall publish in the
Federal Register the service fee schedules
revised pursuant to this paragraph.

(7) Waivers and reductions

(A) In general

An applicant for a covered application
may request the Administrator to waive or
reduce the amount of a registration service
fee payable under this section under the cir-
cumstances described in subparagraphs (D)
through (G), except that no waiver or fee re-
duction shall be provided in connection with
a request for a letter of certification (com-
monly referred to as a Gold Seal letter).

(B) Documentation
(i) In general

A request for a waiver from or reduction
of the registration service fee shall be ac-
companied by appropriate documentation
demonstrating the basis for the waiver or
reduction.

(ii) Certification

The applicant shall provide to the Ad-
ministrator a written certification, signed
by a responsible officer, that the docu-
mentation submitted to support the waiv-
er or reduction request is accurate.

(iii) Inaccurate documentation

An application shall be subject to the ap-
plicable registration service fee payable
under paragraph (3) if, at any time, the Ad-
ministrator determines that—

(I) the documentation supporting the
waiver or reduction request is not accu-
rate; or

(IT) based on the documentation or any
other information, the waiver or reduc-
tion should not have been granted or
should not be granted.

(C) Determination to grant or deny request

As soon as practicable, but not later than
60 days, after the date on which the Admin-
istrator receives a request for a waiver or re-
duction of a registration service fee under
this paragraph, the Administrator shall—

(i) determine whether to grant or deny
the request; and
(ii) notify the applicant of the deter-
mination.
(D) Minor uses
(i) In general

The Administrator may exempt from, or
waive a portion of, the registration service
fee for an application for minor uses for a
pesticide.

(ii) Supporting documentation

An applicant requesting a waiver or ex-
emption under this subparagraph shall
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provide supporting documentation that
demonstrates, to the satisfaction of the
Administrator, that anticipated revenues
from the uses that are the subject of the
application would be insufficient to justify
imposition of the full application fee.

(E) IR-4 exemption

The Administrator shall exempt an appli-
cation from the registration service fee if
the Administrator determines that—

(i) the application is solely associated
with a tolerance petition submitted in
connection with the Inter-Regional
Project Number 4 (IR-4) as described in
section 2 of Public Law 89-106 (7 U.S.C.
450i(e)); 1 and

(ii) the exemption is in the public inter-
est.

(F) Small businesses

(i) In general

The Administrator shall waive 50 percent
of the registration service fees payable by
an entity for a covered application under
this section if the entity is a small busi-
ness (as defined in section 136a-1(i)(1)(E)(ii)
of this title) at the time of application.

(ii) Waiver of fees

The Administrator shall waive 75 percent
of the registration service fees payable by
an entity under this section if the entity—

(I) is a small business (as defined in
section 136a-1(i)(1)(E)(ii) of this title) at
the time of application; and

(IT) has average annual global gross
revenues described in section
136a-1(i)(1)(E)(i)(I)(bb) of this title that
does not exceed $10,000,000, at the time of
application.

(iii) Formation for waiver

The Administrator shall not grant a
waiver under this subparagraph if the Ad-
ministrator determines that the entity
submitting the application has been
formed or manipulated primarily for the
purpose of qualifying for the waiver.

(iv) Documentation

An entity requesting a waiver under this
subparagraph shall provide to the Admin-
istrator—

(I) documentation demonstrating that
the entity is a small business (as defined
in section 136a-1(i)(1)(E)(ii) of this title)
at the time of application; and

(IT) if the entity is requesting a waiver
of 75 percent of the applicable registra-
tion service fees payable under this sec-
tion, documentation demonstrating that
the entity has an average annual global
gross revenue described in section
136a-1(i)(1)(E)(ii)(I)(bb) of this title that
does not exceed $10,000,000, at the time of
application.

(G) Federal and State agency exemptions

An agency of the Federal Government or a
State government shall be exempt from cov-

1See References in Text note below.
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ered registration service fees under this sec-
tion.

(8) Refunds
(A) Early withdrawals

If, during the first 60 days after the begin-
ning of the applicable decision time review
period under subsection (f)(3), a covered ap-
plication is withdrawn by the applicant, the
Administrator shall refund all but 25 per-
cent.?2 of the total registration service fee
payable under paragraph (3) for the applica-
tion.

(B) Withdrawals after the first 60 days of de-
cision review time period

(1) In general

If a covered application is withdrawn
after the first 60 days of the applicable de-
cision time review period, the Adminis-
trator shall determine what portion, if
any, of the total registration service fee
payable under paragraph (3) for the appli-
cation may be refunded based on the pro-
portion of the work completed at the time
of withdrawal.

(ii) Timing

The Administrator shall—

(I) make the determination described
in clause (i) not later than 90 days after
the date the application is withdrawn;
and

(IT) provide any refund as soon as prac-
ticable after the determination.

(C) Discretionary refunds
(i) In general

In the case of a covered application that
has been filed with the Administrator and
has not been withdrawn by the applicant,
but for which the Administrator has not
yvet made a final determination, the Ad-
ministrator may refund a portion of a cov-
ered registration service fee if the Admin-
istrator determines that the refund is jus-
tified.

(ii) Basis

The Administrator may provide a refund
for an application under this subpara-
graph—

(I) on the basis that, in reviewing the
application, the Administrator has con-
sidered data submitted in support of an-
other covered application;

(IT) on the basis that the Adminis-
trator completed portions of the review
of the application before the effective
date of this section; or

(ITI) on the basis that the Adminis-
trator rejected the application under
subsection (f)(4)(B).

(D) Credited fees

In determining whether to grant a refund
under this paragraph, the Administrator
shall take into account any portion of the
registration service fees credited under para-
graph (2) or (4).

280 in original. The period probably should not appear.
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(c) Pesticide Registration Fund

(1) Establishment

There is established in the Treasury of the
United States a Pesticide Registration Fund
to be used in carrying out this section (re-
ferred to in this section as the ‘‘Fund’’), con-
sisting of—

(A) such amounts as are deposited in the
Fund under paragraph (2);

(B) any interest earned on investment of
amounts in the Fund under paragraph (5);
and

(C) any proceeds from the sale or redemp-
tion of investments held in the Fund.

(2) Deposits in Fund

Subject to paragraph (4), the Administrator
shall deposit fees collected under this section
in the Fund.

(3) Expenditures from Fund

(A) In general

Subject to subparagraphs (B) and (C) and
paragraph (4), the Administrator may make
expenditures from the Fund—

(i) to cover the costs associated with the
review and decisionmaking pertaining to
all applications for which registration
service fees have been paid under this sec-
tion; and

(ii) to otherwise carry out this section.

(B) Worker protection, partnership grants,
and pesticide safety education

(i) In general

For each of fiscal years 2013 through
2023, the Administrator shall use approxi-
mately Yi7 of the amount in the Fund (but
not less than $1,000,000) to enhance sci-
entific and regulatory activities relating
to worker protection, with an emphasis on
field-worker populations in the United
States.

(ii) Partnership grants

Of the amounts in the Fund, the Admin-
istrator shall use for partnership grants,
for each of fiscal years 2013 through 2023,
$500,000.

(iii) Pesticide safety education program

Of the amounts in the Fund, the Admin-
istrator shall use $500,000 for each of fiscal
yvears 2013 through 2023 to carry out the
pesticide safety education program.

(4) Collections and appropriations Acts

The fees authorized by this section and
amounts deposited in the Fund—

(A) shall be collected and made available
for obligation only to the extent provided in
advance in appropriations Acts; and

(B) shall be available without fiscal year
limitation.

(5) Unused funds
(A) In general

Amounts in the Fund not currently needed
to carry out this section shall be—
(i) maintained readily available or on de-
posit;
(ii) invested in obligations of the United
States or guaranteed by the United States;
or
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(iii) invested in obligations, participa-
tions, or other instruments that are lawful
investments for fiduciary, trust, or public
funds.

(B) Use of investment income

After consultation with the Secretary of
the Treasury, the Administrator may use in-
come from investments described in clauses
(ii) and (iii) of subparagraph (A) to carry out
this section.

(d) Assessment of fees
(1) Definition of covered functions

In this subsection, the term ‘‘covered func-
tions” means functions of the Office of Pes-
ticide Programs of the Environmental Protec-
tion Agency, as identified in key programs and
projects of the final operating plan for the En-
vironmental Protection Agency submitted as
part of the budget process for fiscal year 2002,
regardless of any subsequent transfer of 1 or
more of the functions to another office or
agency or the subsequent transfer of a new
function to the Office of Pesticide Programs.

(2) Minimum amount of appropriations

Registration service fees may not be as-
sessed for a fiscal year under this section un-
less the amount of appropriations for salaries,
contracts, and expenses for the functions (as
in existence in fiscal year 2012) of the Office of
Pesticide Programs of the Environmental Pro-
tection Agency for the fiscal year (excluding
the amount of any fees appropriated for the
fiscal year) are equal to or greater than the
amount of appropriations for covered func-
tions for fiscal year 2012 (excluding the
amount of any fees appropriated for the fiscal
year).

(3) Use of fees

Registration service fees authorized by this
section shall be available, in the aggregate,
only to defray increases in the costs associ-
ated with the review and decisionmaking for
the review of pesticide registration applica-
tions and associated tolerances (including in-
creases in the number of full-time equivalent
positions in the Environmental Protection
Agency engaged in those activities) over the
costs for fiscal year 2002, excluding costs paid
from fees appropriated for the fiscal year.

(4) Subsequent authority

If the Administrator does not assess reg-
istration service fees under subsection (b) dur-
ing any portion of a fiscal year as the result of
paragraph (2) and is subsequently permitted to
assess the fees under subsection (b) during the
fiscal year, the Administrator shall assess and
collect the fees, without any modification in
rate, at any time during the fiscal year, not-
withstanding any provisions of subsection (b)
relating to the date fees are to be paid.

(e) Reforms to reduce decision time review peri-
ods

To the maximum extent practicable con-
sistent with the degrees of risk presented by
pesticides and the type of review appropriate to
evaluate risks, the Administrator shall identify
and evaluate reforms to the pesticide registra-
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tion process under this subchapter with the goal
of reducing decision review periods in effect on
the effective date of the Pesticide Registration
Improvement Extension Act of 2018 for pesticide
registration actions for covered pesticide reg-
istration applications (including reduced risk
applications). Such reforms shall include identi-
fying opportunities for streamlining review
processes for applications for a new active ingre-
dient or a new use and providing prompt feed-
back to applicants during such review process.

(f) Decision time review periods
(1) In general

Not later than 30 days after the effective
date of the Pesticide Registration Improve-
ment Extension Act of 2018, the Administrator
shall make publicly available a schedule of de-
cision review periods for covered pesticide reg-
istration actions or for any other action cov-
ered by a table specified in subsection (b)(3)
and corresponding registration service fees
under this subchapter.

(2) Report
The schedule shall be the same as the appli-
cable schedule provided under subsection
(0)(3).
(3) Applications subject to decision time re-
view periods

The decision time review periods specified in
paragraph (1) shall apply to—

(A) covered pesticide registration applica-
tions subject to registration service fees
under subsection (b)(2);

(B) covered pesticide registration applica-
tions for which an applicant has voluntarily
paid registration service fees under sub-
section (b)(4); and

(C) applications for any other action cov-
ered by a table specified in subsection (b)(3).

(4) Start of decision time review period
(A) In general

Except as provided in subparagraphs (C),
(D), and (E), in the case of a covered applica-
tion accompanied by the registration service
fee required under this section, the decision
time review period begins 21 days after the
date on which the Administrator receives
the covered application and fee.

(B) Initial content and preliminary technical
screenings

(i) Screenings
(I) Initial content

Not later than 21 days after receiving
an application and the required registra-
tion service fee, the Administrator shall
conduct an initial screening of the con-
tents of the application in accordance
with clause (iii).

(IT) Preliminary technical screening

After conducting the initial content
screening described in subclause (I) and
in accordance with clause (iv), the Ad-
ministrator shall conduct a preliminary
technical screening—

(aa) not later than 45 days after the
date on which the decision time review
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period begins (for applications with de-
cision time review periods of not more
than 180 days); and
(bb) not later than 90 days after the
date on which the decision time review
period begins (for applications with de-
cision time review periods greater than
180 days).
(ii) Rejection
(I) In general
If the Administrator determines at any
time before the Administrator completes
the preliminary technical screening
under clause (i)(II) that the application
failed the initial content or preliminary
technical screening and the applicant
does not correct the failure before the
date that is 10 business days after the ap-
plicant receives a notification of the fail-
ure, the Administrator shall reject the
application.
(IT) Written notification

The Administrator shall make every
effort to provide a written notification
of a rejection under subclause (I) during
the 10-day period that begins on the date
the Administrator completes the pre-
liminary technical screening.

(iii) Requirements of initial content screen-
ing
In conducting an initial content screen-
ing of an application, the Administrator
shall determine whether—

(ID(aa) the applicable registration serv-
ice fee has been paid; or

(bb) at least 25 percent of the applica-
ble registration service fee has been paid
and the application contains a waiver or
refund request for the outstanding
amount and documentation establishing
the basis for the waiver request; and

(IT) the application appears to contain
all the necessary forms, data, and draft
labeling, formatted in accordance with
guidance published by the Adminis-
trator.

(iv) Requirements of preliminary technical
screening

In conducting a preliminary technical
screening of an application, the Adminis-
trator shall determine if—

(I) the application and the data and in-
formation submitted with the applica-
tion are accurate and complete; and

(IT) the application, data, and informa-
tion are consistent with the proposed la-
beling and any proposal for a tolerance
or exemption from the requirement for a
tolerance under section 408 of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 346a), and are such that, subject
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registration service fees under subsection

(b)(7), the decision time review period shall

be determined in accordance with this sub-

paragraph.

(ii) Request granted with no additional
fees required

If the Administrator grants the waiver
or reduction request and no additional fee
is required, the decision time review pe-
riod begins on the earlier of—

(I) the date on which the Adminis-
trator grants the request; or
(IT) the date that is 60 days after the
date of receipt of the application.
(iii) Request granted with additional fees
required

If the Administrator grants the waiver
or reduction request, in whole or in part,
but an additional registration service fee
is required, the decision time review pe-
riod begins on the date on which the Ad-
ministrator receives certification of pay-
ment of the applicable registration service
fee.

(iv) Request denied

If the Administrator denies the waiver or
reduction request, the decision time re-
view period begins on the date on which
the Administrator receives certification of
payment of the applicable registration
service fee.

(D) Pending applications
(i) In general

The start of the decision time review pe-
riod for applications described in clause
(ii) shall be the date on which the Admin-
istrator receives certification of payment
of the applicable registration service fee.
(ii) Applications

Clause (i) applies to—

(I) covered pesticide registration appli-
cations for which voluntary fees have
been paid under subsection (b)(4); and

(IT) covered pesticide registration ap-
plications received on or after the effec-
tive date of the Pesticide Registration
Improvement Act of 2003 but submitted
without the applicable registration serv-
ice fee required under this section due to
the inability of the Administrator to as-
sess fees under subsection (d)(1).

(E) 2003 work plan

In the case of a covered pesticide registra-
tion application listed in the Registration
Division 2003 Work Plan of the Office of Pes-
ticide Programs of the Environmental Pro-
tection Agency, the decision time review pe-
riod begins on the date that is 30 days after
the effective date of the Pesticide Registra-
tion Improvement Act of 2003.

(5) Extension of decision time review period
The Administrator and the applicant may
of the application. mutually agree in writing to extend a decision
(C) Applications with waiver or reduction re- time review period under this subsection.
quests (g) Judicial review
(i) In general (1) In general
In the case of an application submitted Any applicant adversely affected by the fail-
with a request for a waiver or reduction of ure of the Administrator to make a deter-

to full review under the standards of this
subchapter, could result in the granting
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mination on the application of the applicant
for registration of a new active ingredient or
new use for which a registration service fee is
paid under this section may obtain judicial re-
view of the failure solely under this section.
(2) Scope

(A) In general

In an action brought under this sub-
section, the only issue on review is whether
the Administrator failed to make a deter-
mination on the application specified in
paragraph (1) by the end of the applicable de-
cision time review period required under
subsection (f) for the application.

(B) Other actions

No other action authorized or required
under this section shall be judicially review-
able by a Federal or State court.

(3) Timing
(A) In general

A person may not obtain judicial review of
the failure of the Administrator to make a
determination on the application specified
in paragraph (1) before the expiration of the
2-year period that begins on the date on
which the decision time review period for
the application ends.

(B) Meeting with Administrator

To be eligible to seek judicial review under
this subsection, a person seeking the review
shall first request in writing, at least 120
days before filing the complaint for judicial
review, a decision review meeting with the
Administrator.

(4) Remedies

The Administrator may not be required or
permitted to refund any portion of a registra-
tion service fee paid in response to a com-
plaint that the Administrator has failed to
make a determination on the covered pesticide
registration application specified in paragraph
(1) by the end of the applicable decision review
period.

(h) Accounting

The Administrator shall—

(1) provide an annual accounting of the reg-
istration service fees paid to the Adminis-
trator and disbursed from the Fund, by pro-
viding financial statements in accordance
with—

(A) the Chief Financial Officers Act of 1990
(Public Law 101-576; 104 Stat. 2838) and
amendments made by that Act; and

(B) the Government Management Reform
Act of 1994 (Public Law 103-356; 108 Stat.
3410) and amendments made by that Act;

(2) provide an accounting describing expendi-
tures from the Fund authorized under sub-
section (c); and

(3) provide an annual accounting describing
collections and expenditures authorized under
subsection (d).

(i) Auditing
(1) Financial statements of agencies

For the purpose of section 3515(c) of title 31,
the Fund shall be considered a component of
an executive agency.
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(2) Components

The annual audit required under sections
3515(b) and 3521 of that title of the financial
statements of activities under this section
shall include an analysis of—

(A) the fees collected under subsection (b)
and disbursed;

(B) compliance with subsection (f);

(C) the amount appropriated to meet the
requirements of subsection (d)(1); and

(D) the reasonableness of the allocation of
the overhead allocation of costs associated
with the review and decisionmaking per-
taining to applications under this section.

(3) Inspector General

The Inspector General of the Environmental
Protection Agency shall—
(A) conduct the annual audit required
under this subsection; and
(B) report the findings and recommenda-
tions of the audit to the Administrator and
to the appropriate committees of Congress.

(j) Personnel levels

All full-time equivalent positions supported by
fees authorized and collected under this section
shall not be counted against the agency-wide
personnel level goals of the Environmental Pro-
tection Agency.

(k) Reports
(1) In general

Not later than March 1, 2005, and each March
1 thereafter through March 1, 2023, the Admin-
istrator shall publish an annual report de-
scribing actions taken under this section.

(2) Contents

The report shall include—

(A) a review of the progress made in car-
rying out each requirement of subsections
(e) and (f), including—

(i) the number of applications reviewed,
including the decision times for each ap-
plication specified in subsection (f);

(ii) the number of label amendments
that have been reviewed using electronic
means;

(iii) the amount of money from the Re-
registration and Expedited Processing
Fund used to carry out inert ingredient re-
view and review of similar applications
under section 136a—1(k)(3) of this title;

(iv) the number of applications com-
pleted for identical or substantially simi-
lar applications under section 136a(c)(3)(B)
of this title, including the number of such
applications completed within 90 days pur-
suant to that section;

(v) the number of actions pending in
each category of actions described in sub-
section (f)(3), as well as the number of
inert ingredients;

(vi) to the extent determined appropriate
by the Administrator and consistent with
the authorities of the Administrator and
limitations on delegation of functions by
the Administrator, recommendations for—

(I) expanding the use of self-certifi-
cation in all appropriate areas of the
registration process;
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(IT) providing for accreditation of out-
side reviewers and the use of outside re-
viewers to conduct the review of major
portions of applications;

(ITI) reviewing the scope of use of the
notification process to cover broader
categories of registration actions;

(IV) providing for electronic submis-
sion and review of labels, including proc-
ess improvements to further enhance the
procedures used in electronic label re-
view; and

(V) the allowance and use of sum-
maries of acute toxicity studies;

(vii) the use of performance-based con-
tracts, other contracts, and procurement
to ensure that—

(I) the goals of this subchapter for the
timely review of applications for reg-
istration are met; and

(IT) the registration program is admin-
istered in the most productive and cost
effective manner practicable; and

(viii) the number of extensions of deci-
sion time review periods agreed to under
subsection (f)(5) along with a description
of the reason that the Administrator was
unable to make a decision within the ini-
tial decision time review period;

(B) a description of the staffing and re-
sources relating to the costs associated with
the review and decisionmaking pertaining to
applications;

(C) a review of the progress in meeting the
timeline requirements of section 136a-1(g) of
this title;

(D) a review of the progress in carrying out
section 136a(g) of this title, including—

(i) the number of pesticides or pesticide
cases reviewed and the number of registra-
tion review decisions completed, includ-
ing—

(I) the number of cases cancelled;

(IT) the number of cases requiring risk
mitigation measures;

(IIT) the number of cases removing risk
mitigation measures;

(IV) the number of cases with no risk
mitigation needed; and

(V) the number of cases in which risk
mitigation has been fully implemented;

(ii) a description of the staffing and re-
sources relating to the costs associated
with the review and decision making relat-
ing to reregistration and registration re-
view for compliance with the deadlines
specified in this subchapter;

(iii) to the extent determined appro-
priate by the Administrator and consistent
with the authorities of the Administrator
and limitations on delegation of functions
by the Administrator, recommendations
for—

(I) process improvements in the han-
dling of registration review under sec-
tion 136a(g) of this title;

(IT) providing for accreditation of out-
side reviewers and the use of outside re-
viewers in the registration review proc-
ess; and
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(ITI) streamlining the registration re-
view process, consistent with section
136a(g) of this title;

(E) a review of the progress in meeting the
timeline requirements for the review of anti-
microbial pesticide products under section
136a(h) of this title;

(F) a review of the progress in carrying out
the review of inert ingredients, including the
number of applications pending, the number
of new applications, the number of applica-
tions reviewed, staffing, and resources de-
voted to the review of inert ingredients and
recommendations to improve the timeliness
of review of inert ingredients;

(G) a review of the progress made toward—

(i) carrying out paragraphs (4) and (5) of
section 136a-1(k) of this title and the
amounts from the Reregistration and Ex-
pedited Processing Fund used for the pur-
poses described in such paragraphs;

(ii) implementing enhancements to—

(I) the electronic tracking of covered
applications;

(IT) the electronic tracking of condi-
tional registrations;

(IIT) the endangered species database;

(IV) the electronic review of labels sub-
mitted with covered applications; and

(V) the electronic review and assess-
ment of confidential statements of for-
mula submitted with covered applica-
tions; and

(iii) facilitating public participation in
certain registration actions and the reg-
istration review process by providing elec-
tronic notification to interested parties of
additions to the public docket;

(H) the number of applications rejected by
the Administrator under the initial content
and preliminary technical screening con-
ducted under subsection (f)(4);

(I) a review of the progress made in updat-
ing the Pesticide Incident Data System, in-
cluding progress toward making the infor-
mation contained in the System available to
the public (as the Administrator determines
is appropriate);

(J) an assessment of the public availability
of summary pesticide usage data;

(K) a review of the progress made in devel-
oping, updating, and implementing product
performance test guidelines for pesticide
products that are intended to control inver-
tebrate pests of significant public health im-
portance and, by regulation, prescribing
product performance data requirements for
such pesticide products registered under sec-
tion 136a of this title;

(L) a review of the progress made in the
priority review and approval of new pes-
ticides to control invertebrate public health
pests that may transmit vector-borne dis-
ease for use in the United States, including
each territory or possession of the United
States, and United States military installa-
tions globally;

(M) a review of the progress made in im-
plementing enhancements to the good lab-
oratory practices standards compliance



§136w-8

monitoring program established under part
160 of title 40 of the Code of Federal Regula-
tions (or successor regulations);

(N) the number of approvals for active in-
gredients, new uses, and pesticide end use
products granted in connection with the De-
sign for the Environment program (or any
successor program) of the Environmental
Protection Agency; and

(O) with respect to funds in the Pesticide
Registration Fund reserved under subsection
(c)(3), a review that includes—

(i) a description of the amount and use of
such funds—

(I) to carry out activities relating to
worker protection under clause (i) of
subsection (¢)(3)(B);

(IT) to award partnership grants under
clause (ii) of such subsection; and

(ITT) to carry out the pesticide safety
education program under clause (iii) of
such subsection;

(ii) an evaluation of the appropriateness
and effectiveness of the activities, grants,
and program described in clause (i);

(iii) a description of how stakeholders
are engaged in the decision to fund such
activities, grants, and program; and

(iv) with respect to activities relating to
worker protection carried out under sub-
paragraph (B)(i) of such subsection, a sum-
mary of the analyses from stakeholders,
including from worker community-based
organizations, on the appropriateness and
effectiveness of such activities.

(3) Method

The Administrator shall publish a report re-
quired by this subsection by such method as
the Administrator determines to be the most
effective for efficiently disseminating the re-
port, including publication of the report on
the Internet site of the Environmental Protec-
tion Agency.

(4) Other report
(A) Scope
In addition to the annual report described

in paragraph (1), not later than October 1,

2016, the Administrator shall submit to the

Committee on Agriculture of the House of

Representatives and the Committee on Agri-

culture, Nutrition, and Forestry of the Sen-

ate a report that includes an analysis of the
impact of maintenance fees on small busi-
nesses that have—
(i) 10 or fewer employees; and
(ii) annual global gross revenue that
does not exceed $2,000,000.
(B) Information required

In conducting the analysis described in
subparagraph (A), the Administrator shall
collect, and include in the report under that
subparagraph, information on—

(i) the number of small businesses de-
scribed in subparagraph (A) that are pay-
ing maintenance fees; and

(ii) the number of registrations each
company holds.

() Savings clause

Nothing in this section affects any other du-
ties, obligations, or authorities established by
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any other section of this subchapter, including
the right to judicial review of duties, obliga-
tions, or authorities established by any other
section of this subchapter.

(m) Termination of effectiveness
(1) In general

Except as provided in paragraph (2), the au-
thority provided by this section terminates on
September 30, 2023.

(2) Phase out
(A) Fiscal year 2024

During fiscal year 2024, the requirement to
pay and collect registration service fees ap-
plies, except that the level of registration
service fees payable under this section shall
be reduced 40 percent below the level in ef-
fect on September 30, 2023.

(B) Fiscal year 2025

During fiscal year 2025, the requirement to
pay and collect registration service fees ap-
plies, except that the level of registration
service fees payable under this section shall
be reduced 70 percent below the level in ef-
fect on September 30, 2023.

(C) September 30, 2025

Effective September 30, 2025, the require-
ment to pay and collect registration service
fees terminates.

(D) Decision review periods
(i) Pending applications

In the case of an application received
under this section before September 30,
2023, the application shall be reviewed in
accordance with subsection (f).

(ii) New applications

In the case of an application received
under this section on or after September
30, 2023, subsection (f) shall not apply to
the application.

(June 25, 1947, ch. 125, §33, as added Pub. L.
108-199, div. G, title V, §501(f)(2), Jan. 23, 2004, 118
Stat. 422; amended Pub. L. 110-94, §5, Oct. 9, 2007,
121 Stat. 1002; Pub. L. 110-193, §1(a), Mar. 6, 2008,
122 Stat. 649; Pub. L. 112-177, §2(a)(2)(B), (b),
Sept. 28, 2012, 126 Stat. 1328, 1330; Pub. L. 116-8,
§§5, 6, Mar. 8, 2019, 133 Stat. 487, 491.)

Editorial Notes

REFERENCES IN TEXT

The effective date of the Pesticide Registration Im-
provement Act of 2003, and the effective date of this
section, referred to in text, is the effective date of sec-
tion 501 of Pub. L. 108-199, which is the date that is 60
days after Jan. 23, 2004, unless otherwise provided, see
section 501(h) of Pub. L. 108-199, set out as an Effective
Date of 2004 Amendment note under section 136a of this
title.

The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (b)(2)(B)(ii), is act June 25, 1938, ch. 675, 52
Stat. 1040, as amended, which is classified generally to
chapter 9 (§301 et seq.) of Title 21, Food and Drugs. For
complete classification of this Act to the Code, see sec-
tion 301 of Title 21 and Tables.

Section 2 of Public Law 89-106, referred to in subsec.
(b)(M(E)(), was formerly classified to secton 450i of this
title prior to editorial reclassification and renumbering
as section 3157 of this title.
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The effective date of the Pesticide Registration Im-
provement Extension Act of 2018, referred to in subsecs.
(e) and (£)(1), means the effective date of Pub. L. 116-8,
which was approved Mar. 8, 2019.

The Chief Financial Officers Act of 1990, referred to in
subsec. (h)(1)(A), is Pub. L. 101-576, Nov. 15, 1990, 104
Stat. 2838. For complete classification of this Act to
the Code, see Short Title of 1990 Amendment note set
out under section 501 of Title 31, Money and Finance,
and Tables.

The Government Management Reform Act of 1994, re-
ferred to in subsec. (h)(1)(B), is Pub. L. 103-356, Oct. 13,
1994, 108 Stat. 3410, as amended. For complete classi-
fication of this Act to the Code, see Short Title of 1994
Amendment note set out under section 3301 of Title 31,
Money and Finance, and Tables.

PRIOR PROVISIONS

A prior section 33 of act June 25, 1947, ch. 125, was re-
numbered section 34 and is classified to section 136x of
this title.

AMENDMENTS

2019—Subsec. (b)(2). Pub. L. 116-8, §5(a)(1)(A), struck
out ‘‘pesticide registration’ after ‘‘Covered’” in head-
ing.

Subsec. (b)(2)(A). Pub. L. 116-8, §5(a)(1)(B), inserted
“or for any other action covered by a table specified in
paragraph (3)” after ‘‘Pesticide Registration Improve-
ment Act of 2003’.

Subsec. (b)(3). Pub. L. 116-8, §6, amended par. (3) gen-
erally. Prior to amendment, par. (3) related to schedule
of covered applications and registration service fees.

Subsec. (b)(5). Pub. L. 116-8, §5(a)(2), substituted
‘“‘covered applications” for ‘‘pesticide registration ap-
plications” in heading and ‘‘covered application’ for
“pesticide registration application’ in two places in
text.

Subsec. (b)(6)(A). Pub. L. 116-8, §5(a)(3)(A), struck out
“‘pesticide registration’ after ‘‘Effective for a covered”
and substituted ‘‘October 1, 2019, and ending on Sep-
tember 30, 2021’ for ‘‘October 1, 2013, and ending on Sep-
tember 30, 2015,

Subsec. (b)(6)(B). Pub. L. 116-8, §5(a)(3)(B), struck out
‘“‘pesticide registration” after ‘‘Effective for a covered”
and substituted ‘2021 for ‘2015’ in two places.

Subsec. (b)(6)(C). Pub. L. 116-8, §5(a)(3)(C), substituted
‘“‘service fee schedules revised pursuant to this para-
graph” for ‘‘revised registration service fee schedules’.

Subsec. (b)(T)(A). Pub. L. 116-8, §5(a)(4)(A), sub-
stituted ‘‘covered application’ for ‘‘covered pesticide
registration’”” and inserted before period at end
¢, except that no waiver or fee reduction shall be pro-
vided in connection with a request for a letter of cer-
tification (commonly referred to as a Gold Seal let-
ter)”.

Subsec. (b)(M(F)(1). Pub. L. 116-8, §5(a)(4)(B), struck
out ‘‘pesticide registration’ after ‘‘for a covered’.

Subsec. (b)(8)(A). Pub. L. 116-8, §5(a)(5)(A), struck out
‘“‘pesticide registration’ after ‘‘a covered’’.

Subsec. (b)(8)(B)(i). Pub. L. 116-8, §5(a)(5)(B), struck
out ‘‘pesticide registration’ after ‘‘If a covered”.

Subsec. (b)(8)(C)(1). Pub. L. 116-8, §5(a)(5)(C)(1), sub-
stituted ‘‘case of a covered” for ‘‘case of a pesticide
registration”.

Subsec. (b)(B)(C)(1i)(T). Pub. L. 116-8, §5(a)(5)(C)(ii),
substituted ‘‘covered’ for ‘‘pesticide registration’.

Subsec. (¢)(3)(B). Pub. L. 116-8, §5(b)(1), inserted
‘., partnership grants, and pesticide safety education”
after ‘“Worker protection’ in heading.

Subsec. (¢)(3)(B)(1). Pub. L. 116-8, §5(b)(2), substituted
€2023° for ‘2017 and inserted before period at end
¢, with an emphasis on field-worker populations in the
United States’.

Subsec. (¢)(3)(B)(ii). Pub. L. 116-8, §5(b)(3), sub-
stituted 2023 for ‘‘2017"".
Subsec. (¢)(3)(B)(iii). Pub. L. 116-8, §5(b)(4), sub-

stituted 2023 for ‘“2017"".
Subsec. (e). Pub. L. 116-8, §5(c), substituted ‘‘Pes-
ticide Registration Improvement Extension Act of

TITLE T—AGRICULTURE

§136w-8

2018 for ‘‘Pesticide Registration Improvement Exten-
sion Act of 2012 and inserted at end ‘‘Such reforms
shall include identifying opportunities for streamlining
review processes for applications for a new active in-
gredient or a new use and providing prompt feedback to
applicants during such review process.”

Subsec. (f)(1). Pub. L. 116-8, §5(d)(1), substituted ‘‘Pes-
ticide Registration Improvement Extension Act of
2018 for ‘‘Pesticide Registration Improvement Exten-
sion Act of 2012 and inserted ‘‘or for any other action
covered by a table specified in subsection (b)(3)” after
‘‘covered pesticide registration actions’.

Subsec. (£)(3)(C). Pub. L. 116-8, §5(d)(2), added subpar.
(C) and struck out former subpar. (C) which read as fol-
lows: ‘‘covered pesticide registration applications listed
in the Registration Division 2003 Work Plan of the Of-
fice of Pesticide Programs of the Environmental Pro-
tection Agency.”’

Subsec. (£)(4)(A). Pub. L. 116-8, §5(d)(3), substituted ‘‘a
covered application’ for ‘‘a pesticide registration appli-
cation” and ‘‘the covered application” for ‘‘the covered
pesticide registration application’.

Subsec. (k)(1). Pub. L. 116-8, §5(e)(1),
€2023” for “2017"".

Subsec. (k)(2)(D)(i). Pub. L. 116-8, §5(e)(2)(A), added
cl. (i) and struck out former cl. (i) which read as fol-
lows: ‘‘the number of pesticides or pesticide cases re-
viewed;” .

Subsec. (kK)(2)(G)(1). Pub. L. 116-8, §5(e)(2)(B)(i), sub-
stituted ‘‘paragraphs (4) and (b) of section 136a-1(k) of
this title” for ‘‘section 136a-1(k)(4) of this title’’ and
‘‘such paragraphs’’ for ‘‘that section’.

Subsec. (K)(2)(G)({i) to (vii). Pub. L. 116-8,
§5(e)(2)(B)(ii)—-(iv), added cl. (ii), redesignated cl. (vii) as
(iii), and struck out former cls. (ii) to (vi) which read
as follows:

‘(i) implementing systems for the electronic track-
ing of registration submissions by December 31, 2013;

‘‘(iii) implementing a system for tracking the status
of conditional registrations, including making noncon-
fidential information related to the conditional reg-
istrations publicly available by December 31, 2013;

‘“(iv) implementing enhancements to the endangered
species knowledge database, including making noncon-
fidential information related to the database publicly
available;

‘“(v) implementing the capability to electronically
submit and review labels submitted with registration
actions;

‘“(vi) acquiring and implementing the capability to
electronically assess and evaluate confidential state-
ments of formula submitted with registration actions
by December 31, 2014; and’’.

Subsec. (kK)(2)(K) to (0). Pub. L. 116-8, §5(e)(2)(C)—(E),
added subpars. (K) to (O).

Subsec. (m)(1). Pub. L. 116-8, §5(f)(1),
€42023” for ‘2017,

Subsec. (m)(2)(A). Pub. L. 116-8, §5(f)(2)(A), in head-
ing, substituted ‘‘Fiscal year 2024 for ‘‘Fiscal year
2018 and in text, substituted ‘2024 for ‘2018 and
€42023” for ‘2017,

Subsec. (m)(2)(B). Pub. L. 116-8, §5(f)(2)(B), in head-
ing, substituted ‘‘Fiscal year 2025 for ‘‘Fiscal year
2019”7 and in text, substituted 2025 for ‘2019 and
€42023” for ‘2017,

substituted

substituted

Subsec. (m)(2)(C). Pub. L. 116-8, §5(f)(2)(C), sub-
stituted ‘2025 for ‘2019’ in heading and text.
Subsec. (m)(2)(D). Pub. L. 116-8, §5(f)(2)(D), sub-

stituted 2023’ for ‘2017’ in cls. (i) and (ii).

2012—Subsec. (b)(3). Pub. L. 112-177, §2(b)(1)(A), added
par. (3) and struck out former par. (3) which related to
schedule of covered applications and registration serv-
ice fees.

Subsec. (b)(6)(A). Pub. L. 112-177, §2(b)(1)(B)(1), sub-
stituted “October 1, 2013 for ‘‘October 1, 2008 and
‘‘September 30, 2015’ for ‘“‘September 30, 2010°.

Subsec. (b)(6)(B). Pub. L. 112-177, §2(b)(1)(B)(ii), sub-
stituted ‘“‘October 1, 2015 for ‘‘October 1, 2010 and
‘““‘September 30, 2015 for ‘‘September 30, 2010°°.

Subsec. (b)(T)(F)({). Pub. L. 112-177, §2(a)(2)(B)(1), sub-
stituted ‘‘section 136a-1 (i) (1)(E)(ii)” for ‘‘section
136a-1(1)(5)(E)({i)”.
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Subsec. (b)(T)(F)(ii). Pub. L. 112-177, §2(a)(2)(B)(1), (ii),
substituted ‘‘section 136a-1 (i)(1)(E)(ii)” for ‘‘section
136a-1(1)(6)(E)(ii)” in  subcl. (I) and ‘‘section
136a-1(1)(DH(E)ED(D)(bb)” for “136a-1(1)(5)(E)(1i)(I)(bb)”
in subcl. (I).

Subsec. (b)(M(F)(Av)(D). Pub. L. 112-177, §2(a)(2)(B){),
substituted ‘‘section 136a-1 (i)(1)(E)(ii)”’ for ‘‘section
136a-1(1)(5)(E)({i)”.

Subsec. (b)(T)(F)(Av)AI). Pub. L. 112-177, §2(a)(2)(B)(ii),

(iii), substituted ‘‘applicable’’ for ‘‘applicable.”’, ‘‘rev-
enue’”’ for “‘revenues’’, and ‘“‘section
136a-1(1)(1)(E)({i1)(D)(bb)>’ for ‘‘section

136a-1(1)(5)(E)({i)(I)(bb)™.

Subsec. (b)(8)(C)(ii)(III). Pub. L. 112-177, §2(b)(1)(C),
added subcl. (IIT).

Subsec. (¢)(3)(B)(1). Pub. L. 112-177, §2(b)(2)(A), sub-
stituted ‘2013 through 2017’ for ‘2008 through 2012"°.

Subsec. (¢)(3)(B)(ii). Pub. L. 112-177, §2(b)(2)(B), sub-
stituted ‘‘grants, for each of fiscal years 2013 through
2017, $500,000.” for ‘‘grants—

“(I) for each of fiscal years 2008 and 2009, $750,000;
and

‘““(IT) for each of fiscal years 2010 through 2012,
$500,000.”

Subsec. (¢)(3)(B)(iii). Pub. L. 112-177, §2(b)(2)(C), sub-
stituted ‘2013 through 2017 for ‘2008 through 2012”".

Subsec. (d)(2). Pub. L. 112-177, §2(b)(3)(A), substituted
€2012” for ‘2002’ in two places.

Subsec. (d)(4), (5). Pub. L. 112-177, §2(b)(3)(B), (C), re-
designated par. (5) as (4) and struck out former par. (4).
Prior to amendment, text of par. (4) read as follows:
“The requirements of paragraph (2) shall have been
considered to have been met for any fiscal year if the
amount of appropriations for salaries, contracts, and
expenses for the functions (as in existence in fiscal year
2002) of the Office of Pesticide Programs of the Envi-
ronmental Protection Agency for the fiscal year (ex-
cluding the amount of any fees appropriated for the fis-
cal year) is not more than 3 percent below the amount
of appropriations for covered functions for fiscal year
2002 (excluding the amount of any fees appropriated for
the fiscal year).”

Subsec. (e). Pub. L. 112177, §2(b)(4), substituted ‘‘Pes-
ticide Registration Improvement Extension Act of
2012 for ‘‘Pesticide Registration Improvement Act of
2003’.

Subsec. (f)(1). Pub. L. 112-177, §2(b)(5)(A), substituted
“Pesticide Registration Improvement Extension Act of
2012, the Administrator shall make publicly available”
for ‘‘Pesticide Registration Improvement Renewal Act,
the Administrator shall publish in the Federal Reg-
ister”.

Subsec. (f)(2). Pub. L. 112-177, §2(b)(5)(B), substituted
“provided under subsection (b)(3).” for ‘‘appearing in
the Congressional Record on pages S10409 through
$10411, dated July 31, 2007.”

Subsec. (f)(4)(A). Pub. L. 112-177, §2(b)(6)(C)(i), in-
serted ‘‘and fee’’ before period at end.

Subsec. (£)(4)(B). Pub. L. 112-177, §2(b)(6)(C)(ii)(I), sub-
stituted ‘‘Initial content and preliminary technical
screenings’ for ‘‘Completeness of application’ in head-
ing.
Subsec. (£)(4)(B)(A). Pub. L. 112-177, §2(b)(5)(C)({i)(D),
(IT), substituted ‘‘Screenings’ for ‘“‘In general’ in cl.
heading, designated existing provisions as subcl. (I) and
inserted subcl. heading, and added subcl. (II).

Subsec. (f)(4)(B)(@i). Pub. L. 112-177, §2(b)(5)(C)(ii)(I1II),
added cl. (ii) and struck out former cl. (ii). Prior to
amendment, text read as follows: “‘If the Administrator
determines under clause (i) that the application does
not pass the initial screening and cannot be corrected
within the 21-day period, the Administrator shall reject
the application not later than 10 days after making the
determination.”

Subsec. (H(D(B)(ii). Pub. L. 112177,
§2(b)(5)(C)({1)(IV), inserted ‘‘initial content’” before
‘“‘screening”’ in heading, ‘‘content’ before ‘‘screening”’
in introductory provisions, and substituted ‘‘appears to
contain’ for ‘‘contains’ in subcl. (II).

Subsec. (£)(4)(B)(iv). Pub. L. 112-177, §2(b)(5)(C)(ii)(V),
added cl. (iv).
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Subsec. (k)(1). Pub. L. 112-177, §2(b)(6)(A), substituted
“March 1, 2017 for ‘“March 1, 2014”.

Subsec. (kK)(2)(A)(viii). Pub. L. 112-177, §2(b)(6)(B)(1),
added cl. (viii).

Subsec. (K)@2)(G) to (J). Pub. L.
§2(b)(6)(B)(ii)-(iv), added subpars. (G) to (J).

Subsec. (k)(4). Pub. L. 112-177, §2(b)(6)(C), added par.
4).
Subsec. (m)(1). Pub. L. 112-177, §2(b)(7)(A), substituted
€2017 for ‘2012,

Subsec. (m)(2)(A). Pub. L. 112-177, §2(b)(T)(B)({1), sub-
stituted ‘2018 for ‘2013 in heading and ‘‘2018,” for
€2013,” and ‘‘September 30, 2017 for ‘‘September 30,
2012 in text.

Subsec. (m)(2)(B). Pub. L. 112-177, §2(b)(T)(B)(ii), sub-
stituted 2019 for ‘2014 in heading and °2019,” for
€2014,” and ‘‘September 30, 2017 for ‘‘September 30,
2012 in text.

Subsec. (m)(2)(C). Pub. L. 112-177, §2(b)(7)(B)(iii), sub-
stituted 2019 for ‘2014 in heading and ‘‘September
30, 2019’ for ‘‘September 30, 2014’ in text.

Subsec. (m)(2)(D). Pub. L. 112-177, §2(b)(7T)(B)(iv), sub-
stituted 2017 for <“2012” in cls. (i) and (ii).

2008—Subsec. MY(TH(D)H(H). Pub. L. 110-193,
§1(a)(1)(A)({), added cl. (i) and struck out former cl. (i).
Prior to amendment, text read as follows: ‘“The Admin-
istrator may waive or reduce a registration service fee
for an application for minor uses for a pesticide.”

Subsec. (b)(T)(D)(ii). Pub. L. 110-193, §1(a)(1)(A)(ii), in-
serted ‘‘or exemption’ after ‘“‘waiver’.

Subsec. (b)(T)(E). Pub. L. 110-193, §1(a)(1)(B)(ii), sub-
stituted ‘‘exempt an application from the registration
service fee’’ for ‘“‘waive the registration service fee for
an application” in introductory provisions.

Pub. L. 110-193, §1(a)(1)(B)({1), substituted
tion” for ‘‘waiver’ in heading.

Subsec. (b)(T)(E)({i). Pub. L. 110-193, §1(a)(1)(B)(iii),
substituted ‘‘exemption” for ‘‘waiver’’.

Subsec. (m)(2)(A), (B). Pub. L. 110-193, §1(a)(2), sub-
stituted 2012 for ‘‘2008’.

2007—Subsec. (b)(2)(C)(ii). Pub. L. 110-94, §5(a)),
added cl. (ii) and struck out former cl. (ii) which read
as follows: ‘‘a request for a waiver from or reduction of
the registration service fee.”

Subsec. (b)(2)(D) to (H). Pub. L. 110-94, §5(a)(2), added
subpars. (D) to (H).

Subsec. (B)(3)(A). Pub. L. 110-94, §5(b)(1)(A), sub-
stituted ‘‘Pesticide Registration Improvement Renewal
Act” for ‘‘Pesticide Registration Improvement Act of
2003’.

Subsec. (B)(3)(B). Pub. L. 110-94, §5(b)(1)(B), sub-
stituted ‘“S10409 through S10411, dated July 31, 2007.”
for ‘“‘S11631 through S11633, dated September 17, 2003.”’

Subsec. (b)(6). Pub. L. 110-94, §5(b)(2), added par. (6)
and struck out former par. (6). Prior to amendment,
text of par. (6) read as follows: ‘‘Effective for a covered
pesticide registration application received on or after
October 1, 2005, the Administrator shall—

““(A) increase by b percent the service fee payable
for the application under paragraph (3); and

‘(B) publish in the Federal Register the revised reg-
istration service fee schedule.”

Subsec. (b)(T)(F)({di). Pub. L. 110-94, §5(c)(1), sub-
stituted ‘75 percent’ for ‘‘all” in introductory provi-
sions.

Subsec. (L)(T)(F)(Iv)(ID). Pub. L. 110-94, §5(c)(2), sub-
stituted ‘75 percent of the applicable.”” for ‘“‘all”.

Subsec. (b)(8)(A). Pub. L. 110-94, §5(d), substituted ‘25
percent.” for ‘10 percent’’.

Subsec. (¢)(1)(B). Pub. L. 110-94, §5(e)(1), substituted
‘‘paragraph (5)’ for ‘‘paragraph (4)”.

Subsec. (c)(3)(B). Pub. L. 110-94, §5(e)(2)(A), added
subpar. (B) and struck out former subpar. (B). Prior to
amendment, text of subpar. (B) read as follows: ‘‘For
each of fiscal years 2004 through 2008, the Adminis-
trator shall use approximately %7 of the amount in the
Fund (but not more than $1,000,000, and not less than
$750,000, for any fiscal year) to enmhance current sci-
entific and regulatory activities related to worker pro-
tection.”

112-1177,

‘“‘exemp-
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Subsec. (¢)(3)(C). Pub. L. 110-94, §5(e)(2)(B), struck out
subpar. (C). Text read as follows: ‘“‘For each of fiscal
years 2004 and 2005, the Administrator shall use ap-
proximately %34 of the amount in the Fund (but not to
exceed $500,000 for any fiscal year) for the review and
evaluation of new inert ingredients.”

Subsec. (c)(b). Pub. L. 110-94, §5(e)(3), designated ex-
isting provisions as subpar. (A), inserted heading, re-
designated former subpars. (A) to (C) as cls. (i) to (iii),
respectively, of subpar. (A) and added subpar. (B).

Subsec. (d)(2). Pub. L. 110-94, §5(f), which directed
substitution of ‘‘Registration” for ‘‘For fiscal years
2004, 2005 and 2006 only, registration”’, was executed by
making the substitution for text which contained a
comma after ‘2005’ to reflect the probable intent of
Congress.

Subsec. (f)(1). Pub. L. 110-94, §5(g)(1), substituted
“Pesticide Registration Improvement Renewal Act’’ for
‘“Pesticide Registration Improvement Act of 2003’°.

Subsec. (£)(2). Pub. L. 110-94, §5(g)(2), substituted
¢“S10409 through S10411, dated July 31, 2007.” for ‘‘S11631
through S11633, dated September 17, 2003.”’

Subsec. (f)(4)(B). Pub. L. 110-94, §5(g2)(3), added subpar.
(B) and struck out former subpar. (B) which provided
criteria for determining completeness of pesticide reg-
istration applications.

Subsec. (k)(1). Pub. L. 110-94, §5(h)(1), substituted
“March 1, 2014 for ‘“March 1, 2009”".

Subsec. (kK)(2)(A)di) to (v). Pub. L. 110-94,
§5(h)(2)(A)(1), (ii), added cls. (ii) to (iv) and redesignated
former cl. (ii) as (v). Former cls. (iii) and (iv) redesig-
nated (vi) and (vii), respectively.

Subsec. (K)(2)(A)(vi). Pub. L. 110-94, §5(h)(2)(A){),
(iii), redesignated cl. (iii) as (vi) and added subcls. (IV)
and (V).

Subsec. (K)(2)(A)(vii). Pub. L. 110-94, §5(h)(2)(A)(@), re-
designated cl. (iv) as (vii).

Subsec. (kK)(2)(D) to (F). Pub. L. 110-94, §5(h)(2)(B)-(D),
added subpars. (D) to (F).

Subsec. (m)(1). Pub. L. 110-94, §5()(1), substituted
2012 for “‘2008°°.

Subsec. (m)(2)(A). Pub. L. 110-94, §5()(2)(A),
stituted ‘2013 for ‘2009’ in heading and text.

Subsec. (mM)(2)(B), (C). Pub. L. 110-94, §5(i)(2)(B), sub-
stituted ‘“2014” for ‘‘2010”’ in headings and text.

Subsec. (m)(2)(D). Pub. L. 110-94, §5@)(2)(C),
stituted 2012 for ‘2008’ in two places.

sub-

sub-

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2012 AMENDMENT

Amendment by Pub. L. 112-177 effective Oct. 1, 2012,
see section 2(c) of Pub. L. 112-177, set out as a note
under section 136a-1 of this title.

EFFECTIVE DATE OF 2008 AMENDMENT

Pub. L. 110-193, §1(b), Mar. 6, 2008, 122 Stat. 650, pro-
vided that: ‘“The amendments made by subsection (a)
[amending this section] take effect on October 1, 2007.”’

EFFECTIVE DATE OF 2007 AMENDMENT

Amendment by Pub. L. 110-94 effective Oct. 1, 2007,
see section 6 of Pub. L. 110-94, set out as a note under
section 136a of this title.

EFFECTIVE DATE

Section effective on the date that is 60 days after
Jan. 23, 2004, except as otherwise provided, see section
501(h) of Pub. L. 108-199, set out as an Effective Date of
2004 Amendment note under section 136a of this title.

EXTENSION OF LIMITATIONS ON FEE AMOUNTS AND
USAGE OF FEES

Subsection (¢)(3)(B) of this section to continue in ef-
fect through Sept. 30, 2018, see section 401(a) of Pub. L.
115-141, set out as a note under section 136a-1 of this
title.

Pub. L. 115-141, div. M, title IV, §401(b)(2), Mar. 23,
2018, 132 Stat. 1050, provided that: ‘‘Notwithstanding
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section 33(m)(2) of the Federal Insecticide, Fungicide,
and Rodenticide Act (7 U.S.C. 136w-8(m)(2)), section
33(m)(1) of such Act (7 U.S.C. 136w—8(m)(1)) shall be ap-
plied by substituting ‘September 30, 2018’ for ‘Sep-
tember 30, 2017°.”

§ 136x. Severability

If any provision of this subchapter or the ap-
plication thereof to any person or circumstance
is held invalid, the invalidity shall not affect
other provisions or applications of this sub-
chapter which can be given effect without re-
gard to the invalid provision or application, and
to this end the provisions of this subchapter are
severable.

(June 25, 1947, ch. 125, §34, formerly §26, as added
Pub. L. 92-516, §2, Oct. 21, 1972, 86 Stat. 998; re-
numbered §30, Pub. L. 95-396, §24(1), Sept. 30,
1978, 92 Stat. 836; renumbered §33, Pub. L.
104-170, title I, §121(1), Aug. 3, 1996, 110 Stat. 1492;
renumbered §34, Pub. L. 108-199, div. G, title V,
§501(f) (1), Jan. 23, 2004, 118 Stat. 422.)

Editorial Notes

PRIOR PROVISIONS

A prior section 34 of act June 25, 1947, ch. 125, was re-
numbered section 35 and is classified to section 136y of
this title.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

§ 136y. Authorization of appropriations

There is authorized to be appropriated to
carry out this subchapter (other than section
136u(a) of this title)—

(1) $83,000,000 for fiscal year 1989, of which
not more than $13,735,500 shall be available for
research under this subchapter;

(2) $95,000,000 for fiscal year 1990, of which
not more than $14,343,600 shall be available for
research under this subchapter; and

(3) $95,000,000 for fiscal year 1991, of which
not more than $14,978,200 shall be available for
research under this subchapter.

(June 25, 1947, ch. 125, §35, formerly §27, as added
Pub. L. 92-516, §2, Oct. 21, 1972, 86 Stat. 998;
amended Pub. L. 94-51, July 2, 1975, 89 Stat. 257;
Pub. L. 94-109, Oct. 10, 1975, 89 Stat. 571; Pub. L.
94-140, §3, Nov. 28, 1975, 89 Stat. 7562; renumbered
§31 and amended Pub. L. 95-396, §§24(1), 25, Sept.
30, 1978, 92 Stat. 836, 838; Pub. L. 96-539, §3, Dec.
17, 1980, 94 Stat. 3195; Pub. L. 98-201, §2, Dec. 2,
1983, 97 Stat. 1380; Pub. L. 99-198, title XVII,
§1768, Dec. 23, 1985, 99 Stat. 1656; Pub. L. 100-532,
title VII, §701, Oct. 25, 1988, 102 Stat. 2679; re-
numbered §34, Pub. L. 104-170, title I, §121(1),
Aug. 3, 1996, 110 Stat. 1492; renumbered §35, Pub.
L. 108-199, div. G, title V, §501(f)(1), Jan. 23, 2004,
118 Stat. 422.)

Editorial Notes

CODIFICATION

Another section 1768 of Pub. L. 99-198 enacted sec-
tions 154a and 159 and amended sections 151, 154, and 157
of Title 21, Food and Drugs.
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AMENDMENTS

1988—Pub. L. 100-532 amended section generally. Prior
to amendment, section read as follows: ‘““There is au-
thorized to be appropriated to carry out this sub-
chapter for the period beginning October 1, 1985, and
ending September 30, 1986, $68,604,200 of which not more
than $11,993,100 shall be available for research under
this subchapter.”

1985—Pub. L. 99-198 substituted provisions author-
izing appropriations of $68,604,200 for fiscal year 1986 of
which not more than $11,993,100 shall be available for
research for former provisions which had authorized ap-
propriations for fiscal years 1973 through 1984.

1983—Pub. L. 98-201 authorized necessary appropria-
tions for period beginning Oct. 1, 1983, and ending Sept.
30, 1984, not in excess of $64,200,000.

1980—Pub. L. 96-539 inserted provisions authorizing
appropriations for period beginning Oct. 1, 1979, and
ending Sept. 30, 1980, and for period beginning Oct. 1,
1980, and ending Sept. 30, 1981.

1978—Pub. L. 95-396, §25, substituted appropriations
authorization of $46,636,000 for period beginning Oct. 1,
1976, and ending Sept. 30, 1977, for prior authorization of
$23,600,000 for period beginning Oct. 1, 1976, and ending
Mar. 31, 1977, and authorized appropriations of
$54,500,000 for period beginning Oct. 1, 1977, and ending
Sept. 30, 1978, and such sums as may be necessary, lim-
ited to $70,000,000, for period beginning Oct. 1, 1978, and
ending Sept. 30, 1979.

1975—Pub. L. 94-140 authorized appropriation of
$47,868,000 to carry out provisions of this subchapter for
period beginning Oct. 1, 1975, and ending Sept. 30, 1976,
and $23,600,000 for period beginning Oct. 1, 1976, and end-
ing Mar. 31, 1977.

Pub. L. 94-109 inserted provisions authorizing appro-
priation of $5,983,500 for period beginning Oct. 1, 1975
and ending Nov. 15, 1975.

Pub. L. 94-51 authorized appropriation of $11,967,000 to
carry out provisions of this subchapter for period be-
ginning July 1, 1975, and ending Sept. 30, 1975.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1988 AMENDMENT

Pub. L. 100-532, title VII, §701, Oct. 25, 1988, 102 Stat.
2679, provided that amendment made by Pub. L. 100-532
is effective Oct. 1, 1988.

EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-516, set out as a note under section 136 of this title.

CHAPTER 6A—NATIONAL LABORATORY

ACCREDITATION
Sec.
138. Definitions.
138a. National Laboratory Accreditation Program.
138b. Accreditation.
138c. Samples.
138d. Application.
138e. Reporting.
138f. Fees.
138g. Public disclosure.
138h. Regulations.
138i. Effect of other laws.

§ 138. Definitions

As used in this chapter:
(1) Agricultural product

The term ‘‘agricultural product’” means any
fresh fruit or vegetable or any commodity or
product derived from livestock or fowl, that is
marketed in the United States for human con-
sumption.

(2) Certificate

The term ‘‘certificate’” means a certificate
of accreditation issued under this chapter.

TITLE T—AGRICULTURE

Page 306

(3) Laboratory

The term ‘‘laboratory” means any facility
or vehicle that is owned by an individual or a
public or private entity and is equipped and
operated for the purpose of carrying out pes-
ticide residue analysis on agricultural prod-
ucts for commercial purposes.

(4) Pesticide

The term ‘‘pesticide’” means any substance
that alone, in chemical combination, or in any
formulation with one or more substances, is
defined as a pesticide in section 136(u) of this
title.

(5) Secretary

The term ‘‘Secretary’ means the Secretary
of Agriculture.

(Pub. L. 101-624, title XIII, §1321, Nov. 28, 1990,
104 Stat. 3562.)

§138a. National Laboratory Accreditation Pro-
gram
(a) Establishment of Program

The Secretary shall administer a National
Laboratory Accreditation Program under which
laboratories that request accreditation and con-
duct residue testing of agricultural products, or
that make claims to the public or buyers of ag-
ricultural products concerning chemical residue
levels on agricultural products, shall be deter-
mined to meet certain minimum quality and re-
liability standards.

(b) Standards

The Secretary of Health and Human Services,
after consultation with the Secretary and the
Administrator of the Environmental Protection
Agency, shall establish, through regulations,
standards for the National Laboratory Accredi-
tation program? that shall include—

(1) standards applicable to laboratories;

(2) qualifications for directors and other per-
sonnel; and

(3) standards and procedures for quality as-
surance programs.

(c) Accrediting bodies

The Secretary of Health and Human Services
shall approve State agencies or private, non-
profit entities as accrediting bodies to act on be-
half of such Secretary in implementing the cer-
tification and quality assurance programs in ac-
cordance with the requirements of this section.
In making such approvals the Secretary of
Health and Human Services shall—

(1) oversee and review the performance of
any accrediting body acting on behalf of the
Secretary to ensure that such accrediting
body is in compliance with the requirements
of the certification program under this sec-
tion; and

(2) have the right to obtain from an accred-
iting body acting on behalf of the Secretary
and from any laboratory that may be certified
by such a body all records and materials that
may be necessary for the oversight and review
required by paragraph (1).

(d) Requirements

To be accredited under this chapter, a labora-
tory shall—

180 in original. Probably should be capitalized.
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