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GLOSSARY OF TERMS AND ABBREVIATIONS

Acceptable Daily Intake

active ingredient

Chemical Abstract Services (number)
Confidential Statement of Formula

Median Effective Concentration - the concentration of
substance producing a specific effect or response in
50 percent of the test organisms.

Estimated Environmental Concentration - an estimate of
the concentration of a pesticide occurring in or on
various media (i.e., sofl, water, vegetation) after
pesticide application.

The U.S. Environmental Protection Agency (Agency)

The Federal Insecticide, Fungicide, and Rodenticide Act
Median Lethal Concentration - a statistically derived
concentration of a substance that can be expected to
cause death in 50% of test animals, expressed as weight
or volume of test substance per volume of afir or water
or per weight of feed (e.g., mg/1 or ppm).

Median Lethal Dose - a statistically derived single
dose that can be expected to cause death in 50% of test
animals when administered by the route indicated,
expressed as weight of substance per unit wefight of
test animal (e.g., mg/kg).

Lowest Effect Level

Maximum Permissible Intake

Master Record Identification (number) - EPA's system of
tracking studies used in support of registration.

National Pollution Discharge Elimination System
No Observed Effect Level
The O0ffice of Pesticide Programs of the U.S. EPA
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I. INTRODUCTION

EPA has established the Registration Standards program in
order to provide an orderly mechanism by which pesticide products
containing the same active ingredient can be reviewed and
standards set for compliance with FIFRA. The standards are
applicable to reregistrdtion and future applications for
registration of products containing the same active ingredient.
Each registrant of a product containing an active ingredient
subject to this Standard who wishes to continue to sell or
distribute that product must bring his product and labeling into
compliance with FIFRA, as instructed by this Standard.

The Registration Standards program involves a thorough
review of the scientific data base underlying a pesticide's
registration. The purpose of the Agency's review is to reassess
the potential hazards arising from the currently registered uses
of the pesticide; to determine the need for additional data on
health and environmental effects; and to determine whether the
pesticide meets the "no unreasonable adverse effects" criteria of
FIPRA. 1In its review EPA identifies:

1. Studies that are acceptable to support the data
requirements for the currently registered uses of the pesticide.

2. Additional studies necessary to support continued
registration. The additional studies may not have been required
when the product was initially registered or may be needed to
replace studies that are now considered inadequate.

3. Labeling revisions needed to ensure that the product is
not misbranded and that the labeling is adequate to protect man
and the environment.

The detailed scientific review, which is not contained in
this document, but is available upon tequestl, focuses on the
pesticide active ingredient. The scientific review primarily
discusses the Agency's evaluation of and conclusions from
available data in its files pertaining to the pesticide active
ingredient. However, during the review of these data the Agency
is also looking for potential hazards that may be associated with
the end use products that contain the active ingredient. The
Agency will apply the provisions of this Registration Standard to
end use products if necessary to protect man and the environment.

lTrhe scientific reviews and use index are available from
National Technical Information Service, 5285 Port Royal Road,
Springfield, VA 22161 or from the Order Desk (703) 487-4650.
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EPA's reassessment results in the development of a
regulatory position, contained in this Registration Standard, on
the pesticide and each of {its registered uses. See Seution IV-
Regulatory Position and Rationale. Based on its regulatory
position, the Agency may prescribe a variety of steps to be taken
by registrants to maintain their registrations in compliance with
FIFRA. These steps may include:

1. Submission of data in support of product registration;
2. Modification of product labels;

3. Modifications to the manufacturing process of the
pesticide to reduce the levels of impurities or contaminants;

4. Restriction of the use of the pesticide to certified
applicators or other specially trained individuals;

5. Modification of uses or formulation types; or
6. Specification of packaging 1imitations.

Failure to comply with these requirements may result in the
issuance of a Notice of Intent to Cancel or a Notice of Intent to
Suspend (in the case of failure to submit data).

In addition, 1in cases 1in which hazards to man or the
environment are identified, the Agency may {initiate a special
review of the pesticide in accordance with 40 CFR Part 154 to
examine in depth the risks and benefits of use of the pesticide.
If the Agency determines that the risks of the pesticide's use
outweigh the benefits of use, the Agency may propose additional
regulatory actions, such as cancellation of uses of the pesticide
which have been determined to cause unreasonable adverse effects
on the environment.

EPA has authority under the Data Call-In (DCI) provisions of
FIFRA sec. 3{c)(2)(B) to require that registrants submit data to
answer our questions regarding the chemical, toxicological, and
environmental characteristics and fate of a pesticide. This
Registration Standard 1ists the data EPA belfeves are necessary
to resolve our concerns about this pesticide. These data are
listed in the Tables A, B, and C. of Appendix I. Faflure to
comply with the DCI requirements enumerated in this Registration
Standard may result in issuance by EPA of a Notice of Intent to
Suspend the affected product registrations.
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Registrants are reminded that FIFRA sec. 6(a)(2) requires
them to submit factual information concerning possible
unreasonable adverse effects of a pesticide at any time that they
become aware of such information. Registrants must notify the
Agency of any information, including interim or preliminary
results of studies, 1f that information suggests possible adverse
effects on man or the environment. Thi. requirement 1s
independent of the specific time requirements imposed by EPA for
submission of completed studies called in by the Agency and
continues as long as the products are registered under FIFRA.
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I1. CHEMICAL COVERED BY THIS STANDARD

A.

Standard:

Description of Chemical

The following chemical is covered by this Registration

Common Name: Fenthion

Chemical Name: O0,0-dimethyl-0-[4-(methylithio)-m-tolyl]
phosphorothioate.

Other Chemical: 0,0-dimethyl1-0-[3-methyl-4-(methylthio)
Names: phenyl] phosphorothioate

0,0-dimethyl1-0-4-methylthio-m-toly]l
phosphorothioate

Trade Names: Baytex; Entex; Bayer 29493;
Bayer S-1752; Baycid; Lebaycid;
Spotton; Tiguvon; Mercaptophos

Chemical Class: Organophosphate

Empirical Formula: CyoH1503PS2

Molecular Weight: 278.3
S

Molecular Structure: (cH’o)z-g-O S-CH,

CH

CAS Registry No.: 55-38-9

AlI3 Registry No.: 25-540

OPP Chemical No.: 053301

Year of Initial Registration: 1965

U.S. and Foreign Producers: Mobay Chemical Corp
(United States); and

Bayer AG (Federal
Republic of Germany).
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Physical/chemical properties of fenthion.2
Color: VYellow-tan
Physical State: Liquid
Odor: Slight garlic odor
Melting Point: <-250C
Boiling Point: 10590C at 0.01 mm Hg
Density: 1.250 at 200C
Solubflity: Practically insoluble in water
(55 mg/1), soluble in methanol,
ethanol, ether, acetone, and many
other organic solvents (especially
chlorinated hydrocarbons)
Vapor Pressure: 3 x 10-5 mm Hg at 200cC
Refractive Index: Np20 1.5698
Stability: Stable up to 2100C, resistant to
alkali up to pH 9.0

B. Use Profile

Fenthion is a contact and systemic organophosphate
insecticide/acaricide registered for mosquito and insect
control on swamps, standing water, recreation areas, alfalfa,
pasture grass, forests, barns, poultry houses, nonfood areas of
commercial buildings and restaurants, and homes; for 1ice control
on cattle (beef and non-lactating dairy) and hogs; for control
of ants, mites, leafhoppers, and aphids on ornamentals and
flowers; for bird control; and for use on rice to control
mosquitoes (in the State of California only).

Over half of the fenthion used in the United States is
for mosquito control. A substantial portion of the remainder 1is
used for control of pests on cattle with lesser amounts used on
swine and bird control. Minor use sites include pest control in
homes, buildings, food-handiing establishments, ornamentals, and
forest tree.

2The physical/chemical properties of fenthion listed in this
section were obtained from Merck Index, 10th Edition.
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Fenthion 1s marketed as 1% dust (D) formulations;
2, 4, 7, and 9.67 pound (1b) active ingr2-dient (ai) per gallon
(gal) emulsifiable concentrate formulations (EC); 2, and 4,
1b/gal soluble concentrate/liquid (SC/L) formulations; 1, 2,
and 5 percent granular (G) formulations; and liquid-ready to use
(L-RTU) formulations ranging from O. 5 to 20 percent active
ingredient. Both ground and aerial applications are used to
control mosquitoes and control measures are directed to both the
aquatic (larval/pupal) stages and the free-fiying adult stage.

There are 51 federally registered [FIFRA Section 3]
products (3 technical, and 48 end-use) and 20 Special Local Need
[FIFRA Section 24c)] registrations containing fenthion as a
single active ingredient. There are also 13 federally registered
end-use products (2 formulation intermediates and 11 end-use)
containing fenthion in combination with one or more other active
ingredients. There are 6 intrastate registrations containing
fenthion as an active ingredient.



III. AGENCY ASSESSMENT

A. INTRODUCTION

The Agency's preparation of this Fenthion
Registration Standard included a review of all data submitted, ig
support of the registration of fenthion, through September 1986.
At the conclusion of that review, the Agency identified those
data still needed to fully evaluate the human, environmental, and
ecological risks associated with the use of fenthion. Registrants
with products containing fenthion must develop and submit those
data to the Agency in order to maintain their current registra-
tions or to register new products containing fenthion. A summary
of those data gaps may be found in Appendix I of this document.
The Agency's assessment of the available data relating to human,
environmental, and ecological effects 1s set forth below.

B. PRELIMINARY HEALTH RISK ASSESSMENT

1. Acute Toxicity

Based on the results of acceptable acute
toxicity studies, fenthion is considered to be in toxicity
Category II (moderately toxic) for acute oral toxicity (rat LDgg
= 295.6 + 17.2 mg/kg (females) and 250.2 + 8.6 mg/kg (males)),
acute dermal toxicity (rat LDgp = 2830 mg/kg bw (females) and
1680 mg/kg bw (males)), and acute inhalation toxicity (rat LCgg =
approximately 0.8 mg/liter (females) and 1.2 mg/liter (males));
and Toxicity Category IV (minimally toxic) for eye irritation
(rabbit) and dermal irritation (rabbit - primary irritation index
= 0.4). The dermal sensitization and acute delayed neurotoxicity
potential of fenthion cannot be determined at this time.

2. Subchronic Toxicity

Two supplementary subchronic feeding studies
for the dog and rat, and one supplementary subchronic dermal
study for the rabbit were reviewed. In the dog subchronic
feeding study significant inhibition of serum cholinesterase in
the 5 and 50 ppm groups and markedly reduced erythrocyte cholin-

3pata submitted in response to the Agency's Data Call-In
Letter of April 29, 1986 were not recefved in time to be
included in the data base reviewed for this Standard. Data
submitted in response to the April 29, 1986 Data Call-In are
currently in various stages of the Agency's review process. Due
dates for data still outstanding from the April 29, 1986 Data
Call-In are indicated on the data requirement tables as specific
calendar dates. A1l data submitted in support of the
registration of fenthion since September 1986 will be evaluated
when the Agency updates this Registration Standard.
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esterase activity in the 50 ppm group was reported. In a similar
study in rats, inhibition of cholinesterase activity in bot* the
males and females at the 25 and 100 ppm levels was reported. 1In
the rabbit subchronic dermal study, New Zealand white rabbits
were dosed dermally with fenthion on a datly basis for 3 weeks.
The study reported a plasma and red blood cell cholinesterase no
observed effect level (NOEL) of <5 mg/kg/day (the lowest dose
tested) and a systemic NOEL >25 mg/kg/day (the highest dose
tested). However, because these studies were unacceptable for
filling this data requirement, the submissfon of acceptable
subchronic toxicity studies is required.

3. Chronic Toxicity

Chronic feeding studies involving the dog
and the rat were reviewed and are considered to be inadequate.
In a chronic feeding study male and female Beagle dogs were fed
from 0 to 60 ppm fenthion over two years. A cholinesterase
inhibition NOEL of 3 ppm was reported. In a similar study in
Wistar rats the cholinesterase inhibition NOEL was 3 ppm and the
systemic NOEL was 15 ppm. However, because these studies were
unacceptable for filling this daia requirement, the submission of
acceptable rodent and nonrodent studies 1s required.

4. Ocular Effects (Toxic Effects on the Eye)

Organophosphate pesticides, such as fenthion,
have been observed to produce toxic effects on the eye.
Extensive human poisoning produced a syndrome of effects on
vision ranging in severity from myopia to congestion or atrophy
of the optic nerve. Studies on dogs and rats utilizing organo-
phosphate pesticides, including fenthifon, duplicated the effects
observed in humans.

Based on this information and the lack of
specific attention to the pathology of the eye in the available
studies, the Agency 1is requiring the submission of special
studies, in rodent and nonrodent species, on the effects of
fenthion on the eye.

5. Oncogenicity

At this time the Agency has classified
fenthion as an "Inadequate evidence, Group D" carcinogen based on
the review of two supplementary oncogenicity studies for the rat
and one supplementary oncogenicity study for the mouse. In the
first rat study groups of 50 male and 50 female Fisher 344 rats
were fed fenthion in their diets at doses of 10 and 20 ppm for
103 weeks. Another group of 25 male and 25 female Fisher 344
rats were fed diets containing 0 ppm of fenthion for 103 weeks.
This study provided insufficient evidence for the oncogenic
potential of fenthion because of the low doses used; the number
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of controls; and the lack of a demonstrated toxic response. In
the rat study groups of 50 male and 50 female SPF (Wistar strain)
rats were fed diets containing fenthion at nominal doses of 3,
15, and 75 ppm, respectively, for 24 months. No oncogenic effect
was evident in SPF (Wistar strain) rats in this 2-year dietary
study. However, there 1s no assurance that the treated rats
actually consumed the intended amounts of fenthion,since no
individual animal food consumption data were provided. There was
also no indication that the feed mixtures were analyzed and
monitored on a scheduled basis for reproducibility and stability.

In the mouse oncogenicity study 50 male and
50 female B6C3F1l mice were fed fenthion in their diets at doses
of 10 and 20 ppm for 103 weeks. Histopathologic findings
revealed a higher incidence of several types of sarcomas of the
skin and subcutaneous tissue in treated male B6C3F1 mice that
appeared to be assocfated with the administration of fenthion and
suggested that fenthion was oncogenic in this sex and strain of
mice. However, this study provides insufficient evidence for the
oncogenic potential of fenthion because of the low doses used;
the number of controls; and the lack of a measured toxic
response. No acceptable data are available on the oncogenic
potential of fenthion. Oncogenicity studies are required in two
species.

6. Developmental Effects (Teratogenicity)

The Agency reviewed teratology studies for
the rat and rabbit, but only the rabbit study was found to be
acceptable. Because of the deficiencies in the rat study, the
Agency is requiring the submissfion of a new acceptable
teratology study in a second species (preferably the rat) or
submission of the following information to update the existing
rat study:

1) An English translation of the study “Machemer, L.
and E.G. Stenger. Zur Beurteilung der Foeten im
teratollogischen Experiment. Modifikation der “"Wilson-

Teechnik®". Arzneim. Forsch. (Drug Reseach) 21:144-
145, 1971.";

2) An English translation of the dam and litter data
for the study; and

3) An English translation of the historical control
data for incidences of malformations for the FB 30 rats

as supplied by Bayer AG, Zentralstelle fr Versuch-
stiere.
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In the rabbit teratology study, female and
male Chinchilla hybrid rabbits were mated in a 1:1 ratio twice,
if possible, by the same male as soon as possible after the
initial mating. Mated females were randomly assigned to 4 groups
of 20 each and were administered, orally by gavage from days 6
through 18 of gestation, the following doses of fenthion:
vehicle control (0); 2, 6 and 18 mg/kg/bw respectively. In this
study the maternal toxicity NOEL was 6 mg/kg/day; the fetotoxic
NOEL was 2 mg/kg/day; and the teratogenic NOEL was >18
mg/kg/day. The Agency concluded that fenthion does not 1induce
developmental effects in rabbits.

7. Reproductive effects

A supplementary reproduction study in the rat
has been reviewed. 1In this study groups of 10 male and 10 female
FB3p (stock Elberfeld) rats were fed doses of either 0, 3, 15, or
75 ppm fenthion in their feed for 3 generations. The study
reported that chronic ingestion of fenthion by rats in doses up
to 75 ppm in feed over 3 generations did not appear to have any
adverse effects on reproduction. However, the Agency cannot
perform an adequate toxicological evaluation of the study without
the raw data set forth below. Therefore, either the raw data
from the existing study must be submitted to remedy its
deficiencies or a new multi-generation reproductive study is
required.

The following specific data must be submitted
in order for the Agency to evaluate this existing study:

l) information on individual dams;
2) information on individual litters per dose level;
3) information on individual pups;

4) number of pups per litter for individual dams at
each dose level;

5) number of 1itters per dose level;
6) food consumption;

7) individual body weights for parents and progeny in
each generation; and

8) the pathology report is incomplete and has
insufficient detail.
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8. Mutagenicity

The Agency has acceptable gene mutation,
structural chromosomal aberrations, and other genotoxic effects
data for fenthion. Based on the results of the structural
chromosomal aberrations study the Agency concludes that fenthion
is non-mutagenic in male mice up to 25 mg/kg bw (the highest dose
tested); is moderately toxic at 25 mg/kg bw; and that the
systemic NOEL for mutagenicity is 10 mg/kg bw. Fenthion produced
no mutagenic effects in either the gene mutation test or the
other genotoxic effects test. No additional mutagenicity tests
are required.

C. ECOLOGICAL EFFECTS

The available studies show that fenthion fis
extremely hazardous, especially to birds and aquatic
invertebrates. However, these studies do not provide sufficient
information to quantify or evaluate ecological hazard. A
discussion of the available ecological effects information is
set forth below.

1. Terrestrial Organisms

Fenthion is very highly toxic to birds as
demonstrated by both acute and dietary studies. Acute oral
tests with mallards, bobwhite quail, and doves resulted in LDgg's
of 5.94 mg/kg, < 4 mg/kg, and 2.5 mg/kg, respectively. Dietary
studies (8 days) with bobwhite and mallards resulted in LCgp's of
30 ppm and 231 ppm, respectively. The potential for secondary
toxicity was demonstrated when kestrels were fed, and
subsequently died from, house sparrows that had been killed by an
oral dose of 10 mg/kg fenthion. Field studies and incident
reports demonstrate that when used as directed for mosquito and
fly control, cattle treatment, and as a bird perch avicide,
fenthion will cause nontarget avian, and possibly mammalian,
mortality. Birds and mammals were found dead following an
application of fenthion at 0.04 to 0.05 1b. at/A. Thus there is
evidence that when fenthion is applied even at rates as low as
0.05 1b. ai/A, bird, and possibly mammal mortality will occur.

2. Aquatic Organisms

Available acute test results indicate that
fenthion is wmoderately to highly toxic to fish. Acute tests with
fathead minnows and striped bass resulted in LCgp's of 3.2 ppm
and 0.453 ppm, respectively. Fenthion is very highly toxic to
aquatic invertebrates (48-hour LCgy's of 0.62 ppb and 0.80 ppb
for Simocephalus (Daphnid) and Daphnia pulex, respectively),
shrimp (965-hour LCgg of 0.11 and & 2Z24-hour LCgp of less than
0.066 ppb for pink shrimp), and mollusks (ECgy of 340 ppbd).
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Fenthion is moderately toxic to estuarine fish with a 96-hour
LCsg of 1.6 ppm to striped mullet. Wild caught tadpoles (Rana
catesbeiana) were not killed after 96 hours exposure to 5 ppm
Fenthion, thus indicating that fenthion is no more than slightly
toxic to amphibians. Aquatic field testing has shown the use of
fenthion to control mosquitoes may ki1l fish and blue crabs.
Field tests have also shown that certafn aquatic invertebrates
such as amphipods and isopods, will be killed when fenthion is
applied directly to water at 0.1 1b. ai/A, and that shrimp will
8e051};ed r?en fenthion is applied directly to water at 0.03 and
L] L] a A.

3. Endangered Species

There are sufficient data to indicate that
the currently registered uses of fenthion may affect endangered
spectes.

Because of its demonstrated toxicity to
nontarget species and its intended use pattern, fenthion has been
fdentified by the U.S. Fish and Wildlife Service (FWS), as being
likely to jeopardize endangered species when used to control or
eradicate mosquito larvae, when used on livestock and as an
avicide. Based on this determination, FWS specified reasonable
and prudent alternatives to avoid jeopardizing the continued
existence of the {identified species by these uses. EPA 1is
working with the FWS to develop labeling intended to reduce or
eliminate hazard to endangered species.

4. Non-target Insects

Data from honey bee acute contact toxicity
studies indicate that fenthion is highly toxic to honey bees
(contact LDgg = 0.308 ug/bee), when bees are exposed to direct
treatment. The requirement for a honey bee acute contact study is
fulfilled. However, because the acute data indicate high
toxicity, a study to characterize the toxicity of fenthion
residues on foliage 1s required.

D. ENVIRONMENTAL PROFILE

Avajlable data are insufficient to fully
assess the environmental fate of fenthion.

1. Degradation

Under aerobic conditions, 14C fenthion, at 1
ppm, degraded with a half-1ife of <1 day in nonsterile silt loam
sofl in the dark at 75% moisture and room temperature. The
major nonvolatile degradates were fenthion sulfoxide, 3-methyl-
4-(methylsulfonyl) phenol, and 3-methyl-4-(methylsulfinyl)
phenol. Fenthion sulfone and 3-methyl-4-(methylsulfony)anisole
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were also identified. After 59 days, 3-methyl-4-(methylsulfonyl)
phenol and 3-methyl-4-{methylsulfony)anisole were the major soil
resfidues. In sterilized soil, 14C fenthion degraded with a half-
1ife of 14-21 days; degradates included fenthion sulfoxide and 3-
methyl-4-(methylsulfiny)phenol.

Under anaerobic conditfions, fenthion, at 0.2
ppm, degraded from 1.9% to 1.0% in silt loam soil after 60 days
incubation. The major nonvolatile degradate was 3-methyl-4-
(methylsulfonyl)phenol. Fenthion sulfoxide, fenthion sulfone,
3-methyl-4-(methylsulfiny)phenol and 3-methyl-4-(methylsulfony)
anisole were also isolated.

Aged l4C fenthion resfdues (uncharacterized)
were mobile in a column of loam soil leached with 22.5 inches of
water over a 45-day period. Fenthion sulfoxide, fenthion
sulfone, P=0 sulfoxide, fenthion phenol, 3-methyl-4-(methyl-
sulfiny)phenol, and 3-methyl-4-{methylsulfony)phenol were
jdentified in the leachate. The majority of the fenthion
residues (uncharacterized) remained in the upper 4 centimeters of
the soil column.

The bioconcentration factors for residues of
fenthion, fenthion sulfone, and fenthion oxygen analog sulfone in
carp exposed to 0.01 and 0.1 ppm fenthion were 2000x and 2300x,
respectively. About 50% depuration occurred within 40 days. A1l
possible degradates could not be determined since the test
substance was not radiolabeled.

2. Ground Water

The Agency reviewed the fenthion literature
for information pertaining to fenthion residues in drinking
water, including ground water. No reports were found regarding
fenthion residues in water. Therefore, the Agency s not
proposing to regulate fenthion for drinking water at the present
time. However, field dissipation studies with fenthion and
monftoring for degradates,incliuding 3-methyl-4-(methylsulfonyl)
phenol and 3-methyl-4-(methylsulfinyl)phenol, are required. The
Agency {is also requesting leaching studies with fenthion and an
aged leaching study for degradates. When the required data are
submitted, the potential of fenthion and its degradates to
contaminate ground water will be reassessed.

3. Reentry

Fenthion does not meet the acute toxicity
criteria for requiring reentry data as set forth in 40 CFR
section 158.390. However incident reports in the Agency's files,
showing that persons treating animals with fenthion have
experienced toxfc effects, do meet the 40 CFR section 158.390
reentry data criteria. Fenthion also meets the exposure criteria
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of 40 CFR section 158.390 in that fenthion is registered for use
on orn.ientals and the agricultural practices for ornamentals
include human tasks which involve substantial exposure to
pesticide treated surfaces.

4. Spray Drift

There are no data available to assess the
risks to nontarget organisms caused by drift from applications
of fenthion. The Agency 1s requiring droplet size spectrum and
spray drift field evaluation tests for fenthion due to the
toxicity of the chemical, the methods of application (mist blower
or cold fogger), and the likely exposure of off-site humans and
wildlife to the pesticide. The droplet spectrum study is to be
performed to reflect the nozzle and other equipment types to be
used in the application of fenthion in various outdoor uses. The
spray drift field evaluation is to be performed to reflect the
application equipment use pattern, and typical locations of use
éinc]uding different weather factors) in the application of

enthion.

E. TOLERANCE REASSESSMENT

Tolerances for residues of the insecticide
fenthion in or on various raw agricultural commodities (RACs) are
currently expressed in terms of fenthion and its cholinesterase
inhibiting metabolites (40 CFR 180.214). The Agency has
evaluated the residue and toxicology data supporting these
tolerances and has determined that it does not have sufficient
data to support the currently established tolerances for residues
of fenthion. The Agency will make a more complete assessment of
the established tolerances for fenthion after the required
residue and toxicological data are submitted and evaluated.

1. Residue Data

The metabolism of fenthion in plants and
animals 1s not adequately understood. Available plant
metabolism data do not provide sufficient information regarding
the determination of total residues in the treated crops, the
distribution of residues in the plant, and the efficiency of the
extraction procedures. Residues were not sufficiently identified
in milk and tissues of livestock.

Data gaps exist for plant and animal
metabolism and storage stability. On receipt of the data
requested in these sections of the registration standard, the
conclusions stated above regarding the adequacy of established
tolerances are subject to change. Furthermore, since the data
required for individual commodities are dependent on the
metabolism data, the Agency recommends that metabolism data be
obtained and submitted prior to any required residue data. The
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Agency will not assess tolerances for residues in animal
commodities until the requested animal metabolism studies are
submitted and evaluated.

Adequate gas chromatographic/flame detection
(GC/FD) methods are avajlable for data collection and enforcement
pertaining to residues of fenthion and i1ts cholinesterase-
inhibfting metabolites in or on various commodities. Gas
chromatography/electron capture detector (GC/EC) methods are
available for data collection and enforcement, although these
procedures are very tedious and time-consuming.

The Codex Maximum Residue Limits (MRL)
residue definition is expressed as the sum of fenthion, its
oxygen analog, and their sulfoxides and sulfones, expressed as
fenthion; the current U.S. Tolerance definition fs expressed as
residues of fenthion and its cholinesterase-inhibiting
metabolites. Although these definitions are phrased somewhat
differently, the Agency feels that they are equivalent. A
decision regarding the potential for compatibility between the
permanent Codex MRL and the U.S. tolerances for milk and fat,
meat, meat by products of cattlie and hogs will not be made until
the adequacy of the U. S. tolerances have been ascertained.
Codex MRLs have been established for residues of fenthion in
rice, fat, meat, meat by products of cattle and hogs, and milk;
Mexican tolerances have been established for residues of fenthion
in or on rice, rice straw, alfalfa, and alfalfa hay; and Canadian
tolerances have been established for fat, meat, meat by products
of cattle, hogs, and sheep.

2. Toxicology Data

The available toxicity data are insufficient
for the Agency to calculate an Acceptable Daily Intake (ADI) for
fenthion and therefore the Maximum Permissfble Intake (MPI) for a
60 kg human has not been determined.
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1vV. REGULATORY POSITION AND RATIONALE

A. REGULATORY POSITIONS AND RATIONALES

1. Special Review

The Agency is not fnftiating a special review
for fenthion at this time.

Rationale: Although the Agency's review of
ecological data shows that bird kills, due to the use of fenthion
for mosquito control, for bird control, and for use on animals
for insect control, have been reported, and that aquatic uses for
mosquito control may cause adverse effects to fish and aquatic
invertebrates, additional data are needed before the Agency can
complete a full assessment of this hazard potential. Therefore,
based on the review and evaluation of all available data and
other relevant information on fenthion, the Agency has determined
that a special review of fenthion is not supported by the
available data at this time. However, the Agency is requiring
additifonal data, i.e., an avian reproduction study, terrestrial
and aquatic field testing. When those data have been received
and evaluated EPA will determine if it should place the chemical
in Special Review.

2. Restricted Use

The Agency is classifying all fenthion end-
use products with directions for use on agricultural crops,
ornamental plants and forest trees, uncultivated agricultural and
non-agricultural outdoor areas, aquatic sites, 1ivestock and bird
roosting areas as Restricted Use pesticides, based on avian, fish
and aquatic invertebrate toxicity. It is the Agency's position
that affected products must bear appropriate restricted use
labeling in order to remain in compliance with FIFRA.

Rationale: The uses of fenthion listed above
exceeds restricted use criteria. According to 40 CFR 162.11 (c)
a pesticide is a candidate for restricted use if exposure to the
pesticide will exceed 1/5th the avian LCgp and 1/10th the acute
LCsq for aquatic organisms, or if use causes more than minor or
nondiscernible adverse effects. Furthermore, if application
procedures require specialized training and/or expertise and if
failure to follow the use directions in a minor way would result
in more than minor or nondiscernible adverse effects, the
pesticide may be restricted. Although incident data in the
Agency's files are l1imited, the Agency believes that even a few
reported incidents are considered significant since it is
belfeved that most incidents go undetected or unreported. The
fncidents reported coupled with the high toxicity of fenthion to
birds and aquatic organisms suggests that more than minor or non-
discernible adverse effects could result from inadvertent misusc
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and/or misapplication. In addition, most of the uses for
mosquito and bird control requires specialized training and
equipment. Thus, the Agency 1s requiring that the uses of
fenthion fdentified above be classified for restricted use in
order to ensure that fenthion is applied efficiently and
properly.

3. Reentry Requirements

The Agency is establishing an interim 24-hour
reentry interval for the use of fenthion on ornamentals until
adequate data have been submitted and evaluated.

Rationale: Fenthion 1s categorized as a
Toxjcity Category Il pesticide by the dermal route. It is also a
cholinesterase inhibitor. It is registered for use on
ornamentals, the agricultural practices for which 1involve
substantial hand labor and therefore substantial potential
exposure to fenthion treated surfaces. The Agency believes that
a 24-hour interim reentry interval is necessary to protect
workers who may enter treated areas following application.

4, Groundwater Concerns

Groundwater and drinking water monitoring
are not required for fenthion's major metabolites at this time.

Rationale: The Agency reviewed the fenthion
Titerature for information pertaining to fenthion residues in
drinking water, including groundwater. No reports were found
regarding fenthion residues in water. The Agency 1s requesting
field dissipation studies with fenthion, with monitoring for
degradates, including 3-methyl-4-(methylsulfonyl)phenol and 3-
methyl-4-(methylsulfinyl) phenol. The Agency is also requiring
leaching studies with fenthion and an aged leaching study for
degradates.

5. Protective Clothing

The Agency {s requiring protective clothing
for workers who mix, load or apply fenthion, dispose of fenthion
products, repair contaminated mixing/loading and application

equipment, or reenter treated areas before the 24-hour reentry
interval has expired.

Rationale: Generally, protective clothing
requirements for early reentry of workers into treated areas
before the expiration of the reentry interval are based on the
acute toxicity of the active ingredient. Fenthion is in acute
Toxicity Category II. In addition, the National Institute of
Occupational Safety and Health has evaluated cases of peripheral
neuropathy among veterinarians and allied personnel in a
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veterinary medical clinic. These data suggest that fenthion may
be implicated in the etiology of the cases ~tFR Notice 50, No. 23,
4913 issued Monday, February 4, 1985). -

Therefore, based on the Toxicity Category of
fenthion and implication of fenthion with peripheral neuropathy,
the Agency has determined . .2t the protective clothing
requirements described in the "Required Labeling" section of this
document are appropriate for workers who mix, load or apply
fenthion, repair contaminated mixing/loading and application
equipment, dispose of fenthion products, or need to reenter
treated areas soon after application.

6. Special Ocular Effects Study

The Agency is requiring special studies, in
rodent and nonrodent species, on the effects of fenthion on the
eye.

Rationale: Organophosphate pesticides have
been known to produce toxic ~"iects on the eye, ranging in
severity from myopia to congestion or atrophy of the optic nerve.
Fenthion studies in the Agency's files lack specific attention to
the pathology of the eye.

7. Tolerances and New Food Uses

The Agency will not issue any tolerances for
significant new food uses®.

Ratfonale: Until such time as reassessment
of the present tolerances for fenthion is completed, the Agency
will not issue tolerances for significant new food uses. The
Agency needs additional residue and metabolism data in order to
characterize the nature of resfdues in plants and animals. The
Agency also needs specific toxicity data to calculate the
Acceptable Daily Intake (ADI) to perform a tolerance reassess-
ment. The Agency's calculated Theoretical Maximum Residue
Contribution (TMRC) for fenthion, based on existing tolerances,
is .0733 mg/kg.

8. Feed Additive Tolerance for Fenthion Residues
in or on Kice Huills

The Agency will propose a food additive
tolerance for fenthion and its cholinesterase-inhibiting

4 "New use"™ is defined in 40 CFR 152.3(p). 1In the case of a
new food or feed use, the Agency will generally consider as
significant an increase in the Theoretical Maximum Residue
Contribution (TMRC) of greater than 1%.
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metabolites in rice hulls at 0.6 ppm. This will be done when
tolerances for fenthion are next issued.

Rationale: There is currently no feed
additive tolerance established for fenthion on rice hulls.
Although residues did not concentrate in rice bran or milled rice
processed from rice bearing measurable weathered residues they
did concentrate in rice hulls by a factor of 3 to 6X.

9. Tolerance for Fenthion residues in or on
Riﬁge1and‘Grasses

A tolerance must be proposed for resfdues of
fenthion in or on rangeland grasses to support this use on
rangeland under Section 24(c) Specfal Local Need Registrations.
In l1ieu of proposing a tolerance the site "rangeland” must be
removed from the labeling. The registrant(s) must inform the
Agency within 90 days which option is selected.

Rationale: No tolerances exist for residues
of fenthion on rangeland. However, three 24(c) Special Local
Need Registrations (WY780005, WY780007 and WY790005) pertain to
use on rangeland as well as pasture grasses.

10. Pre-Slaughter intervals (PSIs)

Agency policy indicates that the maximum
allowable pre-slaughter interval (PSI) cannot exceed 3 days.
Data are being requested to determine an adequate tolerance
level for 3 day PSI from rangeland and pasture grasses treatment
and direct animal treatments. For use on rangeland, as well as
pasture grasses, the labels must be revised to include a
statement that 1{vestock must be removed from the field during
spraying and not allowed to graze until 7 days after treatment.
Once the appropriate data are developed and tolerance levels are
estab1Jshed for a 3 day PSI, this label restriction may be
removed.

For direct animal treatments, present
Tabeling requires a PSI from 14-45 days. This PSI must also be
brought in line with the 3 day PSI policy of the Agency.
However, the available data precludes any decision on the
appropriateness of the established tolerances to support a
change in the PSI to less than 14 days.

Rationale: A 28 day PSI currently exists for
three Special LocaT Need registratfons (WY780005, WY780007 and
WY790005) if 1ivestock feed on treated material within seven days
of treatment or if they remain in the field while it is being
sprayed. Also several products currently registered for direct
animal treatment require PSIs of 14 to 45 days. This exceeds the
maximum allowable pre-slaughter interval of 3 days and is
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considered impractical. The Agency is accepting only short PSIs
(0 :o t3 days) to reduce the chance of illegal resfidues in .u.at
products.

11. Modified Use Label Statement in Lieu of
ResTdue Data for Water, Irrigated Crops, Fish
and Shellfish

The Agency will accept the following modified
use labeling in 11eu of residue data for water, {irrigated crops,
fish and shellfish: “Broadcast application may not be used over
aquatic sftes which include drainage ditches, stagnant and
standing water and intermittently flooded areas adjacent to
bodies of water used for commercial fishing, shellfish
harvesting or irrigation purposes.

Rationale: Since the current use sites
fnclude tidal areas and bodies of water that could be used as
ifrrigation water, residue data in water and shellfish are
required. However, the suggested use modification labeling
would prohibit the use of fenthion around bodies of water used
for crop irrigation and potable water and where fish and
shellfish are grown and/or harvested thus making it unlikely
that fenthion residues would be present in potable water,
frrigated crops, fish and shellfish. Registrants must inform
the Agency within 90 days whether they intend to provide residue
data, or use the label prohibition.

12. Endangered Species Concerns

The U.S. Fish and Wildlife Service (FWS) has
determined that certain uses of fenthion may jeopardize the
continued existence of endangered species or critical habitat of
certain endangered species. EPA is developing a program to
reduce or eliminate exposure to these species to a point where
use to control mosquitoes does not result in jeopardy, and will
{ssue notice of any necessary labeling. Labeling for the
Tivestock and bird control uses will be required when FNS
responds to EPA's request for further information.

No additional labeling is being required at
this time. As explained below for the mosquito control use,
labeling requirements issued in PR Notices 87-4 and 87-5 have
been withdrawn temporarily.

Ratfonale: In May 1987, EPA issued PR Notices
87-4 and B7-5 in Tresponse to FWS findings that certain
pesticides, including fenthion used to control mosquitoes,
Jeopardized the continued existence of endangered species.
Those PR Notices directed registrants to add labeling to their
products which referred users to additional information that, in
turn, explained 1imitations on use of the pesticide within the
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range of jeopardized endangered species. Subsequent to fssuance
of these PR Notices, EPA {dentified a number of sfgnificant
technical errors and inconsistencies in the information to which
users would have been referred. Therefore, on January 26, 1988
the Agency issued PR Notfce 88-1 which withdrew PR Notices 87-4
and 87-5 pending development of a more focused program to
protect endangered species.

EPA fs working to correct these errors prior
to requiring labeling under the cluster program to protect
endangered species. When that program 1s fully developed,
notice of any labeling necessary to protect endangered species
will be {ssued. However, case by case endangered species
consultation may sti1l result in the need for labeling and this
labeling can be required on uses not covered by the cluster
program at any time.

13. Nontarget Organism Labeling

In order to comply in part to the statutory
standard for continued regfstration, the Agency has determined
that fenthfon products must bear revised and updated labeling
for hazards to nontarget organisms. The specific statements are
given in Section IV. B. of this Standard.

Rationale: Available data show that fenthion
is very highly toxyc to birds, aquatic organisms, and honey
bees. Precautionary label statements relative to the potential
risks posed by fenthion to nontarget organisms will provide
useful information to promote practices to 1imit such exposure
of nontarget species to this pesticide.

14. Spray Drift Data Requirements

Droplet Spectrum and Spray Drift Field
Evaluation tests are requived. The droplet spectrum study must
be performed to reflect the commonly-used nozzle and other
equipment types which are used in the application of fenthion in
various outdoor uses. The spray drift field evaluation must be
performed to reflect the commonly-used application equipment,
use patterns, and typical locations of use (including different
weather factors) in the application of fenthion.

Ratiomale: The Agency is concerned about
risks to off-site humans amd wildlife caused by drift from mist-
blower and cold fogger applications of fenthion. These tests
are required because of the toxic nature of fenthfon and because
the methods used to apply fenthion (mist-blower and cold fogger)
may lead to exposure of bystanders and wildlife. These tests
will indicate the extent of possible drift of this chemical from
normal applications and the data from these tests will enable
the Agency to evaluate the potential risks from the drift.
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15. Data Identified for Immediate Review

The Agency has identified certain data that
will receive immediate review when submitted.

Rationale: Certain data are essential to the

Agency's assessmenf of this pesticide and fts uses and/or may

trigger the need for further studies which should be initiated

as soon as possible. The following studies have been fdentified

:o receive priority review as soon as they are recefved by the
gency:

Section 158.240 - Residue Chemistry

171-4 - Nature of Residues (Metabolism [Plants and
Livestock]). Tiered Study.

171-4 - Residue Storage Stability. Tiered Study.

171-4 - Magnitude of the Residue (Reassessment of

residue data from direct application to
animals based on nature of residues in
Tivestock tissues)

Section 158.340 - Toxicology
81-7 - Tiered Study.
83-1 and 83-2 - Studies needed for calculation of an

ADI for fenthion.
Special Testing - Ocular Effects. Needed to evaluate
potential ocular effects of fenthion.

Section 158.440 - Spray Drift

201-1 and 202-1 - Needed to calculate human exposure
to fenthion.

16. Continuation of Current Registrations

While the required data are being developed,
currently registered manufacturing-use products (MPs) and end-
use products (EPs) containing fenthion may be sold, distributed,
formulated and used subject to the terms and conditions specified
ifn this Standard. Registrants must provide or agree to develop
and provide additional data, as specified in the Data Appendices
in order to maintain existing registrations.

Rationale: Under FIFRA, the Agency does not
normally cancel or withhold registration because data are missing
or are inadequate [see FIFRA sectifon 3(c)(2)(B) and 3(c)(7)].
Issuance of this Standard provides a mechanism for identifying
data needs. These data will be reviewed and evaluated, after
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which the Agency will determine {f additional regulatory changes
are necessary.

B. Required Labeling

A11 products must bear appropriate labeling as
specified in 40 CFR 156.10, PR Notices 83-2, 83-3, and below.
Appendix II contains further information on label requirements.

1. Timeframes for Compliance

Pesticide products containing fenthion as an
active ingredient may not be released for shipment by the
registrant after June 30, 1989 unless the product bears amended
labeling that complies with the requirements of FIFRA, as set out
in this Standard.

Pesticide products containing fenthion as an
active ingredient may not be distributed or sold after June 30,
1990 unless the product bears amended labeling that complies with
the requirements of FIFRA, as set out in this Standard.

In addition to the above Jabeling requirements,
the following information must appear on the labeling of all
manufacturing-use and end-use products.

2. Manufacturing-Use Product Labeling

a. Ingredient Statement

The ingredient statement must l1ist the
active ingredient as:

ACTIVE INGREDIENT:
Fenthion (0,0-dimethyl1-0-[4-(methylthio)-

m-tolyl] phosphorothioate) . . . 4

INERT INGREDIENTS. . . . « o ¢ ¢ « o & ]

b. Use Pattern Statements

A1l products must state that they are
intended for formulation into other manufacturing-use or end-use
products for acceptable use patterns. However, no use may be
included on the label where the registrant fafls to agree to

comply with the data requirements in Table A for that use
pattern.

To be registered under this Standard,
manufacturing-use products may be labeled for formulation into
end-use products only for the commodities l1isted below.
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TERRESTRIAL FOOD CROP
(Agricultural Crops)

0 Agricultural Crops (nonbearing)
(Noncrop, Wide Area, and General Indoor/Outdoor Treatments)

o Alfalfa
o Pasture (grasses)

TERRESTRIAL NONFOOD CROP
(Ornamental Plants and Forest Trees)

0 Forest Trees

o Ornamental Herbaceous Plants (including begonia,
chrysanthemum, geranium, 1ily, marigold,
peony, phlox, petunia, snapdragon, verbena,
and zinnfa)

o Ornamental Plants (nonbearing)

0 Ornamental Shade Trees (including arborvitae,
ash, aspen, birch, dogwood, juniper, maple,
oak, sweetgum, and tuliptree)

0 Ornamental Weedy Shrubs (including eunonymus,
roses, and viburnum)

(Noncrop, Wide Area, and General Indoor/Outdoor Treatments)

Bird Roosting Areas

Bridges

Buildings, Outdoor

Industrial Sites (pipe yards)

0000

Loading Docks
Uncultivated Non-Agricultural Areas

(=3~}

AQUATIC FOOD CROP
(Agricultural Crops)
o Rice

AQUATIC NONFOOD
(Aquatic Sites)

o Aquatic Sites (including catch basins, ditches,
lakes, marshes, ponds, stagnant streams,
standing water, swamps, and tidal areas)

INDOOR
(Animals and Their Man-made Premises)

0 Beef Cattle
o Dairy Cattle (non-lactating)

o Hogs
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{(Agricuitural Premises and Equipment)

o Agricultural Premises
0 Beef Cattle Barns

o Dafry Barns

o Poultry Houses

(Domestic Dwellings)

o
1]

Domestic Dwellings, Indoor
Domestic Dwellings, Outdoor

(Noncrop, Wide Area, and General Indoor/Outdoor Treatments)

o Wide Area and General Outdoor Treatments

(Commercial and Industrial Uses)

0000

c.

statement must appear on

Commercial Establishments (Indoor, Inedible)
Commercial Establishments, Outdoor

Eating Establishments (Indoor, Inedible)
Food Processing Plants (Indoor, Inedible)

Environmental Hazards Statement

The following environmental hazard
all manufacturing use labels:

“This pesticide fs toxic to fish and
wildlife. Do not discharge effluent
containing this product into 1lakes,
streams, ponds, estuaries, oceans, or
public waters unless this product is
specifically fdentified and addressed in
an NPDES permit. Do not discharge
effluent containing this product to
sewer systems without previously
notifying the sewage treatment plant
authority. For guidance, contact your
State Water Board or Regional Office of
the Environmental Protection Agency."”

2. End-Use Product Labeling

A1l end-use products must bear the following

Tabeling statements:

lﬂgredients Statement

Solvents or diluents currently declared

as active ingredients in the ingredients statement must be
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included in the total of inert ingredients. The Agency does not
have data indicating that these solvents are insecticidal.

b. Restricted Use Statement

A1l end-use produc*s containing fenthion
as an active ingredient with directions for use on agricultural
crops, ornamental plants and forest trees, uncultivated agricul-
tural outdoor areas, aquatic sites, livestock and bird roosting
areas must bear the following restricted use labeling statements:

“RESTRICTED USE PESTICIDE

Due to Very High Acute Toxicity to Birds, Fish and
Aquatic Invertebrates

For retail sale to and use only by certified
applicators or persons under their direct
supervision and only for those uses covered
by the certified applicator's certification.
Certified applicators must also ensure that
all persons involved in these activities are
informed of the precautionary statements.”

c. Environmental Hazards

One of the following environmental
hazard statements must appear on the label of fenthion products:

Granular (Aquatic Larvicide)

"This pesticide is toxic to shrimp,fish
and wildliife. Birds, fish, shrimp,and
crabs in treated areas may be killed. Do
not contaminate untreated water when
disposing of equipment washwaters."”

Nongranular (lNonaquatic Use Sites)

“This pesticide is highly toxic to
shrimp, fish and wildlife. Birds, fish,
shrimp, and crabs in treated areas may
be killed. Do not apply directly to
water or wetlands (including swamps,
marshes, bogs, and potholes). Runoff
and drift from treated areas may be
hazardous to aquatic organisms 1in
adjacent aquatic sites. Do not
contaminate water when disposing of
equipment washwaters.”
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Nongranular (Aquatic Use Sites)

"This pesticide is highly toxic to
shrimp, fish and wildliife. Birds, fish,
shrimp, and crabs in treated areas may
be killed. Do not apply where these are
important resources. Drift and aquatic
transport from treated rr-eas may be
hazardous to aquatic organisms 1in
adjacent aquatic sites. Do not
contaminate untreated water when
disposing of equipment washwaters.”

d. Personal Protective Equipment and Work
Safety

The following personal protective
equipment and work safety statements must appear on the labeling
of all products bearing the sfgnal word “WARNING"“:

“USE ONLY WHEN WEARING THE FOLLOWING
PERSOMAL PROTECTIVE EQUIPMENT DURING
NIXING/LOADING, APPLICATION, REPAIR AND
CLEANING OF HIXING, LOADING, AND
APPLICATION EQUIPMENT, DISPOSAL OF THE
PESTICIDE: protective suit of one or
two pieces that covers all parts of the
body except head, hands, and feet;
chemical-resfstant gloves; chemical-
resistant shoes (or chemical-resistant
shoe coverings or chemical-resistant
boots); and a NIOSH or MSHA approved
respiratory protection device. In
addition, mixers/loaders must wear a
chemical resistant apron. During
equipment repair and cleaning, the
respirator need not be worn.

IF MIXING/LOADING IS PERFORMED USING A
CLOSED SYSTEM, THE FOLLOWING PROTECTIVE
CLOTHING AND EQUIPMENT MAY BE WORN AS AN
ALTERNATIVE: Long-sleeve shirt; long-
legged pants; chemical-resistant gloves;
chemical-resistant apron; shoes and
socks. Goggles or face shield must be
worn when the system 1s under pressure.
A1l other protective clothing and
equipment required for use with open
systems must be available nearby.
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IF APPLICATION IS PERFORMED USING AN
ENCLOSED CAB OR COCKPIT, THE FOLLOWING
PROTECTIVE CLOTHING AND EQUIPMENT MAY BE
WORN AS AN ALTERNATIVE: Long-sleeve
shirt and long-tegged pants; shoes and
socks. Chemical-resistant gloves must
be avatlable in the cab or cockpit and
must be worn during entry to and exit
from the application vehicle. Al
other protective clothing and equipment
required for use during application must
be available in the cab and must be worn
when exiting the cab into treated area.
When used for this purpose, contaminated
clothing may not be brought back into
the cab unless in an enclosure such as a
plastic bag. REMEMBER - THIS CLOTHING
IS INADEQUATE TO PROTECT YOU DURING
REPAIR AND CLEANING OF APPLICATION
EQUIPMENT AND EARLY REENTRY TO TREATED
AREAS! REFER TO PROTECTIVE CLOTHING AND
EQUIPMENT REQUIREMENTS ABOVE.

IMPORTANT! If pesticide comes 1in
contact with skin, wash off with soap
and water and contact a physician
immediately. Always wash hands, face,
and arms with soap and water before
smoking, eating, drinking, or using the
toilet.

AFTER WORK: Before removing gloves,
wash them with soap and water. Take off
all work clothes and shoes. Shower
using soap and water. Wear clean
clothes. Do not reuse contaminated
clothing. Personal clothing worn
during work must be laundered
separately from household articles.
Store protective clothing separately
from personal clothing. Clean or
launder protective clothing after each
use. Respirators must be cleaned and
filters replaced according to
instructions included with the
respirators. Clothing and that becomes
heavily contaminated or drenched with
fenthion must be destroyed according to
State and local regulations. HEAVILY
CONTAMINATED OR DRENCHED CLOTHING CANNOT
BE ADEQUATELY DECONTAMINATED.
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The following personal protective
equipment and work safety statements must appear on the labeling
of all products bearing the signal word “"CAUTION":

USE ONLY WHEN WEARING THE FOLLOWING
PROTECTIVE CLOTHING AND EQUIPMENT DURING
MIXING/LOADING, APPLICATION, REPAIR AND
CLEANING OF MIXING, LOADING, AND
APPLICATION EQUIPMENT, AND DISPOSAL OF
THE PESTICIDE: Wear a long-steeved
shirt and long-legged pants, shoes,
socks and chemical-resistant gloves,

IMPORTANT! If pesticide comes 1n
contact with skin, wash off with soap
and water. Always wash hands, face, and
arms with soap and water before smoking
eating, drinking, or using the toilet.

AFTER WORK: Before removing gloves,
wash them with soap and water. Take off
all work clothes and shoes. Shower
using soap and water. Wear clean
clothes. Do not reuse contaminated
clothing. Clothing worn during work
must be laundered separately from
household articles. Clothing that
becomes heavily contaminated or drenched
with fenthion must be destroyed
according to state and local
regulatfons. HEAVILY CONTAMINATED OR
DRENCHED CLOTHING CANNOT BE ADEQUATELY
DECONTAMINATED.

e. Bee Precautions

The following bee precautionary
statement must appear on the label of all fenthion products
fntended for outdoor use (except granular formulations):

“This product is highly toxfic to bees
exposed to direct treatment on blooming
crops or weeds. Do not apply this
product or allow it to drift to blooming
crops or weeds while bees are visiting
the treatment area.”
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f. Reentry

The following reentry statements must
appear on the labeling of all fenthion products labeled for use
on ornamentals:

Reentry

"Reentry into treated area is prohibited
for 24 hours (1 day) after the end of
application, unless the protective
clothing specified on this label for
early reentry is worn.

FOR EARLY REENTRY INTO TREATED AREAS
BEFORE SPRAYS HAVE DRIED LOR DUST HAS
SETTLED, as applicablel] wear all
protective clothing specified on this
label for an applicator.

FOR EARLY REENTRY INTO TREATED AREAS
AFTER SPRAYS HAVE DRIED LOR DUST HAS
SETTLED, as applicable] wear protective
suit of one or two pieces covering all
parts of the body except head, hands,
and feet; chemical-resistant gloves;
chemical-resistant shoes (or chemical-
resistant shoe coverings or chemical-
resistant boots).

g. Storage and Disposal

A1l products must have the appropriate
storage and disposal statements on the label. Refer to Appendix
I1 for the appropriate statements.

h. Use Directions from EPA's Index to
Pesticide Chemicals

For avicide uses: Applications are to
be made by persons trained ¥n bird control. Local, state and
federal permits must be obtained before use. Do not use fenthion
as a surface treatment. Use only in liquid-filled perches. Do
not allow fenthion to contact skin. Not for use inside food
storage, processing or handling premises; substance must not
contaminate foods or feeds. Do not expose this substance in any
manner that may endanger nontarget birds and other animals. Keep
areas to be treated free of bird food and feed. Do not apply, or
allow to drift, to roosting areas near human habitation or non-
target animals. 1Install ‘perches’' out of reach of irresponsible
persons. Collect and properly dispose of all dead birds and
drain substance from perches when desired control 1is

achieved.
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For domestic dwelling, indoor residual
application: Apply as a coarse spray or by paint brush. Treatl
around doors, windows, and 1ight fixtures. Repeat as needed. Do
not use in areas where children or pets can come into direct
contact with treated surfaces.

For domestic dwelling, fndoor crack and
crevice treatment: Apply as a crack and crevice treatment. Do
not use in areas where children or pets can come into direct
contact with treated surfaces.

For domestic dwelling, outdoor residual
application: Apply as & coarse spray or by paint brush. For
ants, thoroughly wet hilis and runways. For house fly, snray
around windows and other surfaces frequented by pests.

For commercial and industrial uses
((commercifal establishments, indoor, inedible) (eating
establishments, Tndoor, inedible) and (food processing plants,
fndoor, 1nedible)), indoor application: Apply as a coarse spray.
or with a paint brush, or as a crack and crevice treatment.

For commercial establishments, outdoor
residual application: Apply as a coarse spray or by paint brush.
ror ants, thoroughly wet hills and runways. For house fly, spray
around windows and other surfaces frequented by péests.
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V. PRODUCTS SUBJECT TO THIS STANDARD

A1l products containing one or more of the pesticides
identified in Section II.A. are subject to certain requirements
for data submission or changes in composition, labeling or
packaging of the product. The applicable requirements depend on
whether the product is a manufacturing or end use product and
whether the pesticide is the sole active ingredient or one of
multiple active ingredients.

Products are subject to this Registration Standard as
follows:

A. Manufacturing-use products containing this pesticide as
the sole active ingredient are subject to:

1. The restrictions (if amy) upon use, composition,
or packaging listed in Section IV, if they pertain to the
manufacturing-use product.

2. The data requirements listed in Tables A and BS

3. The labeling requirememts specified for
manufacturing-use products in Sectiem IV.

4. Administrative requirements (application forms,
Confidential Statement of Formula, data compensation provisions)
associated with reregistration.

5pata requirements are listed in the three Tables in
Appendix I of this Registration Standard. The Guide to Tables in
that Appendix explains how to read the Tables.

Table A lists generic data requirements applicable to all
products containing the pesticide subject to this Registration

Standard.

Table B lists product-specific data applicable to
manufacturing use products. The data in Tables A and B need not
be submitted by a producer who is eligible for the formulator's
exemption for that active ingredient.

Table C lists product-specific data applicable to end use
products. The Agency has decided that, in most cases, 1t will
not require the submission of product-specific data for end use
products at this time. Therefore most Registration Standards do

not contain a Table C.
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B. Manufacturing-use products containing this pesticide as
one of multTpTe active Tngredients are subject to:

1. The restrictions (if any) upon use, composition,
or packaging listed in Section IV, if they pertain to the
manufacturing-use product.

2. The labeling requirements specified for
manufacturing-use products in Section 1V.

3. The data requirements listed in Table A.

4. Administrative requirements (application forms,
Confidential Statement of Formula, data compensation provisions)
associated with reregistration.

C. End-use products containing this pesticide as the sole
active ingredient are subject to:

1. The restrictions (if any) upon use, composition,

or packaging listed in Section IV if they pertain to the end-use
product.

2. If eligible for the formulator's exemption?, the
data requirements listed in Table C (if included).

61f you purchase from another producer and use as the source
of your active ingredient only EPA-registered products, you are
eligible for the formulator's exemption for generic data
concerning that active ingredient (Table A) and product-specific

data for the registered manufacturing use product you purchase
(Table B)

Two circumstances nullify this exemption:

1) If you change sources of active fngredient to an
unregistered product, formulate your own active fingredient, or
acquire your active ingredient from a firm with ownership in
common with yours, you individually lose the exemption and become
subject to the data requirements ifn Table A.

2) If no producer subject to the generic data requirements
fn Table A agrees to submit the required data, all end use
producers lose the exemption, and become subject to those data
requirements.
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3. If not eligible for the formulator's exemption,
the data requirements 1isted in Table A and the data requirements
listed in Table C ( if included).

4. The labeling requirements specified for end-use
products in Section 1IV.

5. Administrative requirements (application forms,
Confidential Statement of Formula, data compensation provisions)
associated with reregistration.

D. End-use products containing this pesticide as one of
multiple active Tngredients are subject to:

1. The restrictions (if any) upon use, composition,
or packaging listed in Section IV {f they pertain to the end-use
product.

2. If not eligible for the formulator's exemption,
the data requirements listed in Table A and Table C (if
inciuded).

3. If eligible for the formulator's exemption, the
data requirements listed in Table C (if included).

4. The labeling requirements specified for end-use
products in Section 1V.

5. Administrative requirements (application forms,
Confidential Statement of Formula, data compensation provisions)
associated with reregistration.
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VI. REQUIREMENT FOR SUBMISSION OF GENERIC DATA

This portion of the Regfstration Standard 1s a notice issued
uidar the authority of FIFRA sec. 3(c)(2)(B). It refers to the
data listed in Table A, which are required to be submitted by
registrants to maintain in effec; the registration of products
containing thfs active ingredient.

A. What are generic data?

Generic data pertain to the properties or effects of a
particular active ingredient. Such data are relevant to an
evaluation of all products containing that active fngredient
regardless of whether the product contains other ingredients
(unless the product bears labeling that would make the data
requirement inapplicable).

Generic data may also be data on a “typical
formulation” of a product. “Typical formulation™ testing is
often required for ecological effects studies and applies to all
products having that formulation type. These are classed as
generic data, and are contained in Table A.

B. Who must submit generic data?

A1l current registrants are responsible for submitting
generic data in response to a data request under FIFRA sec.
3(c)(2)(B) (DCI Notice). EPA has decided, however, not to
require a registrant who qualifies for the formulator's exemption
(FIFRA sec. 3(c)(2)(D) and 40 CFR sec. 152.85) to submit generic
data in response to a DCI notice if the registrant who supplies

the active ingredient in his product is complying with the data
request.

If you are granted a generic data exemption, you rely
on the efforts of other persons to provide the Agency with the
required data. If the registrants who have committed to generate
and submit the required data fail to take appropriate steps to
meet the requirements or are no longer in compliance with this
data requirements notice, the Agency will consider that both they
and you are not in compliance and will normally initiate
proceedings to suspend the registrations of both your product(s)
and their product(s) unless you commit to submit and submit the
required data in the specified timeframe. In such cases, the

Agency generally will not grant a time extension for submitting
the data.

7Registrations granted after fissuance of this Standard will
be conditioned upon submission or citation of the data listed in
this Registration Standard.
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If you are not now eligible for a formulator's
exemption, you may qualify for one 1f you change your source of
supply to a registered source that does not share ownership in
common with your firm. If you choose to change sources of
supply, the Confidential Statement of Formula must identify the
new source(s) and you must submit a Formulator's Exemption
Statement form.

1f you apply for a new registration for products
containing this active ingredient after the issuance of this
Registration Standard, you will be required to submit or cite
generic data relevant to the uses of your product if, at the time
the application is submitted, the data have been submitted to the
Agency by current registrants. If the required data have not yet
been submitted, any new registration will be conditioned upon the
new registrant's submission or citation of the required data not
later than the date upon which current registrants of similar
products are required to provide such data. See FIFRA sec.
3(c)(7)(A). If you thereafter fail to comply with the condition
of that registration to provide data, the registration may be
cancelled (FIFRA sec. 6(e).

c. What generic data must be submitted?

You may determine which generic data you must submit by
consulting Table A. That table l1ists the generic data needed to
evaluate current uses of all products containing this active
ingredient, the uses for which such data are required, and the
dates by which the data must be submitted to the Agency.

D. How to comply with DCI requirements.

Within 90 days of your receipt of this Registration
Standard, you must submit to EPA a completed copy of the form
entitled “FIFRA Section 3(c)(2)(B) Summary Sheet" (EPA Form 8580-
1, enclosed) for each of your products. On that form you must
state which of the following six methods you will use to comply
with the DCI requirements.

1. You will submit the data yourself.

2. You have entered into an agreement with one or
more registrants to jointly develop (or share in the cost of
developing) the data, but will not be submitting the data
yourself. If you use this method, you must state who will submit
the data on which you will rely. You must also provide EPA with
documentary evidence that an agreement has been formed which
allows you to rely upon the data to be submitted. Such evidence
may be: (1) your letter offering to join in an agreement and the
other registrant's acceptance of your offer, (2) a written
statement by the parties that an agreement exists, or (3) a
written statement by the person who will be submitting the data
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that you may rely upon its submission. The Agency will also
require adequate assurance that the person whom you state will
provide the data {is taking appropriate steps to secure it. The
agreement to produce the data need not specify all of the terms
of the final arrangement between the parties or a mechanism to
resolve the terms.

If you and other registrants together are
generating or submitting requested data as a task force or
consortium, a representative of the group should request a Joint
Data Submitter Number from the Registration Support and Emergency
Response Branch, Registration Division. The request must include
the following information:

a. A list of the members of the consortium;

b. The name and address of the desfignated
representative of the consortium, with whom
EPA will correspond concerning the data;

c. Identity of the Registration Standard
containing the data requirement;

d. A 1ist of the products affected (from all
members of the consortium); and

e. Identification of the specific data that the
consortium will be generating or submitting.

The Agency will assign a number to the consortium,
which should be used on all data submissfons by the consortium.

3. You have attempted to enter into an agreement to
Jointly develop data, but no other registrant has accepted your
offer. 7You request that EPA not suspeénd your registration for
non-compliance with the UDLI. tPA has determined that, as a
generaJl policy, 1t will not suspend the registration of a product
when the registrant has in good faith sought and continues to
seek to enter into a data development/cost sharing program, but
the other registrants developing the data have refused to accept
fts offer. [If your offer is accepted, you may qualify for
Option 2 above by entering into an agreement to supply the data.]

In order to qualify for this method, you must:

1. File with EPA a completed “"Certification of
Attempt to Enter into an Agreement with other Registrants for
Development of Data"™ (EPA Form 8580-6, enclosed).

2. Provide us with a copy of your offer to the
other registrant and proof of the other registrant's receipt of
your offer (such as a certified majl receipt). Your offer must,
at 2 minimum, contain the following language or its equivalent:

[Your company name)] offers to share in the burden of
producing the data required pursuant to FIFRA sec.
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3(c)(2)(B) in the [name of active ingredient] Registration
Standard upon terms to be agreed or failing agreement to be
bound by binding arbitration as provided by FIFRA

section 3(c)(2)(B)(iii).

The remainder of your offer may not in any way attempt to limit
this commitment. If the other registrant to whom your offer is
made does not accept your offer, and if the other registrant
informs us on a DCI Summary Sheet that he will develop and submit
the data required under the DCI, then you may qualify for this
option. In order for you to avoid suspension under this method,
you may not later withdraw or limit offer to share in the burden
of developing the data.

In addition, the other registrant must fulfill its
commitment to develop and submit the data as required by this
Notice in a timely manner. If the other registrant fails to
develop the data or for some other reason would be subject to
suspension, your registration as well as that of the other
registrant will normally be subject to initiation of suspension
proceedings, uniess you commit to submit and submit the required
data in the specified timeframe. In such cases, the Agency
generally will not grant a time extension for submitting the
data.

4. You request a waiver of the data requirement. If
you believe that a data requirement does not (or should not)
apply to your product or its uses, you must provide EPA with a
statement of the reasons why you believe this is so. Your
statement must address the specific composition or use factors
that lead you to believe that a requirement does not apply.
Since the Agency has carefully considered the composition and
uses of pesticide products in determining that a data requirement
applies, EPA does not anticipate that many waivers will be
granted. A request for waiver does not extend the timeframes for
developing required data, and if your waiver request is denied
your registration may be suspended if you fail to submit the
data.

5. You request that EPA amend your registration by
deleting the uses for which the data are needed. You are not
required to submit data for uses which are no longer on your
label.

6. You request voluntary cancellation of the
registration of your product{s]) for which the data are needed.

E. Testing Protocols, Standards for Conducting Acceptable
Tests, Guidance on Evaluating and Reporting Data.

A1l studfes required under this Notice must be
conducted in accordance with test standards outlined in the
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pesticide Assessment Guidelines, unless other protocol or
standards are approved for use by the Agency in writing.

As noted herein, these EPA Guidelines, which are
referenced in the Data Tables, are avajilable from the National
Technical Information Service (NTIS), Attn: Order Desk, 5385 Port
Royal Road, Springfield, VA 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Economic
Cooperatfon and Development (OECD) are also acceptable i1f the
OECD-recommended test standards conform to those specified in the
Pesticide Data Requirements regulation (Part 158.70). Please
note, however, that certain OECD standards (such as test
duration, selection of test species, and degradate identification
which are environmental fate requirements) are less restrictive
than those in the EPA Assessment Guidelines listed above. When
using the OECD protocols, they should be modified as appropriate
so that the data generated by the study will satisfy the
requirements of Part 158. Normally, the Agency will not extend
deadiines for complying with data requirements when the studies
were not conducted in accord with acceptable standards. The OECD
protocols are available from OECD, 1750 Pennsylvania Avenue,
N.W., Washington, D.C. 20006.

F. Procedures for requesting a change in testing protocol.

If you will generate the required data and plan to use
test procedures which deviate from EPA's Pesticide Assessment
Guidelines or the Reports of Expert Groups to the Chemicals
Group, Organization for Economic Cooperation and Development
(OECD) Chemicals Testing Programme, you must submit for EPA
approval the protocols you propose to use.

You should submit your protocols before beginning
testing, because the Agency will not ordinarily accept as
sufficient studies using unapproved protocols. A request for
protocol approval will not extend the timeframe for submission of
the data, nor will extensions generally be given to conduct
studies due to submittal of inappropriate protocols.

G. Procedures for requesting extensions of time.

If you think that you will need more time to generate
the data then is allowed by EPA's schedule, you may submit a
request for an extension of time. Any request for a time
extensfon which is made as an initifal response to a section
3(c)(2)(B) request notice must be submitted in writing to the
Product Manager lYisted at the end of this section and must be
made by the 90-day deadline for response. Once dates have been
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committed to and EPA has accepted these commitments, any
subsequent requests for a time extension must be submitted in
writing to the Office of Compliance Monitoring at the address
given in Section IX.E.

EPA. will view faflure to request an extension before
the data submission response deadline as a waiver of any future
claim that there was insufficient time to submit the data. While
EPA considers your request, you must strive to meet the deadline
for submitting the data.

The extension request should state the reasons why you
believe that an extension is necessary and the steps you have
taken to meet the testing deadline. Time extensions normally
will not be granted due to problems with laboratory capacity or
adequacy of funding, since the Agency believes that with proper
planning these can be overcome.

A request for an extension does not extend the
timeframe for submission of the data. If EPA denies your request
for a time extension and you do not submit the data as requested,
EPA may begin proceedings to suspend the registrations of your
products.

H. PR Notice 86-5 and Any Other Requirements Referenced or
Included Within this Notice.

A1l data submitted in response to this Notice must
comply with EPA requirements regarding the reporting of data,
including the manner of reporting, the completeness of results,
and the adequacy of any required supporting (or raw) data,
including, but not limited to, requirements referenced or
included in this Notice or contained in PR Notice 86-5 (issued
July 29, 1986).

I. Existing stocks provision upon suspension or
cancellation.

The Agency has determined that if a registration is
suspended for failure to respond to a DCI request under FIFRA
sec. 3(c)(2)(B), an existing stocks provision is not consistent
with the Act. Accordingly, the Agency does not anticipate
granting permission to sell or distribute existing stocks of
suspended product except fn rare circumstances. If you believe
that your product will be suspended or cancelled and that an
existing stocks provision should be granted, you have the burden
of clearly demonstrating to EPA that granting such permission
would be consistent with the Act. The following information must
be fncluded in any request for an existing stocks provision:
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1. Explanation of why an existing stocks
provision is necessary, including a statement of the quantity of
existing stocks and your estimate of the time required for their
sale or distribution; and

2. Demonstration that such a provision would be
consistent with the provisions of FIFRA. .

Registrants are reminded that FIFRA sec. 6(a)(2)
requires them to submit factual information concerning possible
unreasonable adverse effects of a pesticide at any time that they
become aware of such information. Registrants should notify the
Agency of any information, including interim or preliminary
results of studies, if those resuits suggest possible adverse
effects on man or the environment. This requirement continues as
long as the products are registered by the Agency.
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VII. REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA

Under its DCI authority, EPA has determined that certain
product-specific data are required to maintain your registrations
in effect. Product-specific data are derfved from testing using
a specifidic formulated product, and, unlike generic data,
generally su.port only the registration of that product. All
such data must be submitted by the dates specified in this
Registration Standard.

If you have a manufacturing-use product, these data are
1isted in Table B. If you have an end-use product, the data are
listed in Table C. As noted earlier, the Agency has decided that
it will not routinely require product-specific data for end-use
products at this time. Therefore, Table C may not be contained
in this Registration Standard; if there is no Table C, you are
not required to submit the data at this time.

In order to comply with the product specific data
requirements, you must follow the same procedures as for generic
data. See Section VI.D, E, F, and G. You should note, however,
that product chemistry data are required for every product, and
the only acceptable responses are options VI.D.1. (submit data)
or VI.D.6. (cancellation of registration).

Failure to comply with the product-specific data
requirements for your products will result in suspension of the
product's registration.
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VIII. REQUIREMENT FOR SUBMISSION OF REVISED LABELS

FIFRA requires each product to be labeled with
accurate, complete and sufficient instructions and precautions,
reflecting the Agency's assessment of the data supporting the
product and its uses. General labeling requirements are set out
in 40 CFR 162.10 (see Appendix Il - LABELING and SUMMARY). In
addition, labeling requirements specific to products containing
this pesticide are specified in Section IV.D of this Registration
Standard. Applications submitted in response to this notice must
include draft labeling for Agency review.

If you fail to submit revised labeling as required,
which complies with 40 CFR 162.10 and the specific instructions
in Section IV.D., EPA may seek to cancel or suspend the
registration of your product under FIFRA sec. 6.
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IX. INSTRUCTIONS FOR SUBMISSION
‘N
A. Manufacturing-Use Products (MUPs) containing the
subject pesticide as sole active ingredient. -

1. Within 90 days from receipt of this document, you
must submit to "Tiie Product Manager in the Registration Division
for each product subject to this Registration Standard:

a. The “FIFRA Section 3(c)(2)(B) Summary Sheet”
(EPA Form 8580-1), with appropriate
attachments.

b. Confidential Statement of Formula (EPA Form
85670-4)

c. Generic Data Exemption Statement
(Formulator's Exemption Statement) (EPA Form
8570-27), if applicable.

d. Evidence of compliance with data compensation
requirements of FIFRA sec. 3(c)(1)(D). Refer
to 40 CFR 152.80 - 152.99.

2. Within 9 months from receipt of this document you
must submit to The Product Hanager:

a. Application for Pesticide Registration/Amend-
ment (EPA Form 8570-1).

b. Two copies of any required product-specific
data (see Table B).

c. Product Specific Data Report
(EPA Form 8580-4).

d. Three copies of draft labeling, as specified
in Chapter 1V.D. Required Labeling, including
the contafner Tabel and any associated

81f on the Summary Sheet, you commit to develop the data,
present arguments that a data requirement is not applicable or
should be waived, or submit protocols or modified protocols for
Agency review, you must submft a copy of the Summary Sheet (and
any supporting fnformation) to the Office of Compliance
Monftoring, which will be monitoring the data generated in
response to this notice. This submission is in addition to
responding to the Product Manager, and should be submitted to the
Office of Compliance Monitoring at the address given at the end
of this section. (Actual studies are not to be submitted to the
Office of Compliance Monitoring.)
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supplemental labeling. Labeling should be
efther typewritten text on 8-1/2 x 11 inch
paper or a mockup of the labeling suitable
for storage in 8-1/2 x 11 files. The draft
Tabel must indicate the intended colors of
the final label, clear indication of the
front panel of the label, and the intended
type sizes of the text.

3. Within the times set forth in Table A, you must
submit to the Registration Division all generic data, unless you
are eligible for the formulator's exemption. If for any reason
any test is delayed or aborted so that the schedule cannot be
met, immediately notify the Product Manager and the Office of
Compliance Monitoring of the problem, the reasons for the
problem, and your proposed course of action.

B. Manufacturing-Use products containing the subject
pesticide Tn combination with other active ingredients.

1. Within 90 days from receipt of this document, you
must submit to the Product Manager in the Registration Division:

a. FIFRA sec. 3(c)(2)(B) Summary Sheet, with
appropriate attachmentsX (EPA Form 8580-1).

b. Confidential Statement of Formula (EPA Form
8570-4).

c. Generic Data Exemption Statement
(Formulator's Exemption Statement) (EPA Form
8570-27). if applicable.

2. Within 9 months from receipt of this document you
must submit to The Product Manger:

a. Application for Pesticide Registration/Amend-
ment (EPA Form 8570-1).

b. Three copies of draft labeling, as specified
ifn Chapter 1V.D. Required Labeling,
including the container Tabel and any
associated supplemental labeling. Labeling
should be either typewritten text on 8-1/2 x
11 inch paper or a mockup of the labeling
suitable for storage in 8-1/2 x 11 files.
The draft label must indicate the intended
colors of the final label, clear indication
of the front panel of the label, and the
intended type sizes of the text.
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3. Within the time frames set forth in Table A, you
must submit to the Registration Divisic. all generic data, unless
you are eligible for the formulator's exemption. If for any
reason any test is delayed or aborted so that the schedule cannot
be met, immediately notify the Product Manager and the Office of
Compliance Monitoring of the problem, the reasons for the
problem, and your proposed <ourse of action.

c. End-Use Products containing the subject pesticide as,
sole active Tngredient.

1. Within 90 days from receipt of this document, you
must submit to the Product Manager in the Registration Division:

a. Generic Data Exemption Statement
(Formulator‘s Exemption Statement (EPA Form
8570-27), 1if applicable.

2. Within 9 months from receipt of this document you
must submit to tThe Product MManager:

a. Two copies of any product-specific data, if
required by Table C (1f 1ncluded).

b. Product Specific Data Report (EPA Form 8580-4
if Table C l1ists requfred product-specific
data.

c. Three copies of draft labeling, as specified
in Chapter 1IV.D. Required labeling,
including the contaifner Tabel and any
associated supplemental labeling. Labeling
should be efjther typewritten text on 8-1/2 x
11 inch paper or a mockup of the labeling
suitable for storage in 8-1/2 x 11 files.
The draft label must indicate the intended
colors of the final label, clear indication
of the front panel of the label, and the
intended type sizes of the text.

D. End-Use Products containing the subject pesticide in
combination with other active ingredients.

1. Within 9 months from receipt of this document you
must submit to The Product WManager:

a. Three copies of draft labeling, as specified
in Chapter 1IV.D. Required l1abeling,
including the container Tabel and any
associated supplemental labeling. Labeling
should be either typewritten text on 8-1/2 x
11 inch paper or a mockup of the labeling
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suitable for storage in 8-1/2 x 11 files.
The draft label must indicate the intended
colors of the final label, clear indication
of the front panel of the label, and the
intended type sfizes of the text.

Intrastate Products containing the subject pesticide

either as sole active Tngredient or In combination with other

active ingredients.

Applications for full federal registration of

intrastate products are required to be submitted no later than
July 31, 1988.

F.

following

Addresses

The required information must be submitted to the
address:

George T. LaRocca (PM 15)
Registration Division (TS-767C)
Office of Pesticide Programs
Environmental Protection Agency
401 M St., SW

Washington, D.C. 20460.

The address for submissions to the Office of Compliance

Monitoring 1is:

Laboratory Data Integrity Assurance Division
Office of Compliance Monitoring (EN-342)
Environmental Protection Agency

401 M St., SW

Washington, D.C. 20460.
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I. DATA APPZULICES
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TGUIDE-1
GUIDE TO TABLES

Tables A, B, and C contain 1istings of data requirements for
the pesticides covered by this Registration Standard.

Table A contains generic data requirements that apply
To the pesticide in all products, fncluding data

requirements for which a "typical formulation™ is the
test substance.

Table B contains product-specific data requirements that
apply only to a manufacturing use product.

Table C contains product-specific data requirements that
apply only to an end use product.

The data tables are generally organized according to the
following format:

1. Data Requirement (Column 1). The data requirements are
listed in the order Tn which they appear in 40 CFR Part 158. The
reference numbers accompanying each test refer to the test
protocols set out in the Pesticide Assessment Guidelines, which
are available from the National Technical Information Service,
5285 Port Royal Road, Springfield, VA 22161.

2. Test Substance (Column 2). This column 1ists the

composition of the test substance required to be used for the
test, as follows:

TGAI = Technical grade of the active ingredient
PAI = Pure active ingredient

PAIRA = Pure Active ingredient, radio labeled
TEP = Typical end use formulation

MP = Manufacturing use product

EP = End use product

Any other test substances, such as metabolites, will be
specifically named in Column 2 or in footnotes to the table.

3. Use pattern (Column 3). This column indicates the use
patterns to which the data requirement applies. Use patterns are
the same as those given in 40 CFR Part 158. The following letter
designations are used for the given use patterns:

A = Terrestrial, food
Terrestrial, non-food
Aquatic, food
Aquatic, non-food
Greenhouse, food

moow
n
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F = Greenhouse, non-food
G = Forestry
H = Domestic outdoor
I = Indoor

:ng]other designations will be defined in a footnote to the
a e.

4, Does EPA have data? (Column 4). This column indicates one
of three answers:

YES - EPA has data in 1ts files that completely satisfy
this data requirement. These data may be cited by
other registrants in accordance with data compensation
requirements of Part 152, Subpart E.

PARTIALLY - EPA has some data in its files, but such
data do not fully satisfy the data requirement. In
some cases, the Agency may possess data on one of two
required species or may possess data on one test
substance but not all. The term may also indicate that
the data avajlable to EPA are incomplete. In this
case, when the data are clarified, or additional
details of the testing submitted by the original data
submitter, the data may be determined to be acceptable.
If this is the case, a footnote to the table will
usually say so.

NO - EPA either possesses no data which are sufficient
to fulfill the data requirement, or the data which EPA
does possess are flawed scientifically in a manner that
cannot be remedied by clarification or additional

information.

5. Bibliographic citation (Column §5). If the Agency has
acceptable data In Tts files, this column l1ists the identifying
number of each study. This normally is the Master Record
Identification (MRID) number, but may be a GS number 1f no MRID
number has been assigned. Refer to the Bibliography Appendices
for a complete citation of the study.

6. Must additional data be submitted? (Column 6). This column
indicates whether the data must be submitted to the Agency. If
column 3 indicates that the Agency already has data, this column
will usually indicate NO. If column e indicates that the Agency
has only partial data or no data, this column will usually
indicate YES. In some cases, even though the Agency does not
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have the data, EPA will not require fts submission because of
the unique characteristics of the chemfcal; because data on
another chemical can be used to fulfill the data requirement; or
because the data requirement has been waived or reserved. Any
such unusual situatfons will be explained in a footnote to the
table.

7. Timeframe for submission (Column 7). If column 6 requires
that data be submitted, this column indicates when the data are
to be submitted, based on the date of receipt of the Registration
Sstandard. The timeframes are those established either as a
result of a previous Data Call-In letter, or standardized
timeframes established by PR Notice 85-5 (August 22, 1985).

8. Footnotes (at the end of each table). Self-explanatory.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submissionll

Part 158, Subpart C, Product Chemistry
Product Identity and Composition
61-2 - Description of Starting

Materials and Manufac-

turing Process TGAI Al Yes 40085801 Reserved2/,3/,%/ 03/21/87

40223002

61-3 - Discussion of Formation

of Impurities TGAI Al Yes 40085801 Reserved?/,3/,5/ 03/21/87

40223002

Analysis and Certification of
Product Ingredients
62-1 - Preliminary Analysis 2,3, 6

of Product Samples TGAI All Yes 40223001 Reserved</,2/,%/ 09/22/87
Physical and Chemical Characteristics
63-2 - Color TGAI Al Yes 40085802 Reserved?/,3/,7/ 09/22/87
63-3 - Physical State TGAI ATl Yes 40085802 Reserved?/,3/,7/ 09/22/87
63-4 - Odor TGAI Al Yes 40085802 Reserved2/.3/,7/ 09/22/87
63-5 - Melting Point TGAI Al Yes 40085802 Reserved?/,3/,8/ 09/22/87
63-6 - Boiling Point TGAI AT Yes 40085802 Reserved?/,37,9/ 09/22/87
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Bibl{iographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (HRID) Data Be Submitted? Submissionl/

Part 158, Subpart C, Product Chemistry (cont'd)

Physical and Chemical
— Characteristics (cont'd)

63-7 - Density, Bulk Density, or

Specific Gravity TGAI Al yes 40085802 Reservedzl,3/ 09/22/87
63-8 - Solubflity TGAI or PAl AN Yes 40085802 Reservedzl,3/ 09/22/87
63-9 - VYapor Pressure TGAI or PAI Al Yes 40085802 Reserved?/,3/ 09/22/87
63-10 - Dissocfation Constant TGAI or PAI Al Yes 40085802  Reserved?/,3/  09/22/87
63-11 - Octanol/Water Partition

Coefficient PAI AN Yes 40085802 Reserved?/,3/ 09/22/87
63-12 - pH TGAI Al Yes 40085802  Reserved?/,3/  09/22/87
63-13 - Stability TGAI AN Yes 40085802 Reserved?/,3/  09/22/87

Other Requirements:
64-1 - Submittal of Samples N/A N/A N/A N/A No 09/22/87
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Part 158, Subpart C, Product Chemistry - Footnotes

1/ Due dates refer to the number of months following the registrant's receipt of this Registration Standard, unless

otherwise indicated by calendar dates determined from the date of issuance of the Agency's Comprehensive Data Call-In
letter dated April 29, 1986.

2/ Required for all technical grade fenthion products. The 95% (EPA Reg. No. 11556-36), 93% EC (EPA Reg. No. 3125-148) and
93% (EPA Reg. No. 3125-197) products are considered technical products.

3/ pata submitted in response to the April 29, 1986 Comprehensive Data Call-In were not received in time to be included in
the data base reviewed for this standard. Therefore no determination has been made as to the adequacy of this data in

satisfying the data requirement. Should the data be found unacceptable after Agency review a new study is required
under Section 3(c)(2)(B).

4/ Complete information must be provided regarding the nature of the process (batch or continuous), the relative amounts
of starting materials and the order in which they are added, the chemical equations for each intended reaction,
equipment used to produce each intermediate and the final product, reaction conditions, the duration of each step of
the process, purification procedures, and quality control measures. In addition, the name and address of the
manufacturer, producer, or supplier of each starting material must be provided, along with information regarding
the properties of each starting material used to manufacture each product.

5/ A detailed discussion of all impurities that are or may be present at >0.1%, based on knowledge of the starting

materials, chemical reactions (intended and side) in the manufacturing process, and any contamination during and
after production must be submitted.

6/ Five or more representative samples must be analyzed for the amount of active ingredient and each impurity present at
> 0.1% (w/w), and each toxicologically significant inert. Complete validation data (accuracy, precision) must be
submitted for each analytical method used.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Part 158, Subpart C, Product Chemistry - Footnotes (continued)

7/ A11 physicochemical characteristics of the technical product, or the pure active ingredient, as required in
40 CFR 158.120 and more fully described in the Pesticide Assessment Guidelines, Subdivision D,
must be submitted.

8/ Required if the technical chemical is a solid at room temperature.

9/Required if the technical chemical is a 1iquid at room temperature.



56

TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Does EPA Citation Must Additional for
Data Requirement Substance Have Data? (MRID) Data Be Submitted? Submissionl/
Sec. 158.240 Residue Chemistry
171-2 - Chemical Identity TGAI No Yes2/
171-3 - Directions for Use Yes Product Label No
171-4 - Nature of the Residue
(Metabolism)
- Plants PAIRA Partially 00066832, Yes3/, %/ 18 Months
00075108
- Livestock PAIRA Partially 00115886 YesS/ 18 Months
: 00154967
171-4 - Residue Analytical Methods TGAI and metabolites Partially 00093415, Yesb/,7/ 15 Months
- Plant and Animal Residues 00115887,
00115889,
00115895,
00116381,
00116748,
00116750,
00116751,
00154967
171-4 - Storage Stability Data EP and metabolites Partially 00115889, Yes?/,8/,9/ 18 Months

00154967
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submissionl/
Sec. 158.240 Residue Chemistry (cont'd)
171-4 - Magnitude of the Residues
in Plants
- Crop Field Trials
- Cereal Grains GrouplO
0 Rice TEP Yes 00116749 No
00154967
- Forage, Fodder, and
Straw of Cereal
Grains Grou;fi/.lzl
O Rice Straw TEP Partially 00154967 Yesld; 30 Months
- Grass Forage, Fodder, TEP Partially 00032871, ves14/,15/, 30 Months
and Hay Group 00065775, 167,17
00065776,
00116399
- Nongrass Animal Feeds
(Forage, Fodder,
Strawl and Hay)
Groupi8/,19/
0 Alfalfa EP Partially 00032871, Yes20/, 21, 30 Months
00065775, 22/

00065776
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submissionl/

Sec. 158.240 Residue Chemistry (cont'd)

171-4 - Magnitude of the Residues
- Crop Field Trials (cont'd)

- Meat/Milk/Poultry/Eggs TEP Partially 00062094, Reserved23/
00071969,
00093415
00093416
00093422
00093459,
00115216
00115886,
00115889,
00115898,
00115908,
00115928,
00115932,
00116381,
00116386,
00116398,
00116748

- Potable Water No Yes24/ 15 Months
- Fish and Shellfish No Yes25/
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.240 Residue Chemistry - Footnotes

1/ pue dates refer to the number of months following the registrant's receipt of this Registration Standard, unless
otherwise indicated.

2/ The same chemfcal {dentity data required as under 158.120, with emphasis on impurities that could constitute residue
problems. Refer to Product Chemistry Data Requirements tables (A and B).

3/ The uptake, distribution, and metabolism of ring-labeled [14C] fenthion in alfaifg and a representative grass
following foliar or broadcast application at a rate sufficiently high to permit “C-restdue characterization.
Residue jdentities must be confiremed by a method such as GC, HPLC, and/or mass spectrometry. Data reflecting
solvent extraction of fenthion must also be provided. Representative samples from the required metabolism studies
must also be analyzed using accepted enforcement methods to ascertain that these methods will determine all possible

metabolites of concern.

4/ The registrant should complete and submit all plant metabolism data to the Agency for review prior to initfation of
residue field trials and processing studies.

5/ Metabolism studies szt be submitted utilizing ruminants and poultry. Animals must be dosed for at least 3 days
with ring-labeled [2%C] fenthion at a concentration in the total diet that will result in sufficient residues in
tissues, milk, and eggs for characterization. Animals must be sacrificed within 24 hours of the final dosing.

Milk and eggs must be collected twice daily. 14c_residues in muscle, fat, kidney, Hveri milk, and eggs must be
characterized. 1In addition, cattle and swine must be dermally dosed with ring-labeled | 4CJ fenthion at a concen-
tration that will result in sufficient residues in the tissues for characterizations. Animals must be sacrificed

24 hours after treatment and residues characterized in muscle, fat, kidney, liver, and skin (swine only). Represen-
tative samples from the studies requested above must also be analyzed using accepted enforcement methods to ascertain

their validity.
6/ Residues of FSO [0,0-dimethyl-0-[4-(methylsulfinyl)-m-tolylphosphorothioate] and FSO2 L0,0-dimethyl-0-L4-(methyl-

sulfonyl )m-toly]phosphorothioate] in or on crop samples must be subjected to analysis by multiresidue protocois.
Protocols for Methods I, II, III, and IV are available from the National Technical Information Service under Order

No. PB 203734/AS.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.240 Residue Chemistry - Footnotes (cont'd)

7/ Additional methods, validation data, residue data (for representative commodities), and stability of residues

8/

10/
11,
12/

13/

in storage may be required if the metabolism studies requested in the sections entitled "Nature of the Residue

in Plants” and “"Nature of the Residue in Animals" reveal additional metabolites of toxicological concern in
plants or animals.

The storage intervals and conditions of samples used to support all established tolerances for residues of
fenthion and its cholinesterase-1nhibiting metabolites must be submitted. These data must be accompanied by
data depicting the percent decline in residues of fenthion and its cholinesterase-inhibiting metabolites at
the times and under the conditions specified. Additional stability studies are not required for: (i) fenthion
and FOSO2 in cow “"steak" and fat stored at 249C for up to 6 hours; (11) fenthion in cow liver stored at 249C
for up to 6 hours; and (iii) fenthion and FOSO in or on alfalfa stored at 0 to -100F for up to 62 weeks. On
receipt of these data, the adequacy of the aforementioned tolerances will be reevaluated.

A1l requested residue data must be accompanied by data regarding storage length and conditions of storage of
samples analyzed. These data must be accompanied by data depicting the stability of residues of fenthion and
its cholinesterase-inhibiting metabolites under the conditions and for the time intervals specified, with the
exception of: (1) fenthion and FOASO2 in cow "steak" and fat stored for up to 6 hours at 240C; (ii) fenthion

in cow liver stored at 24°C for up to 6 hours; and (i1i1) fenthion and FOASO in or on alfalfa stored at 0 to
-100F for up to 62 days.

If the registrant wishes to propose a crop group tolerance, then use directions must be proposed and appropriate
supporting residue data submitted for corn (fresh, sweet, and dried field), sorghum, and wheat.

If the registrant wishes to propose a crop group tolerance, then additional data must be submitted to support the
established tolerance for residues of fenthion in or on the representative group member rice straw.

If the registrant wishes to propose a crop group tolerance, then use directions must be proposed and appropriate
supporting residue data submitted for additional representative group members (wheat, sorghum and corn).

Data must be submitted depicting fenthion residues of concern in or on rice straw harvested 30 days following the
last of three applications of an EC formulation at 0.1 1b ai/A. Tests must be conducted in California.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.240 Residue Chemistry - Footnotes (cont'd)

14/

15,

16/

17

18,

Data must be submitted reflecting residues of fenthion and its cholinesterase-inhibiting metabolites in or on
Bermuda grass, bluegrass, and bromegrass or fescue (as fresh grass and hay) treated with four broadcast appli-
cations (at 2l-day intervals) of a G Formulation at 0.2 1b ai/A and, in separate tests, four broadcast applica-
tions (at 21-day intervals) of an EC formulation at 0.1 1b ai/A as: (1) a mist spray by ground equipment using
both low- and high-volume application; (ii) a ULV nonthermal aerosol application; and (iii) an aerial application
in a conventional dilution applied at a rate of 1 gal finished spray/A. Water must be used as a carrier and tests
must reflect a O-day posttreatment interval. Tests must be conducted in Arkansas (3%), Kansas (4%), Kentucky (6%),
Hissouri (11%), New York (5%), Oklahoma (4%), Pennsylvania (4%), Tennessee (4%), Texas (13%), and Virginia (3%)
which produced ca. 57% of the total 1982 domestic hay crop (other than alfalfa and small grains) and which may
represent pasture grasses as well (production figures in parentheses obtained from the 1982 Census of Agriculture,
Vol. 1, Pt. 51, p. 330). Tests reflecting the ULY nonthermal aerosol applications must be conducted fn Alabama,
Arkansas, Florida, Georgia, Louisiana, Mississippi, Tennessee, and Texas to support the Federal registration, and
in Idaho, Missouri, Oregon, Vermont, and Washington to support the uses permitted under SLN Nos. ID-800056,
M0-840002, OR-800085, UT-800010, and WA-780051.

Data must be submitted depicting residues of fenthion and its cholinesterase-inhibiting metabolites in or on
Bermuda grass, bluegrass, and bromegrass or fescue (as fresh grass and hay) harvested 0O-days following two
aerfal applications at 21-day intervals using an ofl1 carrier of the 9.76 1b ai/gal EC formulation at 0.075

1b ai/A. Tests must be conducted in Wyoming.

Data must be submitted depicting residues of fenthion and {ts cholinesterase-inhibiting metabolites in or on
Bermuda grass, bluegrass, and bromegrass or fescue (as fresh grass and hay) harvested on the day of the last
of four broadcast foliar applications (at 21-day intervals) of the 7 1b ai/gal EC formulation (by aircraft
using ULY equipment and a water carrier) at 0.1 1b ai/A. Tests must be conducted in Oregon where this use is

permi tted.

Data must be submitted depicting residues of fenthion and its cholinesterase-inhibiting metabolites in or on
Bermuda grass, bluegrass, and bromegrass or fescue (as fresh grass and hay) harvested on the day of the last
of four applications (made at 21-day intervals) of the 4 1b ai/gal EC formulation at 0.1875 1b af/A. Tests

must be conducted in California where this use is permitted.

If the registrant wishes to propose a crop group tolerance, then use directions must be proposed and appropriate
supporting residue data submitted for the additional representative group member clover (Trifolium sppl).
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.240 Residue Chemistry - Footnotes (cont'd)

19/

20/

21/

22/

If the registrant wishes to propose a crop group tolerance, then additional data are required to support the
existing tolerance for residues of fenthion and its cholinesterase-inhibiting metabolites in or on alfalfa.

Data must be submitted reflecting residues of fenthion and its cholinesterase-inhibiting metabolites in or on
fresh alfaifa and alfalfa hay harvested O-days following the last of folfar broadcast applications (one
application/cutting) at 21-day intervals of a G formulation at 0.2 1b ai/A, and, in a separate test, an EC
formulation at 0.1 1b ai/A. Separate tests with the EC formulation are to be made as: (i) a mist spray by
ground equipment using both high- and low-volume applications; (ii) an aerial application conventionally
diluted and applied at a rate of 1 gal finished spray/A; and (iii) a ULV nonthermal aerosol application.
Water must be used as a carrier. Tests reflecting a ULV nonthermal aerosol application must be conducted
in Alabama, Arkansas, Florida, Georgia, Louisiana, Mississippi, Tennessee, and Texas to support the Federal
registration, and in Idaho, Missouri, Oregon, Vermont, and Washington to support the uses permitted under
SLN Nos. ID-800056, M0-840002, OR-800085, UT-8000010, and WA-780051. A1l remaining tests must be performed
in California (7%), Iowa (7%), Mississippi (5%), Minnesota (7%), Nebraska (6%), South Dakota (6%), and
Wisconsin (13%), which, together with the neighboring States of Il11inois (3%), Montana (3%), North Dakota
(3%), and Ohio (2%), collectively produced 62% of the total alfalfa crop in 1984 (production figures in
parentheses were obtained from Agricultural Statistics, 1985, p. 242).

Data must be submitted depicting residues of fenthion and its cholinesterase-inhibiting metabolites in or on
fresh alfalfa and alfalfa hay harvested 0-days following the last of broadcast foliar applications at 21-day
intervals (one treatment per cutting) of the 7 1b ai/gal EC formulation (applied by aircraft using ULV equipment

and water as a carrier at 0.1 1b ai/A. Tests must be conducted in Oregon which is the only state where this use
is permitted.

Data depicting residues of fenthion and its cholinesterase-inhibiting metabolites in or on fresh alfalfa and
alfalfa hay harvested O-days following the last of broadcast foliar applications (one application/cutting) at
21-day intervals (by conventional ground and aircraft equipment) of the 4 1b ai/gal EC formulation at 0.1875
1b ai/A. Tests must be conducted in California which is the only state where this use is permitted.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.240 Residue Chemistry - Footnotes (cont'd)

23/ Currently, the nature of the residue in animals is not adequately understood. On receipt of the data requested

24/

25/

in the section entitled "Nature of the Residue in Animals," the appropriate nature of tolerances for residues in
animal products will be determined and, with consideration for any newly found metabolites of toxicological
concern, the adequacy of the available data regarding the magnitude of the residue in fat, meat, and meat
byproducts of cattle, hogs, poultry and milk will be determined.

Data must be submitted depicting the nature and magnitude of the residue in raw water fo1ldﬁing treatment of
various bodies of water (i.e., lakes, ponds, marshes, etc.) with multiple applications (at 21-day intervals) of
each of the following: (i) an RTU formulation at 1.5 ga. finished spray/A; (ii) a D and G formulation (in separate
tests) at 0.2 1b ai/A; and (111) an EC formulation at 0.05 1b ai/A. Degradation products in water should be
identified and quantified. Should detectable residues of concern occur in water, then tolerance proposals for
irrigated crops as well as an estimated appropriate level in water will be required. In lieu of submitting data
the following label restriction may be implemented: Broadcast use over aquatic areas which include drainage
ditches, stagnant and standing water and intermittantly flooded areas around other bodies of water. Application
may not be made around bodies of water where fish or shellfish are grown and/or harvested commercially.

If detectable residues of concern are found in water then residue and metabolism studies in fish will be required.
Since the present use sites include tidal areas, a residue study with shellfish ( a mollusk and a crustacean) will
also be required. In lieu of submitting data the following label restriction may be implemented: Broadcast use
over aquatic areas which include drainage ditches, stagnant and standing water and intermittantly flooded areas
around other bodies of water. Application may not be made around bodies of water where fish or shellfish are

grown and/or Qarvested commercially.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Bibl{ographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (HRID) Data Be Submitted? Submissionl/

Sec. 158.290 Environmental Fate
Degradation Studies - Lab
161-1 - ﬂydroﬂysis PAIRA ABCDGH No Yes 9 Months
Photodegradation
161-2 - In Water PAIRA ABCDGH Yes 401104012/ Reserved3/ 06/19/87
161-3 - On Sofl PAIRA OR TGAI ABG No Yes 9 Months
161-4 - In Air PAIRA OR TGAI A B No Yes 9 Months
Metabolism studies - Lab
162-1 - Aerobic Soll PAIRA ABGH Yes 00114318 No = eeee
162-2 - Anaerobic Soil PAIRA OR TGAI ABC Yes 00114318 No = eeeee
162-3 - Anaerobic Aquatic PAIRA OR TGAI CDG No Yes 12/20/88

162-4 - Aerobic Aquatic PAIRA OR TGAI cD No Yes 12/20/88
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TABLE A

GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submi ssionl/

Sec. 158.290 Environmental Fate (continued)
Mobility Studies
163-1 - Leaching and PAIRA ABCDGH Partially 00115918  Reserved3/,4/  09/22/87

Adsorption/ 401942014/

Desorption
163-2 - Volatility (Lab) TEP AB No Yes 12 Months
163-3 - Volatility (Field) TEP AB No Reservedd/ = -—ee--
Dissipation Studies - Field
164-1 - Soil TEP ABH No Yes6/ 12/20/88
164-2 - Aquatic (Sediment) TEP CD No Yesb/ 12/20/88
164-3 - Forestry TEP G No Yes6/ 27 Months
164-4 - Combination and TEP N/A No No’/ ---

Tank Mixes
164-5 - Soil, Long-Term TEP ABH No Reserved8/ -——-



GENERIC DATA REQUIREMENTS FOR FENTHION
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TABLE

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? Data Be Submitted? Submissionly
Sec. 158.290 Environmental Fate (continued)
Accumulation Studies
165-1 - Rotational Crops PAIRA ABC No Yes 39 Months
(Confined)
165-2 - Rotational Crops TEP ABC No Reserved?d/ -
(Field)
165-3 - Irrigated Crops TEP cD No YTes 39 Months
165-4 - In Fish PAIRA OR TGAI ABCDG No Yeslol 12 Months
165-5 - In Aquatic Nontarget TEP DG No Reservedll/ -
Organism
Sec. 158.390 Reentry Protection
132-1 - Foliar Dissipation TEP B No Yesl2/ 27 Months
132-2 - Sofl Dissipation TEP N/A No No -
132-3 - Dermal Exposure TEP B No Optionalld; —--
132-4 - Inhalation Exposure TEP B No Optionall3d/ -
Sec. 158.440 Spray Drift
201-1 - Droplet Size Spectrum TEP ABCDGH No Yesl4/ 12 Months
202-1 - Drift Field Evaluation TEP ABCDGH No Yesl4/ 12 Months
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.290 Environmental Fate - Footnotes
Sec. 158.390 Reentry Protection - Footnotes
Sec. 158.440 Spray Drift - Footnotes

1/ Due dates refer to the number of months following the registrant's receipt of this Registration Standard, unless

otherwise indicated by calendar dates determined from the date of {ssuance of the Agency's Data Call-In Letter
dated April 29, 1986.

2/ Data have been received but have not completed the Agency's review process. Therefore, no determfnation can be
made at this time as to the adequacy of the data in meeting this data requirement.

3/ If, at the conclusion of Agency's data review process, the data is found unacceptable a new study will be required
under Section 3(c)(2)(B) of FIFRA.

4/ Studies on three other soils are required. At least one of these studies should be an aged column leaching study
(preferably on sandy l1oam soil) with adequate identification of soil and leachate residues. The other studies
should be unaged adsorption/desorption with K4 values determined.

5/ Field volatility requirement is reserved pending receipt and evaluation of acceptable laboratory volatility data. If
required, the field volatility study will be due within 15 months after notification of requirement by the Agency.

6/ Method sensitivity should be about 10 ppb for soil. The degradates identified in the metabolism studies should be
moni tored, including 3-methyl-4-(methylsulfonyl)-phenol and 3-methyl-4-(methylsulfinyl)-phenol.

7/ combination and tank mixes are not being addressed in this Standard.

8/ Long-term field dissipation data requirement is deferred pending receipt of acceptable field dissipation
data (164-1). If required, the long-term field dissipation study will be due within 50 months after
notification of the requirement by the Agency.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.290 Environmental Fate - Footnotes (continued)
Sec. 158.390 Reentry Protection - Footnotes
Sec. 158.440 Spray Drift - Footnotes

9/ Field crop rotation data requirement is deferred pending receipt of acceptable confined rotational crop
accumulation data. If required, the field crop rotation study will be due within 50 months after notification
of the requirement by the Agency.

10/ The registrant should first submit an octanol/water partition coefficient.

117 Aquatic non-target organism data requirement is reserved pending the results of the laboratory studfes of
pesticide accumulation in fish (165-4). If required, the aquatic non-target organism pesticide accumulation
study will be due within 12 months after notification of the requirement by the Agency.

12/ For ornamenta) use patterns, the registrant is required to propose an acceptable reentry interval based either upon
data: (1) on dissipation of residues (decline curve), on human exposure to those residues, and on toxicity of the
residues or (i1) on determination of that time beyond which there are no detectable dislodgeable or inhalable residues

remaining in the worker environment.

13/ Human exposure monitoring data may be submitted at the registrant's option. If dermal ex; :sure data are submited,
inhalation exposure data must also be submitted.

18/ The spray drift droplet spectrum and field evaluation may be done together in order to evaluate the drop spectra
that are associated with actual field-use patterns.
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submissionl/
Sec. 158.340 Toxicology
Acute Testing
81-1 - Acute Oral - Rat TGAI ABCDGI Yes 00132312 Reserved3/ 06/19/87
401867042/
81-2 - Acute Dermal - Rat TGAI ABCDGI Yes 00132314 Reserved3/ 06/19/87
401867052/
81-3 - Acute Inhalation - Rat TGAI ABCDGI Yes 00132317 Reserved3/ 06/.9/6.
401867072/
81-4 - Eye Irritation - Rabbit TGAI ABCDGI Yes 00132319 Reserved3/ 06/19/¢.
4018670842
81-5 - Dermal Irritation - TGAI ABCDGI] Yes 00132319 Reserved3/ 06/19/87
Rabbit 401867092/
81-6 =~ Dermal Sensitization - TGAI ABCDG!I Yes 401867102/ Reserved3/ 06/19/87
Guinea Pig
81-7 -~ Acute Delayed TGAI ABCDG!I Yes 402292012/ Reserved3/ 09/22/87
Neurotoxicity - Hen
Subchronic Testiqg
82-1 - 90-Day Feeding -
- Rodent TGAI ABCDG! No Yesd/ 03/20/88
- Nonrodent TGAI ABCDGI No Yes4/ 12/20/87
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submi ss‘lonl/
Sec. 158.340 Toxicology (cont'd)
Subchronic Testing (cont'd)
82-2 - 21-Day Dermal TGAI ABCDG!I Yes 403295012/ Reserved3/ 09/22/87
82-3 - 90-Day Dermal TGAI ABCDGI No NOo = eeeaaa
82-4 - 90-Day Inhalation TGAI ABCDGI No YesS/ 15 Months
82-5 - 90-Day Neurotoxicity TGAI ABCDGI No Reservedf/ <aae-o
Chronic Testing
83-1 - Chronic Toxicity -
- Rodent TGAI ABCDGI No Yes7/ 11/20/90
- Nonrodent. TGAI ABCDGI Partial 00081363, Yes?/ 11/20/90
t 00132341,
00132356,
00147245
83-2 - Oncogenicity -
- Rat TGAI ABCDGI No Yes?/ 11/20/90
- Mouse TGAI ABCDGI No Yes?/ 11/20/90
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bib1iographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submissionl/
Sec. 158.340 Toxicology (cont'd)
Chronic Testing (cont‘d)
83-3 - Teratogenicity -
- Rat TGAI ABCDGI Yes 00132346 Reserved3/ 12/21/87
403294012/
- Rabbit TGAI ABCDGI Yes 00132347 No = eeeee-
404627014/
83-4 - Reproduction -
-Rat or Mouse TGAI ABCDGI Partial 00081115, Yes8/ 12/28/89
00132344
Mutagenicity Testing
84-2 - Gene Mutation TGAI ABCDGI Yes 00132349 No = eeme--
84-2 - Chromosome Aberration TGAI ABCDGI Yes 00132348 No = eee—-
00132349
00132350
00132351
00132352
00132353
84-2 - Other Mechanism of TGAI ABCDGI Yes 00147316 No = eeee--

Mutagenicity
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Noaes EPA Citation Must Additional for
Data Requirement Subs tance Patterns Have Data? (MRI1D) Data Be Submitted? Submissionl/
Sec. 158.340 Toxicology (cont’'d)
Special Testing
85-1 - General Metabolism PAI or PAIRA ABCDGI Yes 001159262/ Reserved3/ 04/26/88
001163962/
001323092/
001549672/
85-2 - Dermal Penetration PAI or PAIRA ABCDGI No Mo = eeeea-
Special Testing Qcular Effects
- Acute Oral - Rat TGAI ABCOGI No Yesd/ 9 Months
- Subchronic Oral - Rat TGAI ABCDGI No YeslOy 15 Months
- Six-tonth Oral - Dog or TGAI ABCDG!I No Yeslly 9 Months

Rabbit or Monkey
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GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.340 Toxicology - Footnotes

1/ nue dates refer to the number of months following the registrant's receipt of this Registration Standard, unless

otherwise indicated by calendar dates determined from the date of {ssuance of the Agency's Data Call-In Letter
dated April 29, 1986.

2/ pata have been recefved but have not completed the Agency's review process. Therefore, no determination can be
made at this time as to the adequacy of the data in meeting this data requirement.

3/ 1f, at the conclusfon of Agency's data review process, the data is found unacceptable a new study will be required
under Section 3(c)(2)(B) of FIFRA.

4/ subchronic feeding studies are not required if chronic feeding studies are conducted.

5/ A subchronic inhalation test is required 1f use of fenthion results in repeat inhalatfon exposure at levels
11ikely to be toxic.

6/ Requirement is contingent upon results of the acute delayed neurotoxicity study in hens. If required, the study
will be due within 15 months after notification of requirement by the Agency.

1/ Registrants who conduct chronic feeding and/or oncogenicity studies should inform the Agency in writing .f the
dosage levels planned and their reasons for believing that the highest dose approaches or equals the Ma:..imum
Tolerated Dose observed in subchronic or range-finding studies, and must also consult with the Agency to determine
that the appropriate dosage levels are being used in the chronic feeding and/or oncogenicity studies. If EPA
subsequently determines that the study was conducted using a dosage rate that was too low to assess long-term
effects, the study may be deemed not to satisfy the data requirement.

8/ Either the raw data from the existing study must be submitted to remedy its deficiencies or a new multi-generation
reproduction study is required.
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GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.340 Toxicology - Footnotes (cont'd)

9/ Acute Tests in Rats: (Recommended; acute sublethal doses; tests performed pretest, at 4 days and repeated at
Tntervals until Tull recovery). Observations should include:
- cholinesterase activity (blood); and
- retinal electrical activity (electroretinography).

10/ subchronic Study in Rats: (Recommended; 3 orally treated and 1 control group, 10 rats/sex/group. Observations

pretest and at intervals for at least 90 days; doses based on results of acute study). Observations should include:
- cholinesterase activity (blood, brain at termination);

retinal electrical activity (electroretinography);

opthalmoscopic observations;

fundis observations/photographs;

clinical observations of potential cholinergic signs;

body wetghts; and

histopathology of the eye; 1ight and EM, including intra- and extraocular muscle, optic

nerve and retina.

11/ Nonrodent (Dog/Rabbit/Monkey) Study: (Recommended; 3 orally treated and 1 control group, 5 animals/sex/group.
Observations pretest and at intervals for at least 6 months). Observations should include:

cholinesterase activity (RBC, plasma; at termination brain, oculomotor muscle, retina);

retinal electrical activity (electroretinography);

corneal sensitivity;

slit lamp biomicroscopic examinations;

corneal thickness;

corneal curvature;

opthalmoscopic/fundis observations/photographs;

intraocular pressure;

refractivity of cornea and lens;

clinical observations of potential cholinergic signs;

body weights; and ‘

histopathology of the eye; 1ight and EM, including intra- and extraocular muscle, optic
nerve and retina.
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancel/ Patterns Kave Data? (MRID) Data Be Submitted? SubmissionZ/
Sec. 158.490 Wildlife and Aquatic
‘Urganisms
Avian And Mammalian Testing
71-1 - Avian Acute Oral
Toxicity TGAI ABCDGH [1]3/ Yes 00160000 No 06/19/87
05000975
401867014/
Degradate A [B15/ C DG [116/ No Yes?/ 9 Months
71-2 - Avian Subacute Dietary
Toxicity
~ HWaterfowl TGAI ABCDGH [1]8/ Yes 00062189 No 06/19/87
401867034/
Degradate A [B15/ c D G [116/ No Yes?/ 9 Months
- Upland Game Bird TGAI ABCDGH [1]3/ Yes 00062189 No 06/19/87
401867024/
Degradate A [B15/ c D G [I16/ No Yes?/ 9 Months
71-3 - Wild Mammal Toxicity TGAI A [8197 ¢ [0J10/6 Mo Yesll/ " "Z:tnonths
.12-Mo
Progress Report)
Degradate A [B]19/ ¢ [p]10/6 No Yesl? 24 Months
I / (12-Month

Progress Report)
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Hust Additional for
Data Requirement Substancel/ Patterns Have Data? (MRID) Data Be Submitted? Submission2/
Sec. 158.490 Wildlife and Aquatic
Urganisms {cont'd)
Avian And Mammalian Testing (cont‘'d)
71-4 - Avian Reproduction
- Waterfowl TGAI A [3313/ CDG No Yesl4/ 24 Months
L1115/ (12-Month
Progress Report)
Degradate A [8213/[c114/n G No Reservedl6; ..
(1113,
- Upland Game Bird TGAI A [3313/ CDG No Yesl4/ 24 Months
[11dy, (12-Month
Progress Report)
Degradate A [B113/0c21%6  No Reservedl6/ .
71-5§ - Sirmulated an? Ac:ual
Field Testing for
Hammals and birds TEP A [B15/C DG Partial 00107081} Yesl?/,18/ 48 Months
f1i%y 00116380* (Protocols
40247101* 6 Months)
40247102* (Annual
40247104 Progress Reports

each 12 months)
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibl1iographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancel/  Patterns  Have Data? (NRID)  Data Be Submitted? Submission?/
Sec. 158.490 Wildlife and Aquatic
T)rganisms (conf a,
Aquatic Organisms Testing
72-1 - Freshwater Fish Acute
Toxicity
- Warmwater TGAI ABCDGHILIN vYes 05000819 No 06/19/87
05014941
402741014/
TEP CD Partial 4009460220/ Yes2l/ 9 Months
Degradate A B9/ ¢ DG [I]6/ No Yes22/ 9 Months
- Coldwater TGAI ABCDGHIIINY vYes 40094602 No 06/19/87
402142014/
TEP CDG Partial 4009460220/ Yes2ly 9 Months
Degradate A[BI9/ CDG No Yes22 9 Months
[136/
72-2 - Acute Toxicity to Fresh-
water Invertebrates TGAI ABCDGHI Yes 40094602 No = eeeee-
40246401
TEP CDG Partial 4009460220/ YesZl/ 9 Months
Degradate A[BI9/CDG No Reserved?d/ = ceee--

[136/
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GENERIC DATA REQUIREMENTS FOR FENTHION

Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancel/ Patterns Have Data? (MRID) Data Be Submitted? Submission2/
Sec. 158.490 Wildlife and Aquatic Organisms (cont'd)
Aquatic Organisms Testing (cont'd)
72-3 - Acute Toxicity to
Estuarine and Marine
Organisms TGAI [A197 (8117/D G Partial 4024710524/ Reserved26/ 09/22/87
4022840125/
405641014/
404955014/
TEP DG Partial 40094602207  vYes2l/ 12 Months
Degradate [A19/ 819/ 0 & No Reserved?d/ = aaae-.
72-4 - Fish Early Life Stage
and Aquatic Invertebrate 4
Life Cycle TGAI A(B]% CDG Yes 40564102%/ Reserved?’/ 01/22/88
Degradate A[BI%/ CDG No Reserved?8; = .
72-5 - Fish Life Cycle TGAI A[B)9/CDG No Reserved?8/ = -
72-6 ~ Aquatic Organism
q:ccumulagion TGAI A 52]9/ CDG No Yes29/ 12 Months
[(11%/
2-7 - Simulated or Actual
’ Field Testing TEP A[BJ9/CDG Partial 00107081} Yes18,,30,  o09/22/90
G (116/ 00116380}
00154963

40247103*
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Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancel/ Patterns Have Data? (MRID) Data Be Submitted? Submission?/
Sec. 158.490 Wildlife and Aquatic Organisms (cont'd)
70-1 - Special Testing
- Residue Monitoring TEP I No Yes31/,3%/ 48 Months
(Protocot
6 Months)
(12-Month
Progress Report)
- Bivalve Testing TGAI ABCDG No Yes34/ 18 Months
(Protocol
6 Months)
- Reptile and Amphibian TGAI ABDG No Yes35/ 18 Months
Testing (Protocol
6 Months)

Sec. 158.540 Plant Protection Testing

122-1 - Seed Germination/

Seed1ing Emergence TGAI (8132/p 6 Yes 401104024/ Reserved?/ 06/19/87

- Vegetative Vigor TGAI [8132/0 G Yes 401104024/ Reserved?/ 06/19/87

122-2 - Aquatic Plant Growth TGAI [8132/D 6 Yes 401867114/ Reserved4/ 06/19/87
401867124/
401867134/
401867144/

401867154/
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GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes
ec. . ant Protection Testing - Footnotes

* Could fulfill requirement in conjunction with other test data.
1/Degradate = Major degradates of fenthion; 3-methyl-4-(methylsulfonyl)-phenol and 3-methyl-4-(methylsulfinyl)-phenol.

2/pue dates refer to the number of months following the registrant's receipt of this Registration Standard, unless
otherwise indicated by calendar dates determined from the date of issuance of the Agency's Data Call-In Letter

dated April 29, 1986.

3/The use of fenthion on livestock is categorized as an indoor use; however, exposure to birds is possible. Therefore, a
study is required for products registered for direct application on cattle and swine. Also required for manufacturing
use products which, as a technical, are solids and used to formulate all products registered for indoor use.

4/pata have been received but have not completed the Agency's review process. Therefore, no determination can be made at
this time as to the adequacy of the data in meeting this data requirement.

5/Requ1red only to support registrations of those formulations used to control mosquitoes and to control birds in
industrial areas.

6/Required only to support registration of those formulations that are applied directly to cattle or swine.

7 /Required because of series of bird kills reported by Hanson and Howell (1981) suggest that magpies were killed by feeding
on backs of cattle; in some cases, several weeks after the Tivestock had been treated. Since available informatfon
indicates fenthion has a relatively short half-l1ife, it is possible that some degradate is toxic to birds. One avian
dietary study must be conducted with efther an upland species or a waterfowl, major degradates of fenthion (see note

No. 1).
8/Required to support registration of those formulations that are applied directly to cattle or swine. Also, one avian

dietary test is required with either an upland species or a waterfowl to support all registered manufacturing-use
products used to make any indoor formulation.
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Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes (cont'd)
Sec. 158,540 PTant Protection Testing - Footnotes (cont'd)

9 Required only to support registration of those formulations used for mosquito control.

1°/Requ1red only to support registration of nongranular formulations.

11/The use of fenthion is suspected of killing mammals (Deweese et al. 1981, MRID No. 40247101). Acute toxicity
testing {s required to determine the toxicity of fenthion to mammals.

12/The use of fenthion is suspected of kill1ing mammals following application at rates that would not have been
expected to cause residues lethal to mammals (Deweese et al. 1981, MRID No. 40247101). It is possible that a

degradate is toxic to mammals. Acute toxicity testing is required to determine the toxicity of fenthion
degradates (see footnote No. 1) to mammals.

13/Required to support registrations of all mosquito control formulations that involve muitiple applications per
season. Also required for formulations used to control birds because bird perches are maintained regularly for
continuous control and, subsequently, extended exposure to nontarget birds.

14 /pequired because multiple applications are permitted.

15/Requ1red to support registration of those formulations that are applied directly to cattle or swine because

incidents reported by Hanson and Howell (1981) indicate toxic effects occur for several weeks after treatment,
suggesting chronic exposure.

16 /peserved pending receipt of avian acute and dietary test results with degradates.

17/The available field tests do not fulfill the requirements for definitive field studies. They do not provide
quantitative information on the effects of fenthion on birds and mammals.

18/Terrestrial Field Studies
The use oF fenthion on the following sites has been determined to cause adverse effects to terrestrial organisms.

The following chart indicates the types of terrestrial field studies required for each use site per category. The
terms used to describe the types of studies are:

a. Preliminary field study, which is a multisite, multilocation screening study to detect acute effects to mammals
and/or birds. Multisite means several (8) treatment and sampling areas within each location. Location refers
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GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes (cont'd)
Sec. I58.540 Plant Protection testing - Footnotes (cont'd)

b.

to geographically or ecologically distinct portions of the range where fenthion is applied for each particular
use site (e.g., pastureland mosquito control or bird control around manmade structures). The results of these
preliminary screening studies will be used to determine the need for definitive avian and/or mammalian field
studies. The Agency can provide guidance for developing such studies.

Definitive field study, which is a multiyear, multilocation study to quantify the effects of the particular use,
Tn this case, exposed avian species. This would involve studying several species with various censusing and
population measuring techniques for several years to determine the extent of effects that have already been
demonstrated in preliminary type studies and incident reports.

Aquatic Studies
Kquatic mesocosm studies are required for the identified sites because of concern for hazard to aquatic organism

and

fish. Aquatic mesocosm studies are field studies incorporating multiple treatment ponds of similar size and

characteristics and multiple treatment rates. Effects to the aquatic community will be determined by measuring the
difference in success and development of biota in treatment ponds to control ponds.

Site

Cat. Use Site Use Type of Field Study Required
A (TERRESTRIAL FOOD)
Pastures Mosquito and other pest Preliminary mammalian study
control Definitive avian study

Aquatic mesocosm study

(TERRESTRIAL NONFOOD)
Nonagricultural areas Mosquito control Preliminary mammalian study

Definitive avian study
Aquatic mesocosm study

Manmade structures Bird control Preliminary avian study
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Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes (cont'd)
Sec. I58.580 PTant Protection Testing - Footnotes (cont'd)

Site
Cat. Use Site Use Type of Field Study Required

C (AQUATIC FOOD)

Rice Mosquito control Preliminary avian study
Aquatic mesocosm study

D (AQUATIC NONFOOD)
Standing water Mosquito control Preliminary mammalian study
Definitive avian study
Aquatic mesocosm study
A11 granular formulations Preliminary avian study
I { INDOOR)

Livestock Pest control Preliminary avain study
Aquatic mesocosm study

G (FORESTRY)

Nonagricultrual Mosquito control Preliminary mammal study
areas including Definitive avian study
forest Aquatic mesocosm study

The registrant may arrange to meet with Agency staff to discuss approaches to addressing the concerns for
terrestrial wildlife and aquatic biota and the possibility of designing studies that may cover multiple-use
sites for mosquito control. Protocols for each required study must be submitted within 6 months following
receipt of this Registration Standard.
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Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes (cont'd)
Sec. 158.530 PTant Protection Testing - Footnotes (cont'd)

19/Required to support registration of those formulations that are applied directly on cattle or swine because
livestock may be expected to move into waterways after being treated. Also, a test with either a coldwater
or warnwater species is required to support manufacturing-use products used to make indoor formulations.

20/A11 studies were conducted with either a 46% or 47.5% ai formulation. The inerts were not identified.

21 /rormulation testing is required of all nongranular formulations that are applied directly to water. Formulations
of similar percent active ingredient and similar inerts/other actives may be represented by one such formulation.
The following are the nongranular formulations applied directly to water. Testing one representative formulation

from each group is acceptable.

Group Registration No. Formulation Use Site
1 5011-74 2.5% RTU Aquatic nonfood
1 5011-92 1.0% RTU Aquatic nonfood
1 10088-18 1.0% RTU Aquatic nonfood
2 400-226 1.0% Dust Aquatic nonfood
3 3125-73 25.3% EC* Aquatic nonfood
3 904-384 25.0% SC/L Aquatic nonfood
4 3125-148 9.67 1b/gal** Aquatic food (rice)

*Also fdentified in Listing of Registered Pesticide Products as 4 1b/gal, Confidential Statement of Formula
indicated that this is a 50.9% ai formulation. In either case, 1t still may be represented by, or represent,

group 3.

**[f this formulation is greater than 90% active ingredient, it does not need to be tested as a formulated product.
22/F{eld testing {ndicated that fish were killed by an application to water that should not have caused concentrations
lethal to fish. It is possible that a degradate is more toxic than fenthion. Acute tests with either a coldwater

or a warnwater species must be conducted using major degradates (see footnote No. 1).
23 /peserved pending results of freshwater fish tests using major degradates of fenthion (see footnote No. 1).

24 /partially fulfills requirement for estuarine fish test; fulfills requirement for shrimp test.
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Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes (cont'd)
Sec. 158.580 Plant Protection Testing - Footnoteés (cont'd)

25/partially fulfills requivement for estuarine fish test; fulfills requirement for shrimp and oyster tests.
26 /Estuarine Fish 96-hour test required.

27 /Fish early life stage and aquatic invertebrate life cycle test required because uses involve multiple
applications.

23/May be required depending on results of other tests because multiple applications/treatments permitted.

29/?equ1regdun1ess the fish accumulation test, normally required under Section 158.290 Environmental Fate,
s provided.

30/The available field tests do not fulfill the requirements for quantitative field studies with aquatic and
estuarine organisms.

31/Recause of the potential for treated livestock to enter and contaminate ponds, rivers, and s:reams, residue
moni toring is required. This involves choosing at least eight sites where cattle are being treated and
where these cattle can move into a natural waterway. Waterways must be representative of those used by
cattle, including large ponds, streams, and rivers. Treatment must be at maximum label rates; number .f
animals treated must be typical of large-scale farming operations. Within 6 hours after treatment, cattle
must be herded into the waterway that is to be sampled. Waterway must be at least 5 feet deep and cattle
must be permitted to move about freely once they enter the water. Water must be sampled as soon as cattle
enter and sampling must continue for at least 1 month. Samples in rivers or streams must also be collected
at several stations downstream, as well as at the point where the cattle are wading. Samples in ponds must
be from pond center as well as in shallower parts. The registrant(s) must submit a protocol for this
moni toring program within 6 months from the date of this standard.

32/Required to support registration of those formulations used to control mosquitoes and formulations registered
for use on ornamentals.
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Sec. 158.490 Wildlife and Aquatic Organisms - Footnotes (cont'd)
Sec. I58.5480 PTant Protection Testing - Footnotes (cont'd)

33/Studies to determine persistence of fenthion and major degradates on livestock. This would include field
residue monitoring of material collected from the back of treated livestock. Material to be sampled should
include hair pulled (not cut) from the treated area, and insects that may be present. This materfal should
be analyzed for fenthion and its major degradates or metabolites. Sampling should be collected daily for the
first week, and then weekly for at least 100 days. A treated cow and pig should be sacrificed to determine
residues in various parts of their body at various times (0-day, 1 week, and 1 month) following treatment.
These parts should include back skin, various internal organs, fat, and muscle. The purpose of these studies
is to identify the degradates/metabolites present in various materials associated with Tivestock treatment, and
to determine the levels of these chemicals and their persistence.

34/Basic toxicity testing on freshwater bivalves and their glochidia. This would involve testing freshwater
species that would be indicative of endangered mussels. The Agency is requesting additional guidance from
the Fish and Wildlife Service on how these tests should be designed. Registrants are encourage to submit a

protocol before initiating any testing.

35/Basic toxicity tests on reptiles and amphibians. A1l amphibian 1ifestages should be studied. The tested
species should be representative of endangered species that could be exposed to fenthion. The Agency is
requesting further guidance from the Fish and Wildlife Service on how these test should be designed and

recommends that registrants submit protocols before initiating the tests.
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Bibliographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substance Patterns Have Data? (MRID) Data Be Submitted? Submissfonl/

Sec. 158.590 Nontarget Insects
NONTARGET INSECT TESTING - POLLINATORS
141-1 - Honeybee Acute Contact

Toxicity TGAI AB Yes 00036935 No -
141-2 - Honeybee - Toxicity of

Residues on Foliage TEP AB No Yes?/ 15 Months
141-4 - Honeybee Subacute

Feeding Study Reservedd/ - - - - -—-
141-5 - Field Testing for

Pollinators TEP AB No No%/

NONTARGET INSECT TESTING - AQUATIC INSECTS

142-1 - Acute Toxicity to
Aquatic Insects ReservedS/ - - - - ---

142-2 - Aquatic Insect
Life-cycle Study ReservedS;, - - - - —-

142-3 - Simulated or Actual
Field Testing for

Aquatic Insects Reservedd/ - - - - -
NONTARGET INSECT TESTING - PREDATORS AND PARASITES
143-1
thru

143-3 - Reserved5/
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GENERIC DATA REQUIREMENTS FOR FENTHION

Sec. 158.590 Nontav:get Insects - Footnotes

1/Due dates refer to the number of months following the registrant's receipt of this Registration Standard, unless
otherwise indicated by calendar dates determined from the date of issuance of the Agency's Data Call-In Letter dated
April 29, 1986.

2/Residual toxicity data are required because data from the acute test indicate high toxicity.

3 /Reserved pending development of test methodology.

4/pata reviewed to date do not fndicate the need for field testing.

5/Reserved pending Agency decision as to whether the data requirement should be established.
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PRODUCT-SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING FENTHION

Bibl1ographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancell Patterns Have Data? (MRID) Data Be Submitted? SubmissionZ/
Part 158, Subpart C, Product Chemistry
Product Identity and Composition
61-1 - Product Identity
and Disclosure of
Ingredients NP AN Yes 40085801  Reserved3/,%/ 03/21/87
61-2 - Description of Starting
Materials and Manufac-
turing Process MP Al Yes 40085801  Reserved3/,5/ 03/21/87
61-3 - Discussion of Formation
of Impurities MP All Yes 40085801 Reserved3/.6/ 03/21/87
Analysis and Certification of
Product Ingredients
62-1 - Preliminary Analysis 7
of Product Samples MP All No Yes// 09/22/87
62-2 - Certification of 8
Ingredient Limits HMP Al No ,es%/ 09/22/87
62-3 -~ Analytical Methods
to Verify Certified 9
Limits MP ANl No Yes?/ 09/22/87
Physical and Chemical Characteristics
63-2 - Color MP AT No vusl0y 03/21/87
63-3 -~ Physical State MP A1l Yes 40085802 Reserved3/,1°/ 03/21/87
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PRODUCT-SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING FENTHION

Bibl1iographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancel/ Patterns Have Data? (MRID) Data Be Submitted? Submission2/
Part 158, Subpart C, Product Chemistry (cont'd)
Physical and Chemical
Characteristics (cont'd)

63-4 - Odor MP AN No YeslOy 03/21/87
63-7 - Density, Bulk Density, or

Specific Gravity MP All Yes 40085802 Reserved3/,1°/ 03/21/87
63-12 - pH MP AN No Yesll/ 03/21/87
63-14 - Oxfidizing or Reducing 12

Action MP All No Yesi</ 03/21/87
63-15 - Flammability MP AN No Yesl3/ 03/21/87
63-16 - Explodability MP AN No Yesld/ 03/21/87
63-17 - Storage Stability MP Al Yes 40085802  Reserved3/,10; 12721787
63-18 - Viscosity Mp AN Yes 40085802  Reserved3/,15/ 03/21/87
63-19 - Miscibility MP Al No Yes10/16/ 9 Months
63-20 - Corrosion Characteristics HP Al Yes 40085802  Reserved3/,10/ 12/21/87
Other Requirements:
64-1 - Submittal of Samples N/A N/A N/A N/A Nol?7) -
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TABLE B
PRODUCT-SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING FENTHION

Part 158, Subpart C, Product Chemistry - Footnotes

1

2/

5/

6/

7/

Test Substance: MP - Manufacturing-Use Product (Formulation intermediates (FI) are also included in the category
of manufacturing-use products). The 95% (EPA Reg. No. 11556-36),93% EC (EPA Reg. No. 3125-148), 93% (EPA Reg. No.
3125-197), 10% FI (EPA Reg. Nn. 655-371) amd 20% FI (EPA Reg. No. 655-372) are considered MPs.

Due dates refer to the number of months following the registrant's receipt of this Registration Standard, unless

otherwise indicated by calendar dates determined from the date of issuance of the Agency's Comprehensive Data
Call-In letter dated April 29, 1986.

Data submitted in response to the April 29, 1986 Comprehensive Data Call-In letter were not received in time to be
included in the data base reviewed for this standard. Therefore no determination has been made as to the adequacy

of this data in satisfying the data requirement. Should the data be found unacceptable after Agency review a new
study is required under Section 3(c)(2)(B) of FIFRA.

The chemical name and nominal concentration of each impurity for which a certified 1imit is required must be
submitted. In addition, the chemical name, nominal concentration, Chemical Abstracts (CAS) Registry Number, and
purpose of the active ingredient and each intentionally added inert must be provided. For the active ingredients,
the following must also be provided: the product, common, and trade names; the molecular, structural, and empirical
formulas; the molecular weight or weight range; and any experimental or internally assigned company code numbers.

Complete information must be provided regarding the nature of the process (batch or continuous), the relative
amounts of starting materials and the order in which they are added, the chemical equations for each intended
reaction, equipment used to produce each intermediate and the final product, reaction conditions, the duration
of each step of the process, purification procedures, and quality control measures. In addition, the name and

address of the manufacturer, producer, or supplier of each starting material must be provided, along with
information regarding the properties of those materials.

A detailed discussion of all impurities that are or may be present at >0.1%, based on knowledge of the starting

materials, chemical reactions (intended and side) in the manufacturing process, and any contamination during and
after production must be submitted.

Five or more representative samples must be analyzed for the amount of active ingredient and each impurity for which

a certified limit is required. Complete validation data (accuracy, precision) must be submitted for each analytical
method used.
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TABLE B
PRODUCT-SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING FENTHION

Part 158, Subpart C, Product Chemistry - Footnotes (continued)

8 Upper and lower limits for the active ingredient and each intentionally added inert, and upper 1imits for each
impurity present at ,0.1% (w/w) and each "toxicologically significant" impurity present at <0.1% (w/w) must be
provided, certified, and validated by sample analysis using analytical procedures for which accuracy and precision
data have been provided. Limits for impurities not associated with the active ingredient need be provided only if
they are considered to be of toxicological signiFficance, regardless of the concentration at which they are present.
Certifications must be submitted on EPA Form 8570 Rev. 2-85.

9 Analytical methods must be provided to determine the active ingredient, and each toxicologically significant

impurity and intentionally added inert for which certified 1imits are required. Each method must be accompanied
by validation studies indicating its accuracy and precision. These methods must be suitable for enforcement of

certified 1imits.

10/ physicochemical characteristics (color, physical state, odor, melting point, boiling point, specific gravity,
solubility, vapor pressure, dissociation constant, partition coefficient, pH, and stability) as required in
40 CFR 158.120 and more fully described in the Pesticide Assessment Guidelines, Subdivision D, must be submitted.

11/ pata required if the test substance is dispersible in water.

12/ pata required if the product contains an oxidizing or reducing agent.
13/ pata required {f the product contains combustible 1{quids.

14/ Data required if the product is potentially explosive.

15/ pata required {f the product is a 1iquid.
16/ pata required if the product is a 1iquid and is to be diluted with petroleum solvents.

17/ 1f samples are needed, the Agency will request them.
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TABLE 8
PRODUCT-SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING FENTHION

Bibl1iographic Timeframe
Test Use Does EPA Citation Must Additional for
Data Requirement Substancel/ Patterns Have Data? (MRID) Data Be Submitted? SubmissionZ/
Sec. 158.340 Toxicology
Acute Testing
81-1 - Acute Oral - Rat MP ABCDGI Yes 00132312 Reserved3/ 06/19/87
40186704
81-2 - Acute Dermal - Rat MP ABCDG!I Yes 00132314 Reserved3/ 06/19/87
40186705
81-3 - Acute Inhalation - Rat MP ABCDGI Yes 00132317 Reserved3/ 06/19/87
40186706
40186707
81-4 - Eye Irritation - Rabbit MP ABCDGI Yes 00132319 Reserved3/ 06/19/87
40186708
81-5 - Dermal Irritation - MP ABCDGI Yes 00132319 Reserved3/ 06/19/87
Rabbit 40186709
81-6 -~ Dermal Sensitization - MP ABCDE Yes 40186710 Reserved3/ 06/19/87
Guinea Pig
81-7 - Acute Delayed MP ABCDE Yes 40229201 Reserved3/ 09/22/87

Neurotoxicity - Hen
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TABLE B
PRODUCT-SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING FENTHION

Sec. I58.300 onicology - Footnotes

1/ Test material: MP = Manufacturing-Use Product (Formulation intermediates are also included {n the category of
manufacturing-use products).

2/ pue dates refer to the number of months following the registrant's receipt of this Registration Standard, unless
otherwise 1ndicated by calendar dates determined from the date of issuance of the Agency's Comprehensive Data

Data Call-In letter dated April 29, 1986.

3/ 1f at the conclusion of the Agency's review the data is found unacceptable a new study will be required under
Section 3(c)(2)(B) of FIFRA.
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II. LABELING APPENDICES
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SUMMARY-1
LABEL CONTENTS

40 CFR 162.10 requires that certain specific labeling
statements appear at certain locations on the label. This is
referred to as format labeling. Specific label items listed
below are keyed to the table at the end of this Appendix.

Item 1. PRODUCT NAME - The name, brand or trademark 1is
required to be located on the front panel, preferably centered in
the upper part of the panel. The name of a product will not be
accepted {f 1t is false or misleading.

Item 2. COMPANY NAME AND ADDRESS - The name and address of
the registrant or distributor is required on the label. The name
and address should preferably be located at the bottom of the
front panel or at the end of the label text.

Item 3. NET CONTENTS - A net contents statement is required
on all labels or on the container of the pesticide. The
preferred location is the bottom of the front panel immediately
above the company name and address, or at the end of the label
test. The net contents must be expressed in the largest suitable
unit, e.g., "1 pound 10 ounces” rather than "26 ounces.” In
addition to English units, net contents may be expressed in
metric units. [40 CFR 162.10(d)]

Item 4. EPA REGISTRATION NUMBER - The registration number
assigned to the pesticide product must appear on the label,
preceded by the phrase "EPA Registration No.," or “EPA Reg. No."
The registration number must be set in type of a size and style
similar to other print on that part of the label on which it
appears and must run parallel to it. The registration number and
the required identifying phrase must not appear in such a manner
as to suggest or imply recommendation or endorsement of the
product by the Agency. 1[40 CFR 162.10(e)]

Item 5. EPA ESTABLISHMENT NUMBER - The EPA establishment
number, preceded by the phrase "EPA Est.®" is the final estab-
ment at which the product was produced, and may appear in any
suitable location on the label or immediate container. It must
also appear on the wrapper or outside container of the package if
the EPA establishment number on the immediate container cannot be
clearly read through such wrapper or contafner.

[40 CFR 162.10(f)]
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Item 6A. INGREDIENTS STATEMENT - An ingredients statement
is required on the front panel. The ingredients statement must
contain the name and percentage by wefght of each active
ingredient and the total percentage by weight of all inert
ingredients. The preferred location is immediately below the
product name. The ingredients statement must run parallel with,
and be clearly distinguished from, other text on the panel. It
must not be placed in the body of other text. [40 CFR 162.10(g)]

Item 6B. POUNDS PER GALLON STATEMENT - For 1iquid agricul-
tural formulations, the pounds per gallon of active ingredient
must be indicated on the label.

Item 7. FRONT LABEL PRECAUTIONARY STATEMENTS - Front panel
precautionary statements must be grouped together, preferably
within a block outline. The table below shows the minimum type
size requirements for various size labels.

Size of Label Signal Word “Keep Out of Reach
on Front Panel Minimum Type Size ot Children”

in Square Inches A1l Capitals Minimum Type Size
5 and under 6 point 6 point
above 5 to 10 10 point 6 point
above 10 to 15 12 point 8 point
above 15 to 30 14 point 10 point
over 30 18 point 12 point

Item 7A. CHILD HAZARD WARNING STATEMENT - The statement
“Keep Out of Reach of Children” must be located on the front
panel above the signal word except where contact with children
during distribution or use is unlikely.

L40 CFR 162.10(h)(1)(i1)J

Item 7B. SIGNAL WORD - The signal word (DANGER, WARNING, or
CAUTION) 1s required on the front panel immediately below the
child hazard warning statement. [|40CFR 162.10(h){(1)(1)]J

Item 7C. SKULL & CROSSBONES AND WORD "POISON" - On products
assigned a toxicity Category I on the basis of oral, dermal, or
inhalation toxicity, the word “Poison” shall appear on the label
in red on a background of distinctly contrasting color and the
skull amnd crossbones shall appear in immediate proximity to the
word POISON. 140 CFR 162.10(h)(1)({1)

Item 7D. STATEMENT OF PRACTICAL TREATMENT - A statement of
practical treatment (first aid or other) shall appear on the
label of pesticide products in toxicity Categories I, I1I, and
III. 140 CFR 162.10(h)(1)(111))
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Item 7E. REFERRAL STATEMENT - The statement ~"see Side (or
Back) Panel for Additional Precautionary Statements™ 1s required
on the front panel for all products, unless all required
precautionary statements appear on the front panel.

L40 CFR 162.10(h)(1)(111)])

Item 8. SIDE/BACK PANEL PRECAUTIONARY LABELING - The
precautionary statements 1isted below must appear together on the
label under the heading “PRECAUTIONARY STATEMENTS." The
preferred location 1s at the top of the side or back panel
preceding the directions for use, and it is preferred that these
statements be surrounded by a block outline. Each of the three
hazard warning statements must be headed by the appropriate
hazard titlie. |40 CFR 162.10(h)(2)])

Item 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Where a
hazard exists to humans or domestic animals, precautionary
statements are required indicating the particular hazard, the
route(s) of exposure and the precautions to be taken to avoid
accident, injury or damage. L[40 CFR 162.10(h)(2)(1)]

Item 8B. ENVIRONMENTAL HAZARD - Where a hazard exists to
non-target organisms excluding humans and domestic animals,
precautionary statements are required stating the nature of the
hazard and the appropriate precautions to avoid potential
accident, injury, or damage. |40 CFR 162.10(h)(2)(11)]

Item 8C. PHYSICAL OR CHEMICAL HAZARD - FLAMMABILITY
Precautionary statements relating to flammability of a product
are required to appear on the label if it meets the criteria in
the PHYS/CHEM Labeling Appendix. The requirement is based on the
results of the flashpoint determinations and flame extension
tests required to be submitted for all products. lhese
statements are to be located in the side/back panel precautionary
statements section, preceded by the heading "Physical/Chemical
Hazards.” Note that no signal word is used in conjunction with
the flammability statements.

Item 9A. RESIRICIED USE CLASSIFICATION - FJIFRA sec. 3(d)
requires that all pesticide formulations/uses be classified for
either general or restricted use. Products classified for
restricted use may be (imited to use by certified applicators or
persons under their direct supervision (or wmay be subject to
other restrictions that may be imposed by regulation).

In the Registration Standard, the Agency has (1) indicated
certain formulations/uses are to be restricted (Section 1V
indicates why the product has been classiftfied for restricted
use); or (2) reserved any classification decision until
appropriate data are submitted.
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The Regulatory Position and Rationale states whether
products containing this active ingredient are classified for
restricted use. If they are restricted the draft label(s)
submitted to the Agency as part of your application must reflect
this determination (see below).

If you do not believe that your product should be classified
for restricted use, you must submit any information and
rationale with your application for reregistration. During the
Agency's review of your application, your proposed classification
determination will be evaluated in accordance with the provisions
of 40 CFR 162.11(c). You will be notified of the Agency's
classification decistion.

Classification Labeling Requirements

If your product has been classified for restricted use, the
following label requirements apply:

1. All uses restricted.

a. The statement "Restricted Use Pesticide” must
appear at the top of the front panel of the label. Ihe
statement must be set in type of the same minimum size
as required for human hazard signal word (see table in
40 CFR 162.10(h)(1)(1v).

b. Directly below this statement on the front panel, a
summary statement of the terms of restriction must
appear (fncluding the reasons for restriction if
specified in Section 1). If use is restricted to
certified applicators, the following statement is
required: “"For retail sale to and use only by
Certified Applicators or persons under their direct
supervision and only for those uses covered by the
Certified Applicator's Certification.”

2. Some but not all uses restricted. If the Reguliatory
Position and Rationale states that some uses are classified for
restricted use, and some are unclassified, several courses of
action are available:

a. You wmay label the product for Restricted use. If
you do so, you may finclude on the label uses that are
unrestricted, but you may not distinguish them on the
label as being unrestricted.

b. You may delete all restricted uses from your iabel
and submit draft labeling bearing only unrestricted
uses.
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C. You may "split” your registration, i.e., register
two separate products with identical formulations, one
bearing only unrestricted uses, and the other bearing
restricted uses. To do so, submit two applications for
reregistration, each containing all forms and necessary
labels. Both applications should be submitted
simultaneously. Note that the products will be
assigned separate registration numbers.

Item 9B. MISUSE STATEMENT - Al11 products must bear the
misuse statement, "It is a violation of Federal law to use this
product in a manner {inconsistent with its labeling."” This

statement appears at the beginning of the directions for use,
directly beneath the heading of that section.

Item 10A. REENTRY STATEMENT - If a reentry interval has
been established by the Agency, it must be included on the label.

Additional worker protection statements may be required in
accordance with PR Notice 83-2, March 29, 1983.

Item 10B. STORAGE AND DISPOSAL BLOCK - A1l 1labels are
required to bear storage and disposal statements. These
statements are develioped for specific containers, sizes, and
chemical content. These instructions must be grouped and appear
under the heading “Storage and Disposal” in the directions for
use. This heading must be set in the same type sizes as required
for the child hazard warning. Refer to Appendix II, SIOR,
PEST/DIS, and CONI/DIS to determine the storage and disposal
instructions appropriate for your products.

Item 10C. DIRECIIONS FOR USE - Directions for use must be
stated in terms which can be easily read and understood by the
average person likely to sue or to supervise the use of the
pesticide. When followed, directions must be adequate to protect
the public from fraud and from personal injury and to prevent
unreasonable adverse effects on the environment. (40 CFR 162.10]

COLLATERAL LABELING

Bulletins, leaflets, circulars, brochures, data sheets,
flyers, or other written or graphic printed matter which is
referred to on the label or which is to accompany the product are
termed collateral labeling. Such labeling may not bear claims or
representations that differ in substance from those accepted in
connection with registration of the product. It should be made
part of the response to this notice and submitted for review.
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LABELING REQUIREMENTS OF THE FIFRA, AS AMENDED

APPCTCRBICITY | PCACEMENT ON CABEL

T"J

i
ITEM | LABEL ELEMENT OF REQUIREMENT } REQUIRED | PREFER COMMENTS

I | Product name ATT products | Front panel | Center front
i ' anel

2 | Company name ATT products | None gottom Front IT registrant 1s not the producer, must
i and address i pane| or end be qualified by "Packed for . . .,"
i i of label text “Distributed by . . .," etc.

3~ | Net contents ATT products | WNone Bottom fron Tay be in metric units In a on to
i i panel or end U.S. units.
i i of label text

— & | EPA Reg. No. ATT products | None Front panel Pust be Tn sTmilar type size and run

i ' parallel to other type.

5 | EPA Est. No. ATT products | None Front panel May appear on the container 1nstead of
i i immediately the label.
! i before or
i i following
i i Reg. No.

6A | Ingredients ATT products | Front panel ImmedTateTy Text must run parallel with other text
i statement H following on the panel.

]

BB 7 Pounds/gallon

product name

Ciquid products] Front panel

Uirectly below

e A e e B S e v T S ] R e e A D e S EE - e mE my e B e m o ww me o - - -

LA LI EL R L et ettt Rttt el —-{ D N L T B B et B

B L T A P L I T R P [ . I L P rap s R Y E Ty

i statement where dosage is;| the main
i given as ibs. | ingredients
] ai/unit area | statement
T 1 Front panel ATT products | rFront panel RTT front panel precautionary statements
i precautionary 1 must be grouped together, preferably
i statements ' blocked.
7K |1 Reep Out of Reach | ATVl products | Front panel Above signal Note type size requirements.
y of Children ] word
i (Child hazard i
i warning) i
81 dignal word ATT products | Front panel Immediately Note type size requirements.
i H below child
i i hazard
1 |

warning
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LABEL ING REQUIREMENTS OF THE FIFRA, AS AMENDED (cont'd)

T APPCICABICITY 1 PLACEMENT ON LABEC T 3
ITEM | LABEL ELEMENT OF REQUIREMENT | REQUIRED 4 PREFERRED COMMENTS
7C 7 SKull & cross- ATT products Front panel | Both 1n close

which are Cat-
egory I based
on oral, der-
mal, or inhala-
tion toxicity

proximity to
signal word

ones and word

b
POISON (in red)

e e e oms - -

1 .
i '
i 1 H
! : '
i i i
i i i
i i ]
—70 1 Statement of ' ATT products | Category I: | Front panel '
| Practical i 1n Categories | Front panel | for all '
! Treatment or i I, I1, and III | unless refer-) i
i First Aid i | ral statement; i
i H ! is used. ! !
i ] i Others: ! !
i | i Grouped with | ]
] i i side panel |} !
i i | precautionary! H
] ] | statements. | '
TJE | Referral T AT1 products | Front panel | H
| statement ! where pre- ' ' !
i | cautionary | | '
' i labeling ' i ]
: | appears on i i i
' i other than g i i
! i front panel ] ] i _
=8 1 Side/back panel | AIl products | None 7 Top or side I Must be grouped under headings in
i precautionary i i | of back panel | 8A, 8B, and 8C; preferably blocked.
| statements i i i preceding '
i i i { directions i
! ! i i for use ]
BA T Hazards to T ATT products | None T Same as above | Nust be preceded by appropriate signal
i humans and i in Categories | i i word.
i domestic i I, II, and III | E i
| animals i i i i
B8 | Environmental T ATT products | Wone T™Same as above | Environmental hazards include bee
i i i i | caution where applicable.

hazards
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LABELING REQUIREMENTS OF THE FIFRA, AS AMENDED (cont'd)

i 1\ APPCICABICTTY | PCACEFENT ON LABEL H
ITEM | LABEL ELEMENT | OF REQUIREMENT | REQUIRED T  PREFERRED i COMMENTS

BC | Physical or \ATT pressurized | None | Same as above | Refer to Appendix Il guide
i chemical iproducts, others| | ! PHYS/CHEM
i hazards iwith flash d i i
i ipoints under ' H H
i | 1500F : ' '

9K | Restricted 'ATT restricted | Top center | Preferably 7 Includes a statement of the terms of
1 block iproducts i of front i blocked { restriction. The words "RESTRICTED USE
1 | i panel ' i PESTICIDE" must be same type size as
i i ] i i signal word.

98 | Misuse {ATT products T Immediately | ! Required statement 1s:

i Statement i i following ] i "It is a violation of Federal law
1 i | heading of | i to use this product in a manner
i i | directions | ' inconsistent with its labeling."
] ' i for use : :

10A ) Reentry 1 PR Notice 83-Z ; In the y lmmediately H
1 statement ior as determined directions | after misuse |
' by the Agency | for use i statement i

I0B 7 Storage and TATT products ' In the ! _Immediately T Tust be set apart and clearly distin-
i disposal block H { directions | before i guishable from other directions
i i | for use | specific i for use.
i i i i directions | Refer to Appendix II guides STOR,
i H H { for use or ! CONT/DIS, and PEST/DIS for further
1 i i i at the end of | information and required statements.
' ' H i directions i
H ! ] i for use i
T Directions {ATT products ! None T _None E May be 1n metric as well as U.S5. units

1 (] ]
] 1 1 ]

{ for use
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PAECAUTIONARY STATEMENTS
NAZARDS TO HUMANS
. DOMEITIC ANMALS

Cavrion

e —— ——
e
|
——
. ' _—
PRODUCT =——
————
NAME =
AGTVE SNOREDENT: . ————X
INEAT NOREDIENTS: %
TOTAL - T _——__-_—____:_
L CROP:
THIS PRODUCT CONTANS  LBS8 OF mm —_—
KEEP OUT OF REACH OF CHILDREN =
e —
CAUTION =
' L '- i?TORAGEAND 1
:mummormumm . m&'SPOS AL
7 ON SKN e ——
"N Eves . PO —————mn
SES SR PANEL FOR ADOMONAL PAECAUTIONARY STATEMENTS

TOWN, STATE =———————=
ESTABUSHMENT NO.

T o+ gPA REGISTRATION NQ. e

mm*

WARRANTY STATEMENT

1
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PRECAUTIONARY STATEMENTS
MAZARDS TO HUMANS
(8 DOMESTIC ANMALS)
DANGER

REINTRY STATEMENY
o Appicable)

STORAGE AND
' DISPOSAL

T —————— %

:

“g

m

il

RESTRICTED USE
PESTICIDE

reason {or clasnifyinp)
FETAIL SALZ TO AND USE CMLY BY CERTIFIED APPLICATONS OR"
UNDZR THEIR DIRZCT SUPCRVISION AND ONLY FOR THOSE 1
€S COVERZD 3Y THE CERTIPIED APPLICATOR'S CIRTIPICATION

4]

PRODUCT
NAME

{

ACTIVE NGREDENT: % ——— 3
NERT NOREDENTS: % :
TOTAL: 10000 % ———
CAOP; o
THIS PRODUCT CONTANS  LBS OF  PER GALLON —
KEEP OUT OF REACH OF CHILDREN =
CAOP:; conmrsmmema—————
DANGER —PQISON
STATEMENT OF PRACTICAL TREATMENT CROP:
*# swaoweo
4% PHALED
¥ ON SXN —
| eneves -—
: SEE SDE PANEL POR ADOIMIONAL PRECAUTIONARY STATEMENTS - pyp——
MFQ BY

TOWN, STATE

) ESTABUSHMENT NO. =—,_.__

£PA REGISTRATION NO.
NET CONTENTS

4
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§ 162.8
) Conditional re

S
)
€
=4
0
-4
5
8

, Agency detpr-
minei may be considdred for uncogdi-
tional\ registration uz
(d) of this section,
application for condi
under KIFRA sec. 3(
reviewed and acted
in §§ 16260 through .

(1) Den¥c o/mri:fration. yhe Ad-

ministratoy shall derly an application
r_viewed under paragraph (d) of.this
section if apy of thq requirgments of
paragraph X2) of ] this sgction are

not met, or\if therd are jasufficient
data to make the required/determina-
tions. =\ - y

(1) Notificiation. | Promptly after

making a deterin on to deny a reg-
istration, the \ Admpin ator shall
notify the applidant py gertified letter
of the denial of kes Ation and shall
set forth the reasbndg and factual basis
for the determinstiqy and the condi-
tions, if any, which [phust be satisfied

in order for the regd gtration to be ap-
proved. :

(2) Opportunity f; X remedy by appli-
cantl. (i) The appli¢ant will have 30
days from the ds “ receipt of the
certified letter fake the specified
corrective action

(i1) The applicant! may petition the

Administrator t0 withdraw his applica-
tion. The Adninstpator\ may, in his

discretion, derjy any petitjon for with-
drawal and proceed Lo 2 & notice of
denial in acfordange with paragraph

(IX3) of this/section

(3) FEpERAL REGISTER publication. If
the applicant fails o remedy the defi-
clency of his gistration application,
the Adninistratoy shall promptly
issue in the FxpErRAL REGISTER\A notice

of denigl of registration. Sucih notice"

shall set forth the reasons and ¥Yactual
basis for the denia] and shall dpntain
the name and addréss of the applicant,

the product name, |{the name anq per-
centgge by weight 9f each active ihgre-
dieng in the product. the proposedpat-

termis of use, and the proposed clasyifi-
cation.

4) Hearing rights. Within 30 days
following publication of the denial

e FEpERAL REGISTER, the applicant O

y interested party with the writte

106

40 CFR Ch. | (7-1-86 Edition)

uthorization of the japplicant may rg-
gJuest & hearing pujsuant to sectipn
6(H) of the Act and Part 164 of this
chapter. If no hearing is timely/re-
queikted, the denial shall become effec-
tive At the end of th¢ 30 days.

(g) \Disposition of] mate—-1 spbmit-
ted w the applicalion. The teSt data
and otAer informatipn submitted with
an application shalll become § part of
the officlal file of thhe Agency for that
application ur. regisiration. £xcept as
provided Ry sectiop 10 of the Act,

within 30 diys afterithe stration of
a pesticide, the data caligd for in the
registration jtatement thHgether with
such other stientific ormation as
the Administrjtor deefns relevant to
his decision shall pe /fmade avallable
for public Inspection

(48 FR 34004, July } y83)

§162.8 Data to be f hed by applicant.

(a) An applican k‘ registration, re-
registration, or amendment of a regis-
tration under FIFRA sec. 3(c)5) shall
furnish dats aquired by the
Agency to de e whether his ap-
plication may/be gpproved under this
Part.

(b) An applican{ shall yubmit with
his application factuyl informa-
tion regarfing adyerse effécts of the
pgstlclde bn the anvironmejt or man
that:

(1) Hags ed by hin or has
come tg his attentjon; and

(2) Insofar as e is aware, llas not
previgusly - been | submitted to, ..the
Agericy.
Such information shall include, \but

§162.10 Labeling requirements.

(a) General—(1) Contents of the
label Every pesticide products shall
bear a label containing the informa-

tion specified by the Act and the regu- ..

lations in this Part. The contents of a°
label must show clearly and promi-
nently the following:

(1) The name, brand, or trademark
under which the product is sold as pre-

122



Environmental Protection Agency

scribed in paragraph (b) of this sec-
tion;

(ii) The name and address of the
producer, registrant, or person for
whom produced as prescribed in para-
graph (c) of this section;

tiii) The net contents as prescribed
in paragraph (d) of this section;

(iv) The product registration
number as prescribed in paragraph (e)
of this section;

(v) The producing establishment
number as prescribed in paragraph (f)
of this section;

(vi) An ingredient statement as pre-
scribed in paragraph (g) of this sec-
tion;

(vii) Warning or precautionary state-
ments as prescribed in paragraph (h)
of this section;

(viii) The directions for use as pre-
scribed in paragraph (i) of this section;
and

(ix) The use classification(s) as pre-
scribed in paragraph (J) of this section.

(2) Prominence and legibility. (1) All
words, statements, graphic representa-
tions, designs or other information re-
quired on the labeling by the Act or
the regulations in this part must be
clearly legible to a person with normal
vision, and must be placed with such
conspicuousness (as compared with
other words, statements, designs, or
graphic matter on the labeling) and
expressed in such terms as to render it
likely to be read and understood by
the ordinary individual under custom-
ary conditions of purchase and use.

(ii) All required label text must:

(A) Be set in 6-point or larger type;

(B) Appear on a clear contrn.stlng
background; and

(C) Not be obscured or crowded.

(3) Language to be used. All required
label or labeling text shall appear in
the English language. However, the
Agency may require or the applicant
may propose additional text in other
languages as is considered necessary to
protect the public. When additional
text in another language is necessary,
all labeling requirements will be ap-
plied equally to both the English and
other-language versions of the label-
ing.

(4) Placement of Label—(i) General
The label shall appear on or be secure-
ly attached to the immediate contain-
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er of the pesticide aroduct. For pur-
poses of this Scction, and the mis-
branding provisions of the A¢t, *‘se:
curely attached” shall mean that a
label can reasonably be expocted to
remain affixed during the foresceable
conditions and period of use. If the im-
mediate container is enclosed within a
wrapper or outside container through
which the label cannot be clearly read,
the label must also be securely at-
tached to such outside wrapper or con-
tainer, if it is a part of the package as
customarily distributed or sold.

(i) Tank cars and other dulk con-
tainers—(A) Trunsportation. While a
pesticide product is in transit, the ap-
propriate provisions of 49 CFR Parts
170-189, concerning the transportation
of hazardous materials, and specifical-
ly those provisions concerning the la-
beling, marking and placarding of haz-
ardous materials and the vehicles car-
rying them, define the basic Federal
requirements. In addition, when any
registered pesticide product fs trans-
ported in a tank car, tank truck or
other moblile or portable bulk contain-
er, & copy of the accepted label must
be attached to the shipping papers,
and left with the consignee at the time
of delivery.

(B) Storage. When pesticide prod-
ucts are stored in bulk containers,
whether mobile or stationary, which
remain in the custody of the user, a
copy of the label of labeling, including
all appropriate directions for use, shall
be securely attached to the container
in the immediate vicinity of the dis-
charge control valve.

(5) False or misleading statements.
Pursuant to section 2(q)(1)XA) of the
Act, a pesticide or a device declared
subject to the Act pursuant to
§ 162.15, is misbranded if its labeung is
false or misleading in any ‘particular
including both pesticidal and non-pes-
ticidal claims. Examples of statements
or representations in the labeling
which constitute misbranding include:

(i) A false or misleading statement
concerning the composmon of t.he ‘
product;

(ii) A false or misleading statement-
concerning the effectiveness of the
product as a pesticide or device;

(iif) A false or misleading statement
about the value of the product for
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pu rposes other than as a pesticide or
device;

(iv) A false or misleading comparison
with other pesticides or devices;

(v) Any statement directly or indi-
rectly implying that the pesticide or
device is recommended or endorsed by
any agency of the Federal Govern-
ment;

(vi) The name of a pesticide which
contains two or more principal active
ingredients if the name suggests one
or more but not all such principal
active ingredients even though the
names of the other ingredients are
stated elsewhere in the labeling;

(vi]) A true statement used in such a
way as to give a false or misleading im-
pression to the purchaser;

(viil) Label disclaimers which negate
or detract from labeling statements re-
quired under the Act and these regula-
tions;

(ix) Claims as to the safety of the
pesticide or its ingredients, including
statements such as “safe,” “nonpoison-
ous,” “noninjurious,” “harmless” or
“nontoxic to humans and pets” with

or without such a qualifying phrase as

“when used as directed”; and

(x) Non-numerical and/or compara-
tive statements on the safety of the
product, including but not limited to:

(A) *““Contains all natural ingredi-
ents’’;

(B) “Among the least toxic chemi-
cals known”

(O) *Pollution approved”

(8) Final printed ladeling. (1) Except
as provided in paragraph (aXgXil) of
this section, final printed Ilabeling
must be submitted and accepted prior
to registration. However, final printed
labeling need not be submitted until
draft label texts have been provision-
ally accepted by the Agency.

(i) Clearly legible reproductions or
photo reductions will be accepted for
unusual labels such as those silk-
screened directly onto glass or metal
containers or large bag or drum labels.
Such reproductions must be of micro-
film reproduction quality.

(b) Name, brand, or trademark. (1)
The name, brand, or trademark under
which the pesticide product is sold
Th;.el: appear on the front panel of the
abel.
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(2) No name, brand, or trademark
may appear on the label which: - -

(i) Is false or misleading, or

(if) Has not been approved by the
Administrator through registration or
supplemental registration as an addi-
tional name pursuant to § 162.6(bX4).

(c) Name and address of producer,
registrant, or person for whom pro-
duced. An unqualified name and ad-
dress given on the label shall be con-
sidered as the name and address .. .he
producer. If the registrant’s name ap-
pears on the label and the registrant is
not the producer, or if the name of the
person for whom the pesticide was
produced appears on the label, it must
be qualified by appropriate wording
such as “Packed for * * *,” “Distribut-

.edby*® ®°*”or“Soldby* * * toshow

that the name is not that of the pro-
ducer.

(d) Net weight or measure of con-
tents. (1) The net weight or measure
of content shall be exclusive of wrap-
pers or other materials and shall be
the average content unless explicitly
stated as a minimum quantity.

(2) If the pesticide is a liquid, the
net content statement shall be in
terms of liquid measure at 68° F (20°C)
and shall be expressed in conventional
American units of fluid ounces, pints,
quarts, and gallons.

(3) If the pesticide is solid or semi-
solid, viscous or pressurized, or is a
mixture of liquid and solid, the net
content statement shall be in terms of
weight expressed as avoirdupois
pounds and ounces. .

(4) In all cases, net content shall be
stated In terms of the largest suitable
units, f.e., “1 pound 10 ounces’” rather
than “26 ounces.”

(5) In addition to the required units
specified, net content .may be ex-
pressed in metric units.

(6) Variation above minimum con-
tent or around an average is permissi-
ble only to the extent that it repre-
sents deviation unavoidable in good
manufacturing practice. ° Variation
below a stated minimum is not permit-
ted. In no case shall the average con-
tent of the packages in a shipment Tall
below the stated average content.

(e) Product registration number.
The registration number assigned to
the pesticide product at the time of
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registration shall appear on the label.
preceded by the phrase “EPA Regis-
Ltration No..” or the phrase “EPA Reg.
No.” The registration number shall be
set in type of a size and style similar to
other print on that part of the label
on which it appears and shall run par-
allel to it. The registration number
and the required identifying phrase
shall not appear in such a manner as
to suggest or imply recommendation
or endorsement of the product by the
Agency.

(f) Producing establishments regis-
tration number. The producing estab-
lishment registration number preced-
ed by the phrase “EPA Est.”, of the
final establishment at which the prod-

Yuct was produced may appear in any
suitable location on the label or imme-
diate container. It must appear on the
wrapper or outside container of the
package {if the EPA establishment reg-
istration number on the immediate
container cannot be clearly read
through such wrapper or contaliner.

(g) Ingredient statement—(1) Gener-
al. The label of each pesticide product
must bear a statement which contains
the name and percentage by weight of
each active ingredient, the total per-
centage by weight of all inert ingredi-
ents; and if the pesticide contains ar-
senic in any form, a statement of the
percentages of total and water-soluble
arsenic calculated as elemental ar-
senic. The active ingredients must be
designated by the term “active ingredi-
ents” and the inert ingredients by the
term “inert ingredients,” or the singu-
Jar forms of these terms when appro-
priate. Both terms shall be in the
same type size, be aligned to the same
margin and be equally prominent. The
statement “Inert Ingredients, none” is
not required for pesticides which con-
tain 100 percent active ingredients.
Unless the ingredient statement is a
complete analysis of the pesticide, the
term ‘“‘analysis” shall not be used as a
heading for the ingredient statement.

(2) Position of ingredient statement
(i) The ingredient statement is nor-
mally required on the front panel] of
the label. If there is an outside con-
tainer or wrapper through which the
ingredient statement cannot be clearly
read, the Iingredient statement must
also appear on such outside container
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or wrapper. If the size or form of the
package makes it impracticable to
place the ingredient statement on the
front panel of the label, permission
may be granted for the ingredient
statement to appear elsewhere.

1) The text c? the ingredient state-
ment must run parallel with other
text on the panel on which it appears,
and must be clearly distinguishable
from and must not be placed in the
br4y of other text.

(3) Names to be used in ingredient
statement. The name used for each in-
gredient shall be the accepted
common name, if there is one, fol-
lowed by the chemical name. The
common name may be used alone oty
if it is well known. If no common name
has been established, the chemical
name alone shall be used. In no case
will the use of a trademark or proprie-
tary name be permitted unless such
name has been accepted as a common
name by the Administrator under the
authority of section 25(cX6).

(4) Statements of percentages. The
percentages of ingredients shall be
stated in terms of weight-to-weight.
The sum of percentages of the active
and the inert ingredients shall be 100.
Percentages shall not be expressed by
a range of values such as “22-25%.” If
the uses of the pesticide product are
expressed as weight of active ingredi-
ent per unit area, a statement of the
weight of active ingredient per unit
volume of the pesticide formulation
shall also appear in the lnzredlent
statement.

(5) Accuracy of stated percentage:
The percentages given shall be as pre-
cise as possible reflecting good manu-
facturing practice. If there may be un-
avoidable varfation between manufac-
turing batches, the valué¢ stated for
each active Ingredient shall be the
lowest percentage whlch may be
present.

(8) Deterioration. Pesticides which
change in chemlcal composition sig-
nificantly must meet the followlng la-
beling requirements: .

() In cases where it is determined
that a pesticilde formulation changes
chemical composition significantly,
the product must bear the following
statement in a prominent position on
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the label: “No. .u¢-3a:.¢c or use after
{date)}.”

(ii) The product must meet all label
claims up to the expiration time indi-
cated on the label.

(7) Inert ingredients. The Adminis-
trator may require the name of any
inert ingredient(s) to be listed in the
ingredient statement if he determines
that such ingredient(s) may pose a
hazard to man or the environment.

(h) Wamings and precautionary
statements. Required warnings and
precautionary statements concerning
the general areas of toxicological
hazard including hazard to children,
environmental hazard, and physical or
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cheinical hazard fall into two groups;
those required on the front panel of
the labeling and those which may
appear elsewhere. Specific require-
ments concerning content, placement,
type. size, and prominence are given
below.

(1) Required front panel statements.
With the exception of the child
hazard warning statement, the text re-
quired on the front panel of the label
is determined by the Toxicity Catego-
ry of the pesticide. The category is as-
signed on the basis of the highest
hazard shown by any of the indicators
in the table below:

=] &

Tondcity categories
Hazard indicators
' ] ] v
Oral LDy} Up 10 and inchuding SO0 | From 50 thru 500 mg/kg.] From 500 thru 5000 mg/ | Gresater than $000 mg/
mg/kg. kg &g )
inhalation LC.,. ...} Up %0 and including 2 From 2 thry 2 mg/Ber ] From 2. thru 20 mg/Bter_] Greater than 20 mg/Bier.
mg/Mer.
Demal LDw ] Up 10 and including 200 | From 200 thru 2000 ... From 2,000 thry 20,000__] Greater than 20,000.
mg/hg.
Eye eftects._......_.{ Comoeive; comesl Comeal opacity No comeel opecily. No irritation.
opacity not reversie reversible within 7 initation reversible
within 7 days. days; iritation within 7 days.
persisting for 7 days.
Skin effects.........] Cormosive Severe imitstion at 72 Moderate inftation ot 72 | Mid or siigt irritation at
hours. hours. 72 hours.

(1) Human hazard signal word—(A)
Toxicity Category 1. All pesticide prod-
ucts meeting the criteria of Toxicity
Category I shall bear on the front
panel the signal word “Danger.” In ad-
dition if the product was assigned to
Toxicity Category I on the basis of its
oral, inhalation or dermal toxicity (as
distinct from skin and eye local ef-
fects) the word *“Poison” shall appear
in red on a background of distinctly
contrasting color and the skull and
crossbones shall appear in immediate
proximity to the word “poison.” |

(B) Tozxicity Category I11. All pesti-
cide products meeting the criteria of
Toxicity Category II shall bear on the
front panel the signal word “Warn-
‘n‘-“

(C) Torxicity Category II1. All pesti-
cide products meeting the criteria of
Toxicity Category III shall bear on
:ihe front panel the signal word ““Cau-

on."”

(D) Tozxicity Category IV. All pesti-
cide products meeting the criteria of

Toxicity Category IV shall bear on the
front panel the signal word “Caution.”

(E) Use of signal words. Use of any
signal word(s) associated with a higher
Toxicity Category is not permitted
except when the Agency determines
that such labeling is necessary to pre-
vent unreasonable adverse effects on
man or the environment. In no case
shall more than one human hazard
signal word appear on the front panel
of a label.

(1) Child hazard warning. Every pes-
ticide product label shall bear on the
front panel the statement “keep out of
reach of children.” Only in cases
where the likelihood of contact with
children during distribution, market-
ing, storage or use is demonstrated by
the applicant to be extremely remote,
or if the nature of the pesticide issuch-
that it is approved for use on infants
or small children, may the Administra-
tor walve this requirement.

(i) Statement of practical treat-
ment—(A) Tozxicity Category 1. A
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statement of practical treatment (first
aid or other) shall appear on the front
panc] of the label of all pesticides fall-
ing into Toxicity Category I on the
basis of oral, inhalation or dermal tox-
icity. The Agency may. however,
permit reasonable variations in the
placement of the statement of practi-
cal treatment is some reference such
as “See statement of practical treat-
ment on back panel” appears on the
front panel near the word “Poison”
and the skull and crossbones.

(B) Other loxicity categories. The
statement of practical treatment is not
required on the front panel except as
)dwcribed in paragraph (hX1XiiiXA) of

'this section. The applicant may, how-

ever, include such a front panel state-
ment at his option. Statements of
practical treatment are, however, re-
quired elsewhere on the label In
accord with paragraph (hX2) of this
section if they do not appear on the
front panel.

(iv) Placement and prominence. All
the require front panel warning state-
ments shall be grouped together on
the label, and shall appear with suffi-
cient prominence relative to other
front panel text and graphic material
to make them unlikely to be over-
looked under customary conditions of
purchase and use. The following table
shows the minimum type size require-
ments for the front panel warning
statements on various sizes of labels:
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' u"’ Q‘ -

Saze of label kot pane! n square | Requwed “Keep out
aches sgnal of reach of

word, sl chidren™

capitals

Above S 10 10. 10 6
Above 10 t0 15 2 8
Above 1S 10 20 14 10
Over 30 19 12

(2) Other required warnings and pre-
cautionary statements. The warnings
and precautionary statements as re-
qQuired below shall appear together on
the label under the general heading
“Precautionary Statements” and
under appropriate subheadings of
“Hazard to Humans and Domestic Ani-
mals,” “Environmental Hazard” and
“Physical or Chemical Hazard.”

(1) Hazard to humans and domestic
animals. (A) Where a hazard exists to
humans or domestic animals, precau-
tionary statements are required indi-
cating the particular hazard, the
route(s) of exposure and the precau-
tions to be taken to avoid accident,
injury or damage. The precautionary
paragraph shall be immediately pre-
ceded by the appropriate hazard signal
word.

(B) The following table depicts typi-
cal precautionary statements. These
statements must be. modified or ex-
panded to reflect specific hazards.

Toxicity

Precautionsry statements by 10xicity category

category . Oral, inhalation, or dermal toxicity

Skin and eye local effects

o] Fatal (poisonous) ¥ swaliowed (inheled or absorbed
wough skin]. Do not bresthe vapor [dust or spray
mist). Do not get in eyes, on skin, or on clothing
{Front penel sistement of pracicel westment re-

qQuired.).

| .J May be fatal ¥ swaliowed (inheled or ebsorbed
thvough the skin). Do not bresthe vapore [dust or
spray mist). Oo not get in eyes, On skin, or on
clothing. [Approgpriate firsl aid ststements required.).
M. ] Harrelnd # seraliowed (inhaled or abeorbed through the
skin]. Avoid bresthing vapors [dust or spray mist).
Avoud conect with siun {eyes or clothing). [Appro-

..... ...] [(No precautonery statements required. )

priate first aid statement required.).

Ve | (No precautionary siatements required.). __........

§

Corrosive, causes eye and skin damage ([or
mﬁonl.oonotouhqu.onm on
clothing. Weer gogples or face shisid and rubber
gioves when handiing. Harmiud of fatal ¥ swaliowed.
(Appropriate first aid statement required.)

Causes eye (and skin] iriation. Do not get in eyes,
on skin, or on clothing. Harmiul ¥ swallowed. (Ap-
propriate first aid statement mequired.)

waler. Get medical stiention ¥ iTitation persists.

(ii) Environmental hazards. Where a
hazard exists to non target organisms
excluding humans and domestic ani-
mals, precautionary statements are re-

quired stating the nature of the
hazard and the appropriate precau-
tions to avoid potential accident,
injury or damage. Examples of the
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hazard statements and the :ircum-
stances under which they are required
follow:

(A) If a pesticide intended for out-
door use contains an active ingredient
with a mammalian acute oral LD,, of
100 or less, the statement “This Pesti-
cide is Toxic to Wildlife” is required.

(B) If a pesticide intended for out-
door use contains an active ingredient
with a fish acute LC. of 1 ppm or less,
the statement “This Pesticide is Toxic
to Fish” is required.

(C) If a pesticide intended for out-
door use contains an active ingredient
with an avian acute oral LD,, of 100
mg/kg or less, or a subacute dietary
LC,. of 500 ppm or less, the statement
“This Pesticide is Toxic to Wildlife” is
required.

(D) If either accident history or field
studies demonstrate that use of the
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L.osticide may result in fatality to
birds, fish or mammals. the statement
*“This pesticide is extremely toxic to
wildlife (fish)* is required.

(E) For uses involving foliar applica-
tion to agricultural crops. forests, or
shade trees, or for mosquito abate-
ment treatments, pesticides toxic to
pollinating insects must bear appropri-
ate label cautions.

(F) For all outdoor uses other than
aquatic applications the label must
bear the caution “Keep out of lakes,
ponds or streams. Do not contaminate
water by cleaning of equipment or dis-
posal of wastes.”

(iil) Physical or chemical hazards.
Warning statements on the flammabil-
ity or explosive characteristics of the
pesticide are required as follows:

1

Flash point

Required text

{A) Pressunzen CONTANERS

Fash point at or below 20° F; ¥ there is a flashback at
any valve opening.

Flash point above 20° F and not over 80" F or If the | Flammabdls. Comtents under presmse. Keep awsy from heat
flame extension is more than 18 in iong at a distance sparks, and open flame. Do not punchure or InCinerate container.
of 8 in trom the flame. Exposures 10 temperatires sbove 130° F may cause bursting.
Al other pressurized containers Contents under pressure. Do not use or stor~ neer heat or open
flame. Do not puncture or incinerste container. Exposurs o
temperatres sbove 130° F may cause bursting.
(B) NONPRESSURIZED CONTAINERS .
At or below 20° F Extremely flammeble. Keop awsy from fire, sparks, and hested
surtaces.
Above 20° F and not over 80° F. FRammabie. Keep awsy from heet and open flame.
Above 80° F and not over 150° F Do not use or store near heat or open flame.

(1) Directions for Use—(1) General
requirements—(i) Adegquacy and clar-
ity aof directions. Directions for use
must be stated in terms which can be
easily read and understood by the av-
erage person likely to use or to super-
vise the use of the pesticide. When fol-
lowed, directions must be adequate to
protect the public from fraud and
from personal injury and to prevent
unreasonable adverse effects on the
environment.

(i) Placement of directions for use.
Directions may appear on any portion
of the label provided that they are
conspicuous enough to be easily read
by the user of the pesticide product.

Directions for use may appear on
printed or graphic matter which ac-
companies the pesticide provided that:

(A) If required by the Agency, such
printed or graphic matter is securely
attached to each package of the pesti-
cide, or placed within the outside
wrapper or bag;

(B) The label bears a reference to
the directions for use in accompanying
leaflets or circulars, such as “See di-
rections in the encloséd circular:” and

(C) The Administrator determines
that it is not necessary for such direc-
tions to appear on the label.

(i1) Ezxceptions to requirement for
direction for use—(A) Detailed direc-
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tions for use may be omitted from la-
beling of pesticides which are intended
for use only by manufacturers of prod-
ucts other than pesticide products in
their regular manufacturing processes,
provided that:

(1) The label clearly shows that the
product is intended for use only in
manufacturing processes and specifies
the type(s) of products involved.

(2) Adequate information such as
technical data sheets or bulletins, is
avallable to the trade specifying the
type of product involved and its
proper use in manufacturing process-
es,

(3) The product will not come into
the hands of the general public except
after incorporation into finished prod-
ucts; and

(4) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

(B) Detaliled directions for use may
be omitted from the labeling of pesti-
cide products for which sale is limfted
to physicians, veterinarians, or drug-
gists, provided that:

(1) The label clearly states that the
product is for use only by physicians
or veterinarians;

(2) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment; and

(3) The product is also a drug and
regulated under the provisions of the
Federal Food. Drug and Cosmetic Act.

(C) Detailed directions for use may
be omitted from the labeling of pesti-
cide products which are Intended for
use only by formulators in preparing
pesticides for sale to the public, pro-
vided that:

(1) There is information readily
available to the formulators on the
composition, toxicity, methods of use,
applicable restrictions or limitations,
and effectiveness of the product for
pesticide purposes;

(2) The label clearly states that the
product is intended for use only in
manufacturing, formulating, mixing,
or repacking for use as a pesticide and
specifies the type(s) of pesticide prod-
ucts involved;
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(3) The product as finally manufac-
tured. formulated, mixed. or repack:
aged is registered; and

(4) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

(2) Contents of Directions for Use.
The directions for use shall {nclude
the following, under the headings “Di-
rections for Use':

(i) The statement of use classifica-
tion as prescribed in 162.10(J) immedi-
ately under the heading “Directions
for Use.”

(11) Immediately below the state-
ment of use classification, the state-
ment “It is s violation of Federal law
to use this product {n a manner incon-
sistent with its labeling.”

(i11) The site(s) of application, as for
example the crops, animals, areas, or
objects to be treated. -

(Iv) The target pest(s) associated
with each site.

(v) The dosage rate associated with
each gite and pest.

(vl) The method of application, in-
cluding instructions for dilution, if re-
quired, and type(s) of application ap-
paratus or equipment required.

(vii) The frequency and timing of ap-
plications necessary to obtain effective
results without causing unreasonable
adverse effects on the environment.

(vill) Specific limitations on reentry
to areas where the pesticide has been
applied, meeting the requirements
concerning reentry provided by 40
CFR Part 170.

(ix) Specific directions concerning
the storage and disposal of the pesti-
cide and its container, meeting the re-
quirements of 40 CFR Part 165. These
instructions shall be grouped and
appear under the heading “Storage
and Disposal.” This heading must be
set in type of the same minimum sizes
as required for the child hazard warn-
ing. (See Table In § 162.10(hX1)JV))

(x) Any limitations or restrictions on
use required to prevent unreasonabie
adverse effects, such as: —_—

(A) Required intervals between ap-
plication and harvest of food or feed
crops.

(B) Rotational crop restrictions.
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(C) Warnings as required against use
on certain crops, animals, objects, or
in or adjacent to certain areas.

(D) [Reserved)

(E) For restricted use pesticides, a
statement that the pesticide may be
applied under the direct supervision of
a certified applicator who is not phys-
ically present at the site of application
but nonetheless avallable to the
person applying the pesticide, unless
the Agency has determined that the
pesticide may only be applied under
the direct supervision of a certified ap-
plicator who is physically present.

(F) Other pertinent Iinformation
which the Administrator determines
to be necessary for the protection of
man and the environment.

(J) Statement of Use Classification.
By October 22, 1976, all pesticide prod-
ucts must bear on their labels a state-
ment of use classification as described
in paragraphs (J) (1) and (2) of this
section. Any pesticide product for
which some uses are classified for gen-
eral use and others for restricted use
shall be separately labeled according
to the labeling standards set forth in
this subsection, and shall be marketed
as separate products with different
registration numbers, one bearing di-
rections only for general use(s) and
the other bearing directions for re-

. stricted use(s) excer: that, if a product
has both restricted use(s) and general
use(s), both of these uses may appear
on a product labeled for restricted use.
Such products shall be subject to the
provisions of § 162.10(JX2).

(1) General Use Classification. Pesti-
cide products bearing -directions for
use(s) classified general shall be la-
beled with the exact words “General
Classification” immediately below the
heading “Directions for Use.” And ref-
erence to the general classification
that suggests or implies that the gen-
eral utility of the pesticide extends
beyond those purposes and uses con-
tained in the Directions for Use will be
considered a false or misleading state-
ment under the statutory definitions
of misbranding.

(2) Restricted Use Classification.
Pesticide products bearing direction
for use(s) classified restricted shall
bear statements of restricted use clas-

40 CFR Ch. | (7-1-86 Edition)

sification on the front panel as de-
scribed below: .

(1) Front panel statement of restrict-
ed use classification. (A) At the top of
the front panel of the label, set in type
of the same minimum sizes as required
for human hazard signal words (see
table in § 162.10(hX1Xiv)), and appear-
ing with sufficient prominence relative
to other text and graphic material on
the front panel to make it unlikely to
be overlooked under customary condi-
tions of purchase and use, the state-
ment “Restricted Use Pesticide’” shall
APpPpeAar. ;

(B) Directly below this statement on
the front panel, a summary statement
of the terms of restriction imposed as
a precondition to registration shall
appear. If use is restricted to certified
applicators, the following statement is
required: “For retail sale to and use
only by Certified Applicators or per-
sons under their direct supervision and
only for those uses covered by the Cer-
tified Applicator’s certification.” If,
however, other regulatory restrictions
are imposed, the Administrator will
define the appropriate wording for the
terms of restriction by regulation.

(k) Advertising. [Reserved)]

(40 FR 28268, July 3, 1975; 40 FR 32329,
Aug. 1, 1975; 40 FR 38571, Aug. 21, 1975, as
amended at 43 FR 5788, Feb. 9, 1978)

; §2.11 Criteria for determinations of
onable adverse] effects.

(2)D) [(Reserved)

() atipn—(1) Cla ica-
Non ). Jor p regisprations.
Except as hrovided ih paragrdph (cX4)
of this sectdon, a specific fise(s) of a
pesticide prodyct nop prefiously regis-
tered shall be ‘i or general use

if each of the applicdble criteria set
forth in paragrap@/(cX1x{) through
(11f) of this sectiop’Sg met. Otherwise,
the product §). Nall be classified

for restricted j)Be up \--\- a review of
the labeling Sursuant @ paragraph
(cX3) of thix’section [indickjes that the
product may be [class d for gen-
eﬁ or the benefits fryya unre-
s

¥ use of the pesticide c\tweigh
the yisks of unrestricted use \ the
pesgicide. Each of separate cr a
ay/set forth below must be appliedor

e product use(s), to be classified
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PHYSICAL-CHEMICAL HAZARDS

Criteria

I.

I1.

Pressurized Containers

A.

C.

Flashpoint at or below
200F; or 1f there is a
flashback at any valve
opening.

Flashpoint above 200F
and not over 809F; or
if the flame extension
is more than 18 inches
Tong at a distance of
6 inches from the
valve opening.

ALL OTHER PRESSURIZED
CONTAINERS

Non-Pressurized Containers

A.

B.

c.

D.

Flashpoint at or below
20°F,

Flashpoint above 200F
and not over 80°F.

Flashpoint over 80OCF
and not over 1500F.

Flashpoint above

115

Required Label Statement

Extremely flammable.
Contents under pressure.
Keep away from fire,
sparks, and heated
surfaces. Do not
puncture or incinerate
container. Exposure to
temperatures above 1300F
may cause bursting.

Flammable. Contents
under pressure. Keep
away from heat, sparks,
and flame. Do not
puncture or incinerate
container. Exposure to
temperatures above 1300F
may cause bursting.

Contents under pressure.
Do not use or store near
heat or open flame. Do
not puncture or incine-
rate container. Exposure
to temperatures above
1300F may cause bursting.

Extremely flammable.
Keep away from fire,
sparks, and heated
surfaces.

Flammable. keep away
from heat and open flame.

Do not use or store near
heat and open flame.

None required.
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STOR-1
STORAGE INSTRUCTIONS FOR PESTICIDES

Heading:

A1l products are required to bear specific label fnstructions
about storage and disposal. Storage and disposal {nstructions
must be grouped together in the directions for use portion of the
label under the heading STORAGE AND DISPOSAL. Products fntended

solely for domestic use need not include the héading “STORAGE AND
DISPOSAL."

Storage Instructions:

A11 product labels are required to have appropriate storage
instructions. Specific storage instructions are not prescribed.
Each registrant must develop his own storage finstructions,
considering, when applicable, the following factors:

1. Conditions of storage that might alter the composition or
usefulness of the pesticide. Examples could be temperature
extremes, excessive moisture or humidity, heat, sunlight,
friction, or contaminating substances or media.

2. Physical requirements of storage which might adversely
affect the container of the product and its ability to
continue to function properly. Requirements might include
positioning of the container in storage, storage or damage
due to stacking, penetration of moisture, and ability to
withstand shock or friction.

3. Specifications for handiing the pesticide container,
including movement of container within the storage area,
proper opening and closing procedures (particularly for
opened containers), and measures to minimize exposure while
opening or closing container.

4. Instructions on what to do if the container {is damaged in
any way, or if the pesticide is leaking or has been spilled,
and precautions to minimize exposure if damage occurs.

5. General precautions concerning locked storage, storage in
orfginal container only, and separation of pesticides during
storage to prevent cross-contamination of other pesticides,
fertilizer, food, and feed.

6. General storage instructions for household products should
emphasize storage in original container and placement in
locked storage areas.
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PEST/DIS-1
PESTICIDE DISPOSAL INSTRUCTIONS

The label of all products, except those intended solely for
domestic use, must bear explicit instructions about pesticide
disposal. The statements 1isted below contain the exact wording
that must appear on the label of these products:

1. The labels of all products, except domestic use, must
contain the statement, “Do not contaminate water, food, or feed
by storage or disposal.”

2. Except those products intended solely for domestic use, the
labels of all products that contain active ingredients that are
Acute Hazardous Wastes or are assigned to Toxicity Category I on
the basis of oral or dermal toxicity, or Toxicity Category I or
I1 on the basis of acute inhalation toxicity must bear the
following pesticide disposal statement:

“Pesticide wastes are acutely hazardous. Improper disposal
of excess pesticide, spray mixture, or rinsate is a
violation of Federal Law. If these wastes cannot be
disposed of by use according to label instructions, contact
your State Pesticide or Environmental Control Agency or the
Hazardous Waste representative at the nearest EPA Regional
Office for guidance."

3. The labels of all products, except those intended for
domestic use, containing active or {inert ingredients that are
Toxic Hazardous Wastes or meet any of the criteria in 40 CFR 261,
Subpart C for a hazardous waste must bear the following pesticide
disposal statement:

“Pesticide wastes are toxic. Improper disposal of excess
pesticide, spray mixture, or rinsate fs a violation of
Federal Law. If these wastes cannot be disposed of by use
according to label instructions, contact your State
Pesticide or Environmental Control Agency, or the Hazardous
Waste representative at the nearest EPA Regional Office for
guidance.”

4. Labels for all other products, except those intended for
domestic use, must bear the following pesticide disposal
statement:

“Wastes resulting from the use of this product may be
disposed of on site or at an approved waste disposal
facility.”

5. Products intended for domestic use only must bear the
following disposal statement: “Securely wrap original container
in several layers of newspaper and discard in trash.”
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CONT/DIS-1
CONTAINER DISPOSAL INSTRUCTIONS

The label of each product must bear container disposal
instructions appropriate to the type of container.

1. Domestic use products must bear one of the following
container disposal statements:

Container Type Statement

TNon-aerosol products ;Do not reuse container (bottle, can, JjarJ.
i(bottles, cans, jars)iRinse thoroughly before discarding in trash.
E?:n-aﬁroso1 products iDo not reuse bag. Discard bag 1n trash.

H ags ‘

{Aerosol products iReplace cap and discard containers 1n_
i itrash. Do not incinerate or puncture.

2. A1l other products must bear container disposal
instructions, based on container type, 1isted below:
Container Type Statement
(Netal 1iriple rinse {or equivalent). Then offer 4
icontainers ifor recycling or reconditioning, or puncture;
i(non-aerosol) iand dispose of in a sanitary landfill, or by]
iother procedures approved by state and localj]
rauthorities.

PTastic containers viriple rinse (or equivalent). Then offer
ifor recycling or reconditioning, or puncture
1and dispose of in a sanitary landfill, or
iincineration, or, 1f allowed by state and
ilocal authorities, by burning. If burned,
1stay out of smoke.

GTass containers iiriple rinse (or equivalent]). Then dispose
iof in a sanitary landfill or by other
tapproved state and local procedures.

Fiber drums icompTetely empty Tiner by shaking and

with liners itapping sides and bottom to loosen clinging
iparticles. Empty residue into application
iequipment. Then dispose of liner in a
isanitary landfill or by incineration if
1allowed by state and local authorities.

VI druT ifs contaminated and cannot be
/

ireused!/, dispose of in the same manner.
Paper and TCompletely empty bag Tnto appiication
plastic bags tequipment. Then dispose of empty bag in

1a sanitary landfill or by incineration,

jor, if allowed by State and local

tauthorities, by burning. 1If burned, stay

iout of smoke.

iCompressed gas YReturn empty cylinder for reuse (or

icylinders isimilar wording).

7 ManuTacturer may replace this phrase with one indicating whether
and how fiber drum may be reused.
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IV. BIBLIOGRAPHY APPENDICES
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Guide to Use of This Bibliography

CONTENT OF BIBLIOGRAPHY. This bibliography contains
citations of all studies considered relevant by EPA 1in
arriving at the positions and conclusions stated elsewhere
in the Standard. Primary sources for studies in this
biblfography have been the body of data submitted to EPA and
its predecessor agencies in support of past regulatory
decisfons. Selections from other sources fincluding the

published l1iterature, in those fnstances where they have
been considered, will be included.

UNITS OF ENTRY. The unit of entry in this bibliography fis
called a “study.” 1In the case of published materials, this
corresponds closely to an article. In the case of
unpublished materials submitted to the Agency, the Agency
has sought to identify documents at a level parallel to the
published article from within the typically larger volumes
ifn which they were submitted. The resulting “"studies”
generally have a distinct title (or at least a single
subject), can stand alone for purposes of review, and can be
described with a conventional bibliographic citation. The
Agency has attempted also to unite basic documents and
commentaries upon them, treating them as a single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography
are sorted numerically by "Master Record Identifier,” or
MRID, number. This number is unique to the citation, and
should be used at any time specific reference 1s required.
It is not related to the six-digit “"Accession Number"™ which
has been used to identify volumes of submitted studies; see
paragraph 4(d)(4) below for a further explanation. In a few
cases, entries added to the bibliography late in the review
may be preceded by a nine-character temporary fidentifier.
These entries are listed after all MRID entries. This
temporary identifier number is also to be used whenever
specific reference is needed.

FORM OF ENTRY. 1In addition to the Master Record Identifier
(MRID), each entry consists of a citation containing
standard elements followed, in the case of material
submitted to EPA, by a description of the earljest known
submission. Bibliographic conventions used reflect the
standards of the American National Standards Institute
(ANSI), expanded to provide for certain special needs.
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Author. Whenever the Agancy could confidently
identify one, the Agency uwas chosen to show a
personal author. When no {individual was
identified, the Agency has shown an fidentifiable
laboratory or testing facility as author. As a
last resort, the Agency has shown the first
submitter as author.

Document Date. When the date appears as four
digits with no question marks, the Agency took it
directly from the document. When a four-digit
date 1s followed by a question mark, the
bibliographer deduced the date from evidence in
the document. When the date appears as (197?),
the Agency was unable to determine or estimate the
date of the document.

Title. In some cases, it has been necessary for
Agency bibliographers to create or enhance a
document title. Any such editorfal insertions are
contained between square brackets.

Trailing Parentheses. For studies submitted to
the Agency in the past, the trailing parentheses
include (in addition to any self-explanatory text)
the following elements describing the earliest
known submission:

(1) Submission Date. The date of the earliest
known submission appears {immediately
following the word “recefved.”

(2) Administrative Number. The next element,
immediately following the word “under,” 1is
the registration number, experimental use
permit number, petition number or other
administrative number associated with the
earliest known submission.

(3) Submitter. The third element is the
submitter, following the phrase “"submitted
by." When authorship is defaulted to the
subaitter, this element is omitted.
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Volume ldentification (Accession Numbers).
The final element in the trailing parentheses
identifies the EPA accession number of the
volume in which the original submission of
the study appears. The six-digit accession
number follows the symbol "CDL,"” standing for
“Company Data Library."“ This accession
number is in turn followed by an alphabetic
suffix which shows the relative position of
the study within the volume. For example,
within accession number 123456, the first
study would be 123456-A; the second, 123456-
2; the 26th, 123456-Z; and the 27th, 123456-
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

00032871 Morris, R.A. (1980) Addition to Synopsis of Fenthion: Baytex)
Resfdue Chemistry on Alfalfa and Pasture Grass. (Unpublished
study received Jun 16, 1980 under 3125-73; prep..~d in
cooperation with Chemonics Industries, submitted by Mobay
Chemical Co., Kansas City, Mo.; CDL:242690-A)

00036935 Atkins, E.L.; Greywood, E.A.; Macdonald, R.L. (1975) Toxicity of
Pesticides and Other Agricultural Chemicals to Honey Bees:
Laboratory Studies. By University of California, Dept. of
Entomology. ?: UC, Cooperative Extension. (Leaflet 2287;
published study.)

00062094 Chemagro (1976) LResidues of Fenthion in Swine Tissue]: Report No.
36071. (Compilation; unpublished study including report no.
48661, received Aug 2, 1977 under 11556-37; submitted by
Bayvet, Shawnee Mission, Kans.; CDL:230979-1)

00062189 Heath, R.G.; Spann, J.W.; Hill, E.F.; et al. (1972) Comparative
Dietary Toxicities of Pesticides to Birds. By U.S. Fish and
Wildlife Service, Patuxent Wildlife Research Center. Washing-
ton, D.C.: USFWS. (Special scientific report--wildlife no. 152;
Chemagro report no. 33423; available from: U.S.Government
Printing Office, Washington, D.C.; 1971 0--460-531; published
study; CDL:092011-V)

00065775 Mobay Chemical Corporation (1975) Synopsis of Fenthion: (Baytex):
Residue Chemistry on Alfalfa and Pasture Grass. {(Compilation;
unpublished study received Feb 18, 1977 under 3125-73;
CDL:228621-A)

00065776 O1son, T.J. (1968) Determination of Residues of Fenthion in Rice
Grain by Thermionic Emission Gas Chromatography: Report No.
20417. Method dated Oct 21, 1968. (Unpublished study receiveded
Feb 18, 1977 under 3125-73; submitted by Mobay Chemical Corp.,
Kansas City, Mo.; CDL:228621-B)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Cunsidered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

00066832 Arthur, B.W. (1958) Metabolism and Stability of Bayer 29493 in
Several Biological Systems: Report G-505; Report No. 5153.
(Unpublished study recefved Apr 25, 1960 under unknown admin.
no.; prepared by Alabama Polytechnic Institute, Dept. of Zoology
Entomology, submitted by Mobay Chemical Corp., Kansas City, Mo.;
CDL:110563-F)

00071969 Johnson, J.C., Jr.; Bowman, M.C. (197?) Responses from cows fed diets
containing Fenthion or Fenitrothion. Journal of Dairy Science
55(6):777-782. (Also in unpublished submission received Dec 1, 1976
under 476-EX-80; submitted by Stauffer Chemical Co., Richmond,
Calif.; CDL:096471-D)

00075108 Niessen, H.; Tietz, H.; Frehse, H. (1962) On the occurrence of
biologically active metabolites of the active ingredient S 1752
after application of Lebaycid. Pflanzenschutz-Nachrichten
15(3):125-147. (Submitter report no. 12571; also in unpublished
submission received Jul 22, 1966 under 7F0531; submitted by Mobay
Chemical Corp., Kansas City, Mo.; CDL:090641-AA)

00081115 Loser, E.; Lorke, 7 (1969) Bay 29493: Generation Tests on Rats:
Report No. 1400; 25761. (Unpublished study received May 11,
1971 under 11556-1; prepared by Farbenfabriken Bayer AG, West
Germany, submitted by Bayvet, Shawnee Mission, Kans.; CDL:
100920-AA)

00081363 Doull, J.; Root, M.; Cowan, J.; et al. (1963) Chronic Oral
Toxicity of Bayer 29493 to Male and Female Dogs: Submitter
10853. (Unpublished study received Mar 19, 1963 under 3125-
73; prepared by Univ. of Chicago, Depts. of Pharmacology and
Pathology, submitted by Mobay Chemical Corp., Kansas City, Mo.;
CDL:051134-BH)

00093415 Mobay Chemical Corporation (1966) Fenthion: Analytical, Residue, and
Flavor Information on Backline Application to Cattle. Includes
method dated Aug 18, 1965. (Compflation; unpublished study,
including report nos. 16,509, 16,913, 16,951..., received
Jul 22, 1966 under 7F0531; CDL:090637-A; 090636; 090638)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

00093416 Mobay Chemical Corporaiton (1966) Fenthion: Analytical, Residue, and

B Flavor Information on Backline Application to Cattle: Supplement

. No. 1. Compilation; unpublished study received Jul 22, 1966 under
7F0531; CDL:090637-B)

00093422 Mobay Chemical Corporation (1966) Analytical, Residue and Flavor
Information on Application of Fenthion to Cattle. (Compilation;
unpublished study, including report nos. 17015, 17062, 17362...,
received Jul 22, 1966 under 7F0531; CDL:090638-B)

00093459 Mobay Chemical Corporation (1966) Fenthion Residues in Milk and
Cattle. Includes method dated Mar 31, 1966. (Compilation;
unpublished study, including rept. nos. 17445, 17887, 18067...,
received Jul 22, 1966 under 7F0531; CDL:090642-B)

00107081 Darsie, R.; Lake, R.; Kutz, F.; et al. (1962) Studies of Baytex
Toxicity to Certain Salt Marsh Waterbirds: Submitter 11053].
(Unpublished study received Sep 2, 1966 under 7F0531; prepared
by Univ. of Delaware, submitted by Mobay Chemical Corp., Kansas
City, MO; CDL:092064-0)

00114318 Puhl, R.; Hurley, J. (1978) The Metabolism and Degradation of
Baytex-ring-1-13,14C on Soil: Report No. 66758. (Unpublished
study received Aug 30, 1982 under 3125-73; submitted by Mobay
Chemical Corp., Kansas City, MO; CDL:248330-A)

00115216 Bayvet (1973) LAnalyses for Residues of Fenthion in Swine].
(Compilation; unpublished study received Sep 14, 1982 under
11556 34; CDL:248407-A)

00115886 Mobay Chemical Corp. (1965) Fenthion: Metabolic, Analytical
and Residue Information on In feed Application to Cattle.
(Compilation; unpublished study received 1965 under 7F0531;

CDL:092819-A)

00115887 Mobay Chemical Corp. (19/0) LFenthion Residues in Milk, Eggs,
Poultry Tissues and Alfalfa Hayl. (Compilation; unpublished
study received on unknown date under 9FU811; CDL:093129-A)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

00115889 Mobay Chemical Corp. (1973) Fenthion: Analytical and Residue
Information on Backline Application to Swine. (Compilation;
gggg?;i:?ed study received Feb 19, 1974 under 4F1472; CDL:

00115895 Bayvet (1970) Fenthion: Analytical and Residue Information on
Spotton Application to Cattle. (Compilation; unpublished study
recefved Mar 14, 1972; Jun 20, 1972 under 11556-37; CDL:102518-A)

00115898 Crawford, C.; Nelson, D. (1970) Safety of Tiguvon Spotton to Cattle
at Five Times the Recommended Rate: Report No. 28085. (Unpub-
1ished study received Nov 14, 1974 under 11556-37; prepared by
Chemagro Corp., submitted by Bayvet, Shawnee Mission, KS;
CDL:102520-B)

00115908 Bayvet (1974) [Fenthion Residue Determination in Various Products).
(Compilation; unpublished study received Sep 3, 1975 under
11556-37; CDL:195118-A)

00115918 Simmons, C. (1975) Leaching Characteristics of Baytex on Aged Soil:
Report No. 45653. (Unpublished study received Sep 13, 1976 under
unknown admin. no.; submitted by Mobay Chemical Corp., Kansas
City, MO; CDL:225820-H)

00115926 Brady, U.; Arthur, B. (1961) Metabolism of 0,0-dimethyl 0-|4-(meth-
ylthio)-M-tolyl! phosphorothiocate by white rats. Journal of
Economic Entomology 54(6):1232-1236. (Submitter 6782; also In
unpublished submission received Sep 13, 1976 under unknown
admin. no.; submitted by Mobay Chemical Corp., Kansas City, MO;
CDL:225821-B)

00115928 Mobay Chemical Corp. (1968) |[Determination of Residues of Fenthion
(Baytex) in Various Products. (Compilation; unpublished study
received Sep 13, 1976 under unknown admin. no.; CDL:225821-D)

00115932 Thornton, J. (1977) To Determine Possible Tissue Residues Resulting
from Dermal Backline Application of Lysoff: Report No. 54691.
(Unpublished study received Aug 2, 1977 under 11556-48; submit-
ted by Bayvet, Shawnee Mission, KS; CDL:230980-A)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

00116380 Elder, J.; Henderson, C. (1969) Pesticides Field Appraisal: Field
Appraisal of ULV Baytex Mosquito Control Applications on Fish
and Wildiife: Mobay 24528. (U.S. Fish and Wildlife Service,
Div. of Wildiife Services, Div. of Fishery Services and Ohio,
Dept. of Natural Resources, Div. of Wildlife; unpublished study;
CDL:007010-A)

00116381 Mobay Chemical Corp. {1969) Fenthion: Analytical and Residue
Information on Backline Application to Cattle. (Compilation;
unpublished study received Jul 9, 1969 under 3125-238; CDL:
007184-A)

00116386 Chemagro (1972) [Fenthion: Residues in Cattle]: Report No. 33149.
(Unpublished study received Jun 6, 1972 under 11556-34; submitted
by Bayvet, Shawnee Mission, KS; CDL:014018-B)

00116396 Schaefer, C.; Dupras, E. (1970) The effects of water quality,
temperature and 1ight on the stability of organophosphorus lar-
vicides used for mosquito control. Pages 67-75, In Proceedings
and Papers of the Thirty-Seventh Annual Conference of the Cali-
fornia Mosquito Control Assn., Inc; Jan 27-29, 1969. [S.1.!:
The Assoc. (Also In unpublished submission received Aug 3, 1970
under 1F1019; submitted by Mobay Chemical Corp., Kansas City,
MO; CDL:091069-C)

00116398 Mobay Chemical Corp. (1968) Fenthion: Analytical and Residue In-
formation: Dairy Barn and Poultry House Spray. (Compilation;
unpublished study received Jun 5, 1969 under 9F0811; CDL:
091401-A)

00116399 Chemagro Corp. (1969) Recovery of Fenthion from Alfalfa and Pasture
Grass: Report No. 24609. (Unpublished study received on unknown

date under 9F0774; CDL:098672-A)

00116748 Mobay Chemical Corp. (1967) LStudy: Fenthion Residue in Selected
Products). (Compilation; unpublished study received Jul 22,

1966 under 7F0531; CDL:095237-1)

00116749 Chemagro Corp. (1967) LStudy: Fenthion Residue in Selected
Products). (Compilation; unpublished study received on unknown
date under 9F0811; CDL:098470-A)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBL IOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

00116750 Chemagro Corp. (1968) [Study: Fenthion Residue in Rice]. (Compil-
ation; unpublished study received on unknown date under 9F0774;
CDL :098659-A)

00116751 Chemagro Corp. (1968) Supplement No. 2 to Brochure Entitled:
Fenthion--Metabolic, Analytical, and Residue Information on
Spray and Granular Application to Alfalfa and Rangeland Grasses.
Compilation; unpublished study received on unknown date under
9F0774; CDL:098670-A)

00132309 Mobay Chemical Corp. (1982) Baytex: Residue Chemistry on Fruits
(Grapefruit, Oranges and Mangoes): Brochure No. 1128; Document
No. AS 83-2312. (Compilation; unpublished study received Oct
14, 1983 under 4E2983; CDL:072021-A)

00132312 DuBois, K.; Kinoshita, F. (1970) The Acute Oral and Dermal Toxicity
of Two Samples of Bay 29493: [Rats, Rabbits): [Submitter} 28579.
(Unpublished study received Oct 14, 1983 under 4E2983; prepared
by Univ. of Chicago, Toxicity Laboratory, submitted by Mobay
Chemical Corp., Kansas City, MO; CDL:072022-C)

00132314 Mihail, F.; Lorke, D. (1978) S 1752 (Lebaycid Active Ingredient):
Determination of Percutaneous Toxicity: Report No. 7604; 66257.
(Unpublished study received Oct 14, 1983 under 4E2983; prepared
by Bayer AG, W. Ger., submitted by Mobay Chemical Corp., Kansas
City, MO; CDL:072022-E)

00132317 Thyssen, J.; Lorke, D. (1978) S 1752 (Active Ingredient of Lebay-
cid): Acute Inhalation Toxicity: LRats]: Report No. 7842; 66646.
(Transiation; unpublished study received Oct 14, 1983 under
4E£2983; prepared by Bayer AG, W. Ger., submitted by Mobay Chemi-
cal Corp., Kansas City, MO; CDL:072022-1)

00132319 Thyssen, J.; Lorke, D. (1982) S 1752 (Fenthion, Lebaycid Active In-
gredient): Test for Irritant Effect on Skin or Mucous Membrane:
LRabbits]: LSubmitter] 82764. (Unpublished study received Oct
14, 1983 under 4E2983; prepared by Bayer AG, W. Ger., submitted
by Mobay Chemical Corp., Kansas City, MO; CDL:072022-K)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

CITATION

00132341 Hoffmann, K.; Weischer, C.; Lorke, D. (1975) Fenthion: Chronic

Toxicity Study on Dogs (Two-year Feeding Experiment): Report No.
5737; 49503. (Unpublished study received Oct 14, 1983 under
4E2983; prepared by Bayer AG, W. Ger., submitted by Mobay
Chemical Corp., Kansas City, MO; CDL:072022-AH)

0132344 Loser, E.; Lorke, D. (1969) Bay 29493: Generation Tests to Rats:

Report No. 1400; 25761. (Unpublished study received Oct 14,
1983 under 4E2983; prepared by Farbenfabriken Bayer AG, W. Ger.,
submitted by Mobay Chemical Corp., Kansas City, MO; CDL:
072022-AK)

00132346 Machemer, L.; Lorke, D. (1978) S 1752 (Fenthion, Lebaycid Active

Ingredient): Evaluation for Embryotoxic and Teratogenic Effects
in Orally Dosed Rats: Report No. 7580; 66258. (Unpublished
study received Oct 14, 1983 under 4E2983; prepared by Bayer AG,
W. Ger., submitted by Mobay Chemical Corp., Kansas City, MO;
CDL :072022-AM)

00132347 Becker, H.; Mueller, E.; Lind, H.; et al. (1982) Embryotoxicity and

Teratogenicity Study on S 1752 in Rabbits: RCC Project 004961;
8400/. Final rept. (Unpublished study received Oct 14, 1983
under 4E2983; prepared by Research & Consulting Co. Ltd.,
Switz., submitted by Mobay Chemical Corp., Kansas City, MO;
CDL :072022-AN)

00132348 Herbold, B.; Lorke, D. (1980) S 1752: Fenthjon--Lebaycid Active In-

gredient: Salmonella/Microsome Test for Detection of Point-muta-
genic Effects: Report No. 9088; 80434. (Unpublished study re-
ceived Oct 14, 1983 under 4E2983; prepared by Bayer AG, W. Ger.,
submitted by Mobay Chemical Corp., Kansas City, MO; CDL:
072022-A0)

00132349 Inukai, H.; Iyatomi, A. (19/6) Fenthion: Mutagenicity Test on Bac-

terial Systems: Report No. 30; 82760. (Unpublished study re-
ceived Oct 14, 1983 under 4E2983; prepared by NITOKUNO, Japan,
submitted by Mobay Chemical Corp., Kansas City, MO; CDL:
072022-AQ)
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00132350 Shirasu, Y.; Moriya, M.; Kaneda, Y. (1979) Report of the Mutageni-
city Study of Fenthion: LSubmitter! 82763. (Unpublished study
recefved Oct 14, 1983 under 4E2983; prepared by Institute of En-
vironmental Toxicology, submitted by Mobay Chemical Corp., Kan-
sas City, MO; CDL:072022-AS)

00132351 Oesch, F. (1977) Ames Test for Lebaycid (Fenthion): 82762. (Unpub-
1ished study received Oct 14, 1983 under 4E2983; submitted by
Mobay Chemical Corp., Kansas City, MO; CDL:072022-AT)

000132352 Machemer, L.; Lorke, D. (1978) S 1752 (Fenthion; Lebaycid Active
Ingredient): Dominant Lethal Study on Male Mice To Test for Mu-
tagenic Effects: Report No. 7449; 66144. (Unpublished study re-
ceived Oct 14, 1983 under 4E2983; prepared by Bayer AG, W. Ger.,
submi tted by Mobay Chemical Corp., Kansas City, MO; CDL:
072022-AU)

00132353 Herbold, B.; Lorke, D. (1980) S 1752: Fenthion--Lebaycid Active In-
gredient: Micronucleus Test on Mouse To Evaluate S 1752 for Mu-
tagenic Potential: Report No. 9577; 80318. (Unpublished study
received Oct 14, 1983 under 4E2983; prepared by Bayer AG, W.
Ger., submitted by Mobay Chemical Corp., Kansas City, MO; CDL:
072022-AV)

00132356 Rosenblum, I. (1980) A Safety Evaluation of Fenthion (S1752) in
Rhesus Monkeys ...: LSubmitter! 68789. Final rept. (Unpub-
V1ished study received Oct 14, 1983 under 4E2983; prepared by
Albany Medical College, Institute of Comparative and Human Toxi-
cology, submitted by Mobay Chemical Corp., Kansas City, MO; COL:
072022-AY)

00147245 Rosenblum, I. (1980) A Safety Evaluation of Fenthion (S1752) in
Rhesus Monkeys (Macaca mulata): Final Report: Report No. 68789.
Unpublished study prepared by The Albany Medical College of Union
University. 117 p.

00147316 Herbold, B. (1983) E.1752 Pol Test on E. coli to Evaluate for Po-
tential DNA Damage: Report No. 11919. Unpublished study pre-
pared by Bayer AG. 12 P.

00154963 US Environmental Protection Agency (19/6) Determining and Monitoring
the Toxicity of Baytex to Pink Shrimp at Sanibel Island, Florida:
Report No. 65762. Unpublished report. 43 p.
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00154967 Mobay Chemical Corp. (1984) Residue and Metabolism Data: Baytex.
Unpublished compliation. 553 p.

00160000 Hudson, R.; Tucker, R.; Haegele, M. (1984) Handbook of toxicity of
pesticides to wildlife: Second edition. US Fish and Wildlife
Service: Resource Publicatiom 153. 91 p.

05000819 Korn, S.; Earnest, R. 11974) Acute toxicity of twenty Insecticides to
striped bass Morone saxatilis. California Fish and Game
60(3):128-131.

05000975 Tucker, R.K.; Haegele, M.A. (1971) Comparative acute oral toxicity
of pesticides to six species of birds. Toxicology and Applied
Pharmacology 20(1):57-65.

05014941 Pickering, Q.H.; Henderson, C. {1966) The acute toxicity of some
pesticides to fish. Ohio Journal of Science 66(5):508-513.

40085801 Talbott, T. (1987) Product Chemistry of Baytex Technical for Use
Only in the Mamufacture of Economic Poisons: Baytex Liquid Con-
centrate Insecticide. Unpudlished study prepared by Mobay Corp.
30 p.

40085802 Talbott, T. (1987) Product Chemistry of Baytex Technical for Use
Only in the Manufacture of Economic Poisons: Baytex Liquid Con
centrate Insecticide. Unpublished compilation prepared by Mobay
Corp. 87 p.

40094602 Johnson, W.; Finley, M. (1980) Handbook of Acute Toxicity of
Chemicals to Fish and Aquatit Invertebrates: Resource Publication
137. US Fish and Wildlife Service, Washington, D.C. 106 p.

40110401 Christopher, R.; Lane, J. (1987) Aqueous Photolysis of Baytex in
Sterile Buffered Solution: Project ID: BX-01-86. Unpublished

study prepared by Mobay Corp. 27 p.

40110402 Ciarletta, J. (1986) Pytotoxicity (sic) Responses from Fenthion/
Diesel 011 Mixtures Applied as Foliar and Seed Treatments to
Ten Plant Species: Report No.: 94272. Unpublished compilation

prepared by Mobay Corp. 14 p.
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40186701 Stubblefield, W. (1987) Baytex (technical grade)--Acute LD50 to
Bobwhite Quail: Report No. 94418: Study No. 86-015-06. Unpub-
1ished study prepared by Mobay Corp. 27 p.

40186702 Stubblefield, W. (1987) Baytex Technical: Subacute Dietary LCS50 to
Bobwhite Quail: Report No. 94420: Study No. 86-175-09. Unpub-
1ished study prepared by Mobay Corp. 29 p.

40186703 Stubblefield, W. (1987) Baytex Technical: Subacute Dietary LC50 to
Mallard Ducks: Report No. 94424: Study No. 86-175-08. Unpub-
1ished study prepared by Mobay Corp. 30 p.

40186704 Eigenberg, D. (1987) Acute Oral Toxicity of Baytex Technical in
Albino Rats: Report No. 94466: Study No. 87-011-01. Unpublished
study prepared by Mobay Corp. 21 p.

40186705 Eigenberg, D. (1987) Acute Dermal Toxicity of Baytex Technical in
Albino Rabbits: Report No. 94467: Study No. 87-023-01. Unpub-
1ished study prepared by Mobay Corp. 19 p.

40186706 Shiotsuka, R. (1987) Acute Inhalation Toxicity Study with Baytex
Technical in Rats: Report No. 94313: Study No. 86-041-26.
Unpublished study prepared by Mobay Corp. 33 p.

40186/07 Moore, K. (1987) A Liquid Chromatographic Method for the Determi-
nation of Fenthion (Baytex) in Inhalation Chamber Atmospheres:
Report No. 94312. Unpublished study prepared by Mobay Corp.
15 p.

40186708 tigenberg, D. (198/) Primary Eye Irritation of Baytex Technical in
Albino Rabbits: Report No. 94307: Study No. 86-333-07. Unpub-
1ished study prepared by Mobay Corp. 16 p.

40186709 Eigenberg, D. (1987) Primary Dermal Irritation of Baytex Technical
in Albino Rabbits: Report No. 94308: Study No. 87-323-01. Un-
published study prepared by Mobay Corp. 16 p.
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40186710 Flucke, W. (1987) Study of Skin Sensitization Effect on Guinea
Pigs: (Maximization Test of Magnu~son and Kligman): Report No.
94394: Bayer Report No. 15428. Unpublished study prepared by
Bayer AG. 41 p.

40186711 Forbis, A. (1986) Acute Toxicity of Baytex to Selenastrum capri-
cornutum Printz: Final Report #35314. Unpublished Mobay report
No. 94419 prepared by Analytical Bio-Chemistry Laboratories,
Inc. 165 p.

40186712 Hughes, J. (1987) The Toxicity of Baytex Technical, Lot No. ... to
Anabaena flos-aquae: Laboratory Project ID: 1059-01-1100-4.
Unpublished Mobay report No. 94428 prepared by Malcolm Pirnie,
Inc. 40 p.

40186713 Hughes, J. (1986) The Toxicity of Baytex Technical, Lot No.... to
Skeletonema costatum: Laboratory Project ID: 1059-01-1100-2.
Unpublished Mobay report No. 94429 prepared by Malcolm Pirnie,
Inc. 40 p.

40186714 Hughes, J. (1987) The Toxicity of Baytex Technical, Lot No.... to
Lemma gibba: Laboratory Project ID: 1059-01-1100-3. Unpublished
Hobay report No. 94430 prepared by Malcolm Pirnie, Inc. 38 p.

40186715 Hughes, J. (1986) The Toxicity of Baytex Technical, Lot No.... to
Navicula pelliculosa: Laboratory Project ID: 1059-01-1100-1.
Unpublished Mobay report No. 94461 prepared by Malcolm Pirnie,
Inc. 40 p.

40194201 Christopher, R.; Lane, J. (1987) Leaching Characteristics of Aged
Soil Residues of Baytex: Project No.: BX-02-87. Unpublished
study prepared by Mobay Corp. 40 p.

40214201 Swigert, J. (1986) Acute Flow-through Toxicity of Baytex to Rainbow
Trout (Salmo gairdneri): Final Report #35313. Unpublished Mobay
report 94470 prepared by Analytical Bio-Chemistry Laboratories,

Inc. 149 p.



134

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Mevinphos Standard

MRID CITATION

40223001 Talbott, T. (1987) Product Chemistry of Baytex Technical for Use
Only in the Manufacture of Economic Pofsons: Baytex Liquid Con-
centrate Insecticide: BR 1543. Unpublished compilation prepared
by Mobay Corp. 96 p.

40223002 Talbott, T. (1987) Product Chemistry of Baytex Technical for Use
Only in the Manufacture of Economic Pofsons: Baytex Liquid Con-
centrate Insecticide: Supplement 1: BR 1542. Unpublished study
prepared by Mobay Corp. 12 p.

40228401 Mayer, F. (1986) Acute toxicity handbook of chemicals to estuarine
organisms: EPA/600/X-86/231. Prepared by US EPA Environmental
Research Laboratory, Gulf Breeze, FL. 275 p.

40229201 Flucke, W.; Kaliner, G. (1987) E 1752: (Common Name: Fenthion, the
Active Ingredient of Baytex): Acute Neurotoxicity Studies on
Hens following Oral and Dermal Administration: Bayer Report No.:
15088; Mobay ACD No.: 91341. Unpublished study prepared by
Bayer AG. 86 p.

40246401 Forbis, A. (1987) Acute Flow-through Toxicity of Baytex to Daphnia
magna: ABC Final Report #35598. Unpublished Mobay Report 94576
prepared by Analytical Bio-Chemistry Laboratories, Inc. 179 p.

40247101 DeWeese, L.; McEwen, L.; Deblinger, R.; et al. (1981) Mosquito
control with chemicals and the impacts on wildlife. P. 23-25
in West Central Mosquito and Vector Control Association Pro-
ceedings; February 4 & 5, 1981, Boulder, CO.

40247102 Powell, G.; DeWeese, L.; Lamont, T. (1981) A field evaluation of
frogs as a potential source of secondary organophosphorus in-
secticide poisoning. Can. J. Zool. 60:2233-2235.

40247103 Clark, J.; Duke, T. (1983) Effects of Mosquito Control Applications
of the Pesticide Fenthion on Nontarget Estuarine Organizations:
Preliminary Report: No. SR-105. US EPA Environmental Research
Lab, Gulf Breeze, FL. 87 p.

40247104 Powell, G. (1984) Reproduction by an altricial songbird, the red-
winged blackbird, in fields treated with the organophosphate
insecticide fenthion. J. Applied Ecology 21:83-95.
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40247105 Borthwick, P.; Clark, J.; Montgomery, R. (1985) Field confirmation
of a laboratory-derived hazard assessment of the acute toxicity
of fenthion to pink shrimp (Penaeus duorarum): Special Technical
Publication. Aquatic Toxicology and Hazard Assessment: ASTM
891. P. 177-189.

40274101 Swigert, J. (1987) Acute Flow-through Toxicity of Baytex to Blue-
gi11 Sunfish (Lepomis macrochirus): Final Report #35597. Un-
published Mobay report 94632 prepared by Analytical Bio-Chemis-
try Laboratories, Inc. 175 p.

40329401 Kowalski, R.; Clemens, G.; Bare, J.; et al. (1987) A Teratology
Study with Fenthion (Baytex Technical) in the Rat: Report No.
MDT0029: Toxicology Report No. 935. Unpublished Mobay Report
No. 94815 prepared by Miles Laboratories. 192 p.

40329501 Bailey, D. (1987) 21-Day Dermal Toxicity Study in Rabbits with
Baytex Technical: HLA Study No. 339-118. Unpublished Mobay re-
port no. 94822 prepared by Hazleton Laboratories America, Inc.
157 p.

40462701 Clemens, G.; Bare, J.; Hartnagel, R. (1987) A Teratology Study in
the Rabbit with Fenthion (Baytex Technical): Rept. No. MTD0039.
Unpublished study prepared by Miles Inc. 143 p.

40495501 Surprenant, D. (1988) Acute Toxicity of Technical Grade Fenthion
(Trade Name Baytex) to Sheepshead Minnow (Cyprinodon variegatus)
under Flow-through Conditions: Report #87-9-2506: Study #274.
0587.6152.505. Unpublished study prepared by Springborn Life
Sciences, Inc. 31 p.

40564101 Surprenant, D. (1988) Acute Toxicity of Technical Grade Fenthion
(...) to Eastern Oysters (Crassostera virginica) Under Flow-
through Conditions: Study No. 274-0587-6153-504. Unpublished
study prepared by Springborn Life Sciences, Inc. 35 p.

40564102 Surprenant, D. (1988) The Toxicity of Technical Grade Fenthion
(...) to Rainbow Trout (Salmo gairdneri) Embryo and Larvae: Stu-
dy No. 274.0587.6154.121. Unpublished study prepared by Spring-
born Life Sciences, Inc. 51 p.
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Form Approved. OMB No. 2070-0057. Approval expires 11-30-89.
IEPA REGISTRATION NO.

FIFRA SECTION 3(CH2)(B) SUMMARY SHEET

PRODUCT NAME

APPLICANT'S NAME DATE GUIDANCE DOCUMENT ISSUED

With respect to the requirement to submit ‘‘generic”’ data imposed by the FIF RA section 3{C)(2)(B) notice contained in the referenced
Guidance Document, | am responding in the following manner:

[J1. 1 will submit data in a timely manner to satisfy the following requirements. If the test procedures | will use deviate from (or are not
specified in) the Registration Guidelines or the Protocols contained in the Reports of Expert Groups to the Chemicals Group, OECD
Chemicals Testing Progmmme, ) enclose the protocols that | will use:

[732. 1 have entered into an agreement with one or more other registrants under FIFRA section 3(C)(2)(B)ii) to satisfy the following data
requirements. The tests, and any required protocols, will be submitted to EPA by:

NAME OF OTHER REGISTRANT

[ 3. 1 enclose a completed “Certification of Attempt to Enter Into an Agreement with Other Registrants for Development ot Data” with
respect to the foliowing data requirements:

] 4. 1 request that you amend my registration by deleting the following uses (this option is not availsble to applicants for new products):

[J5. 1 request voluntary cancellation of the registration of this product. (This option is not available to applicants for new products.)

REGISTRANT'S AUTHORIZED REPRESENTATIVE SIGNATURE DATE

EPA Form 8580-1 (10-82)
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. Form Approved. OMB No. 2070-0057. Expires 11-30-80.
CERTIFICATION OF ATTEMPT TO ENTER

INTO AN AGREEMENT WITH OTHER REGISTRANTS
(To qualify, certify ALL four items) FOR DEVELOPMENT OF DATA

GUIDANCE DOCUMENT DATE
1. | am duly authorized to represent the following firm(s) who are subject to the require-
ments of 8 Notice under FIFRA Section 3(c)(2)(B) contained in 8 Guidance Document
1o submit data concerning the active ingredient: ACTIVE INGREDIENT

NAME OF FIRM EPA COMPANY NUMBER

(This firm or group of firms is referred to below as “my firm".)

2. My firm is willing to develop and submit the data as required by that Notice, if necessary. However, my firm would prefer to enter
into an agreement with one or more other registrants to develop jointly, or to share in the cost of developing, the following required
items or data:

3. My firm hes offered in writing to enter into such an agreement. Copies of the offers are attached. That offer was irrevocable and included an offer to be
bound by an arbitration decision under FIFRA Section 3(c)(2) (B)iii) if fina! agreement on all terms could not be raached otherwise. This offer was made
‘tothe following firm(s) on the following date(s):

NAME OF FIRM DATE OF OFFER

However, none of those firm(s) accepted my offer.

4, Wty firm requests that EPA not suspend the registration(s) of my firm's product(s), if any of the firms named in paragraph (3) above
have agreed to submit the data listed in paragraph (2) above in accordance with the Notice. | understand EPA will promptly inform
me whether my firm must submit data to avoid suspension of its registration(s) under FIFRA Section 3(c)(2)(B). (This statement
does not apply to applicants for new products.) | give EPA permission to disclose this statement upon request.

TYPED NAME SIGNATURE DATE

1

EPA Form 8580-8 (10-82)
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OMB Approval No.
2070-0057
Expires 11/30/89
PRODUCT SPECIFIC DATA REPORT

EPA Reg. No. Date

Guidance Document for

11est not)
irequirediI am complying with
ifor my idata requirements by

—- e oo e o

i
i
i
! iproduct {Citing MRID Submit-
i ilisted | Number or |ting
H iabove  [EPA AccessioniData }(For EPA Use Only)
Registration | i{check | Number 1 (At-  lAccession Numbers
Guideline No.| Name of Test ibelow) | itached)|Assigned
Sec. 158.120 H H H H
PRODUCT i ] i i i
CHEMISTRY i ] : i :
b1-1 1 Identity of i 1 H H
| ingredients i ] i i
6I-2 71 Statement of H H H 1
i composition i i i )
61-3 1 Discussion of H 1 i I
| formation of i i i i
i ingredients : i i i
62-1 1 Preliminary H H i H
{ analysis i i i i
62-2 1 Certitication of | H o i
| 1imits i i i i
62-3 1 Analytical methods] H o 1
i for enforcement | i i ]
t limits ] i i ]
b3-2 1 Cotor 1 i i H
63-3 1 Physical state 1 1 i i
63-4 1 Odor I 1 L \
03-5 1 Meiting point H H | 1
63-6 i Boiling point H 1 1 1
b3~/ 1 Density, bulk- 1 H H i
! density, or H ; : :
| specific gravity | : i i
03-8 1 S0lubility H ) K H
83-9 7 vapor pressure 1 i ] 1
63-10 1 DissocTation o 1 H )
| constant : ‘ i i
63-11 i Octanol/water H H 1 H
! partition : i i i
{ coefficient : i i i
$3-1Z | pH 1 H H i

EPA Form 8580-4
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OMB Approval No.
2070-0057
Expires 11/30/89

PRODUCT SPECIFIC DATA REPORT (cont‘'d)
EPA Reg. No. Date

Guidance Document for

v1est not]
irequired;{l am complying with
tfor my j{data requirements by

1
i
'
i iproduct {Citing MRID Submit-
: {1isted | Number or |ting
i iabove  }EPA AccessionijData |(For EPA Use Only)
Registration | t(check | Number 1(At-  iAccession Numbers
Guideline No.i; Name of Test ibelow) | i tached) Assigned
Sec. IS8.120 H 1 H i
PRODUCT i i i i i
CHEMISTRY |} i i i i
(cont'd) i : i i i
03-13 v stability I H i 1
03-14 i UXidizing/reducing; H H H
| reaction i i i ]
63-15 7 FlammabiTity 1 H H 1
53-16 T ExplodabiTity T H H 1
63-17 i Storage stability | i i 1
63-18 T viscosity H i H 1
03-19 T MiscibiTity H ) i i
63-20 7 corrosion i i i i
| characteristics |} i : i
63-71 1 DieTectric break- H H H
i down voltage i i i i
Sec. 158.135 H i 1 H
TOXICOLOGY } ] i i i
81-1 1 Acute oral 1 i 1 I
i toxicity, rat i i i i
BI-2 1 Acute dermal 1 1 i H
! toxicity, rabbit | : i i
81-3 1 Acute TnhaTation, | i H H
{ toxicity, rat i i i :
8I-4 1 Primary eye H H H H
i irritation, rabbit} i i i
B1-5 7 Primary dermal H ) H )
{ frritation i i i :
81-b 1 Dermal sensitiza- | H H i
i tion, \ i i i
8I-7 1 Acute DeTayed H i H )
H i i i

neurotoxicity, hen;

EPA Form 8580-4 (cont'd)
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OMB Approval No. 2070-0057
Expiration Date 11/30/89

GENERIC DATA EXEMPTION STATEMENT
EPA Product Registration Number:

Registrant's Name and Address:

As an authorized representative of the registrant of the product identified above, I
certify that:

(1) I have read and am familiar with the terms of the Notice from EPA dated
concerning a requirement for submission of “generic™ data on the active
fngredient named under FIFRA Section 3(c)(2)(B).

(2) My firm requests that EPA not suspend the registration of our product, despite
our lack of intent to submit the generic data in question, on the grounds that the product
contains the active ingredient solely as the result of the incorporation into the product
of another product which contains that active ingredient, which is registered under FIFRA
Section 3, and which is purchased by us from another producer.

(3) An accurate Confidential Statement of Formula (CSF) for the above-identified
product is attached to this statement. That formula statement indicates, by company name,
registration number, and product name, the source of the subject active ingredient in my
firm's product, or

The CSF dated on file with EPA is complete, current and accurate and
contains the Tnformation requested on the current CSF Form 8570-4. The registered
source(s) of the above named active ingredient in my product(s) is/are
and their registration number(s) is/are .

My firm will apply for an amendment to the registration prior to changing the source
of the active ingredient in our product.

(4) 1 understand, and agree on behalf of my firm, that if at any time any portion of
this Statement is no longer true, or if my firm fails to comply with the undertakings made
in this Statement, my firm's product's registration may be suspended under FIFRA Section

3(c)(2)(B).

(5) I further understand that if my firm is granted a generic data exemption for the
product, my firm relies on the efforts of other persons to provide the Agency with the
required generic data. If the registrant(s) who have committed to generate and submit the
required data fail to take appropriate steps to meet requirements or are no longer in
compliance with this Notice's data requirements, the Agency will consider that both they
and my firm are not in compliance and will normally initiate proceedings to suspend the
registrations of my firm's product(s) and their product(s), unless my firm comits to
submit and submits the required data in the specified time frame. I understand that, in
such cases, the Agency generally will not grant a time extension for submitting the data.

Registrant’'s authorized representative:

[Signature

Dated:

{Typed]
EPA Form 8570-27



