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INTRODUCTION

The Federal Insecticide, Funglcide, and Rodenticide Act (FIFRA)
Section 3(g), directs EPA to rereglster all pesticldes as
expeditiously as possible.

To carry out this task FEPA has established the Regilstration
Standards program, which reviews all pesticide products contain-
ing active ingredients first reglistered before January 1. 1977.
Pestlcldes are reviewed 1in use clusters which have been ranked to
give earliest review to pesticides used on food and feed crops.

The Reglstration Standards program Involves a thorough review of
the sclentific data base underlying pesticide registrations and

an ldentification of studles required to maintalin the reglistration
of the pesticide. These may be eilther studies which may not

have been required when the product was 1initially reglistered or
studles that are now considered I1nsufficlent. FPA's reassessment
results in the development of a regulatory posltion, contailned

in a Regilstration Standard, on each pestlclide and 1ts uses. The
Agency may require the reglstrant to modify product labels to
provide additional precautlionary statements, restrict the use of
the pesticlde to certified appllcators, establlish reentry intervals,
modify uses or formulation types, speclfy certaln packaging
limitatlions, or other requirements to assure that proper use of
the pesticlde will not result 1n unreasonable adverse effects on
the environment.

The scilentific review, which 1s not contalned in the Registration
Standard, but 1s available Ffrom the National Technical Information
Service, concentrates on the technical grade of the active
Ingredlent and identifies missing generic data. However., during
the revliew of these data, the Agency 1s also looking for potential
hazards that may be assoclated with the end-use (formulated)
products that contain the active 1ingredient. If the Agency has
serious concerns, the end-use products wlll be addressed as part
of the Reglstration Standards program and regulatory actions, to
the extent necessary to protect the public, will be proposed.

This Registration Standard contains the results of the Agency's
review of products containing pronamlde as the sole active
ingredient. During this review, the Agency evaluated all Section 3,
Section 24(c) and intrastate uses reglstered for pronamide.

Part I of this Standard, Regulatory Assessment, contains a
description of pronamide and a summary of the Agency's assessment
of the chemical. This 1s followed by a more thorough discussion
of the data base and the resulting regulatory position.



Part II of the Reglstration Standard, Requlrements for Regis-
tration, addresses the necessary requirements for maintaining
registrations of products containing pronamlde, along with the

instructions for submission of the data and information to the
Agency.



PART I. REGULATORY ASSESSMENT

The Agency has conducted a thorough review of the existing
scientiflc data base on pronamide. This Part of the Standard
sets forth the results of that review beglnning with a descrip
tlon of the chemical and 1ts uses, followed by a discussion of
the risks and benefits assoclated with the use of pronamide.

A summary of the Agency's review and posltion precedes the
discussion.

This part concludes with the resulting regulatory position,
and the rationale for these positions.



A. DESCRIPTION OF CHEMICAL

Description

Common Name

Chemical Name

Fmpirical Formula
Trade Names

Chemical Abstracts
Service (CAS) No.

OPP (Shaughnessy) No.:

Use Profile

Type of Pesticide

Pest Controlled

Registered Tlses

Predominant Use

Method of Application:

Mode of Activity

Rates of Application

FPormulations

Pronamide

3 5-dichloro-N(1l.l-dimethyl-2-
propynyl) benzamide
[N-(l1.1-dimethylpropynyl)-3,5-
dichlorobenzamide]

C1pH71NOCL5

Kerb

23950-58-5

101701

Preemergence herhicide

Annual and perennial grasses:
certain broadleaf weeds

Croplands: noncroplands

Lettuce and alfalfa

Ground spray equipment: incorporation-
aerially: limited hand spray

Inhibition of root and shoot grow:h
of germinating weed seedlings

0.5 to 4.0 1lbs. active ingredient
per acre, depending on crop and
weed problem

94% technical grade

50% formulation intermediate

End-use products: 50% wettable powder
Sl% granular formulations ang )
<1% granular formulations mixeq
with fertilizer



B. AGENCY ASSESSMENT

The Agency has conducted a thorough review of pronamide and its
scientific data base. The conclusions reached and requirements
to be imposed as a result of this review are discussed below.

Summary. The following summarizes the results of the Agency's
assessment of pronamide.

1. Pronamide poses a limited oncogenic risk for applicators.
In accordance with the Agency's proposed guidelines for
carcinogen risk assessment, pronamide has been classified in
Group C, Possible Human Carcinogen, pending consideration of
additional data required by this Standard. This classifica-
tion is based on a Medical College of Virginia (MCV) 18-month
mouse oncogenicity study which indicated that hepatocellular
carcinomas in male mice were present at feeding levels of
1000 and 2000 ppm. The results of this study have been
confirmed and clarified by a subsequent study (MIT).

2. Pronamide poses applicator exposure and risk which can be
reduced through the imposition of protective measures
(protective clothing, restricted use classification, water-
soluble packaging, etc.).

3. Pronamide has significant benefits that outweigh the
identified risks, if protective measures are instituted.

As a result of this review, the Agency has identified missing
data which are essential in completing assessment of the environ-
mental and human risks associated with the use of pronamide.
These data must be developed in order to maintain registrations
of products or register new products containing pronamide.
Specific data gaps are listed in Appendix A, Tables A and B.

The Agency has also determined that certain restrictions or
conditions are necessary to minimize environmental and human risks.
Significant requirements include continuation, from the RPAR
decision (see below), of classification as a restricted use
pesticide and water-soluble packaging for wettable powder end-use
products, and expansion of the protective clothing requirements
imposed by the RPAR decision. A complete discussion is contained
in Section C, Regulatory Position and Rationale, of this part;

the specific label language, when applicable, is set forth in

Part 1I.

Background. An RPAR (Rebuttable Presumption Against Registration,
or Special Review) of pronamide was initiated in 1977 on the basis
of a Medical College of Virginia (MCV) 18-month mouse oncogenicity
study which indicated that mice given diets containing 0, 1000,



and 2000 ppm pronamide showed a treatment-related increase in
hepatocellular carcinomas. The incidence of tumors was observed
at 18 months in male mice only. At that time, this study provided
the only evidence that pronamide is likely to be a human carcinogen.
After reviewing all the available information, EPA determined that
the cancer risk presumption had not been rebutted, and that the
uses of pronamide posed risks of cancer to certain exposed groups.
The Agency also reviewed information relating to benefits of these
uses, and after considering risks in relation to benefits, deter-
mined that these risks may be reduced by modifying the terms and
conditions of registration for some uses. The RPAR review was
completed in 1979, and the final decision included the following:

a. Restricted use classification for 50% wettable powder end-use
products.

b. Use of protective clothing during mixing and application of
wettable powder formulations.

c. Implementation of water-soluble packaging for wettable powder
formulations.

d. Tolerance on lettuce lowered from 2 ppm to 1 ppm to reduce
dietary exposure.

Tolerance Reassessment. Tolerances have been established for
residues of pronamide in or on a wide range of raw agricultural
products listed in 40 CFR 180.317. These tolerances are:

Commodity Tolerance (ppm)
Alfalfa, fresh 10.0
Alfalfa, forage 10.0
Alfalfa, hay 10.0
Apples 0.1
Artichokes 0.1
Blackberries 0.05
Blueberries 0.05
Boysenberries 0.05
Cattle, fat 0.02
Cattle, kidney 0.2
Cattle, liver 0.2
Cattle, MBYP (exc.

kidney and liver) 0.02
Cattle, meat 0.02
Cherries 0.1
Clover 5.0
Crown vetch 5.0
Eggs 0.02
Endive (escarole) 2.0



Goats, fat

Goats, kidney

Goats, liver

Goats, MBYP (exc.
kidney and liver)

Goats, meat

Grapes

Hogs, fat

Hogs, kidney

Hogs, liver

Hogs, MBYP (exc.
kidney and liver)

Hogs, meat

Horses, fat

Horses, kidney

Horses, liver

Horses, MBYP (exc.
kidney and liver)

Horses. meat

Lettuce

Milk

Nectarines

Peaches

Pears

Plums

Poultry, fat

Poultry, kidney

Poultry, liver

Poultry, MBYP (exc.
kidney and liver)

Poultry, meat

Raspberries

Sainfoin

Sheep, fat

Sheep, kidney

Sheep, liver

Sheep, MBYP (exc.
kidney and liver) 0.02

Sheep, meat 0.02

Trefoil 5.0
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Because insufficient data are available to fully assess the
established tolerances for residues of pronamide, any con-
clusions stated herein are subject to change.

The metabolism of pronamide in plants and animals is not ade-
quately understood. Plant metabolites were identified in alfalfa
only. The data were too variable to make definite conclusions
about relative abundances of the metabolites. The data do show
that if the carbonyl carbon of pronamide remains intact, all of



the organoextractable terminal residues retain the 3,5-dichloro-
carboxyphenyl substituent. Additional data are required depicting
the distribution and metabolism of pronamide in alfalfa and lettuce.
I1f metabolism among these two crops differs significantly, metab-
olism studies will be required for a representative crop in each
crop group for which there is a registered use.

Residues were not characterized in tissues and milk of ruminants
and no poultry data were submitted; therefore, metabolism studies
utilizing ruminants and poultry are required. Residues in muscles,

fat, kidney, liver, milk, and eggs must be characterized and
quantified.

On receipt of the data, the tolerance definition will be examined

and changed to include only those metabolites found which are of
toxicological concern.

The methods of analysis of pronamide and its 3,5-dichloro-
benzene-containing metabolites (calculated as pronamide) in or

on plant and animal commodities are presently adequate for sample
analyses and tolerance enforcement.

Sufficient data are available to ascertain the adequacy of the
established tolerances for residues of pronamide in or on alfalfa
forage and hay, apples, artichokes, blackberries, blueberries,

chervies, clover, crown vetch, grapes, lettuce (head lettuce only),

nectarines, peaches, pears, plums, raspberries, sainfoin, and
trefoil.

The tolerance for residues in or on "fresh" alfalfa will be
revoked. Alfalfa is available in two forms: forage, which is
uncut, and hay, which is the cut alfalfa. Therefore, the term
"fresh" is a misnomer and the tolerance will be revoked. Several
commodity definitions and crop tolerance levels are recommended
for change as set out in Section C of this Standard.

Available data support the established tolerance in head lettuce
only. The preharvest interval of 55 days for residues in or on
leaf lettuce is inappropriate as many varieties mature in 45

days. The registrant must either withdraw the registered use on
leaf lettuce or revise the label directions so that use on leaf
lettuce is practical. If the registrant proposes a change in

the use directions, appropriate supportive data must be submitted.

Available data, in conjunction with data translated from lettuce,
indicate that the use of pronamide on endive should result in
residues no greater than 1 ppm. Therefore, the tolerance of 2

ppm should be reduced to 1 ppm for residues of pronamide in or
on endive (escarole).



There are no registered uses of pronamide on boysenberries.
The established tolerance will be revoked unless appropriate

residue data in support of this tolerance are submitted and a
registration for this use is secured.

Available data are inadequate to evaluate the established
tolerances for residues in or on animal commodities.

Storage stability data for plant and animal residues must be
submitted. On receipt of the plant and animal metabolism and

storage stability data, the adequacy of established tolerances
will be determined.

Data are needed to determine whether food/feed additive tolerances
under Section 409 of the Federal Food, Drug and Cosmetic Act (FFDCA)
are needed for processed products of apples, alfalfa, plums, and
grapes. Under the FFDCA, food additive tolerances may be issued
only if it is established that the use of the food additive will

be safe. Should food/feed additive tolerances be required, the
Agency's review of data submitted in response to this Standard

will include consideration of Section 409's criterion known as

the Delaney Clause.

The nrovisional acceptable daily intake (PADI) for pronamide was
based on the NOEL of 7.50 mg/kg in the 2-year dog study (Larson,
P. and Borzelleca, J.). It should be noted that this PADI is
based on systemic toxicity (non-oncogenic). The current PADI is
0.0750 mg/kg/day and the current published tolerance for pronamide
has a calculated Total Maximum Residue Concentration (TMRC) of

0.0409 mg/day (1.5 kg diet). The percentage of PADI utilized is
0.91%.

Preliminary Risk Analysis. To assess the potential risks assoc-
iated with pronamide, the Agency reviewed the existing data base.
Based on this review, dietary risk and applicator exposure and

risk have been calculated. The following is a discussion of the
results of the risk assessment.

a. Review of Toxicological Studies. The toxicology data base
for pronamide is not complete. The following discussion
focuses on data relevant to the classification of pronamide

in accordance with the EPA draft Guidelines for Carcinogen
Risk Assessment.

1. Oncogenicity Studies. The Agency has available three
studies: "Eighteen month study of the carcinogenic
potential of Kerb (RH-315, Pronamide) in mice,'" Medical
College of Virginia (MCV), August 30, 1974; '"Chronic
toxicity study in the mouse" by Newberne et al.,
Massachusetts Institute of Technology (MIT), August 10,




1982; and '"Toxicologic study on the effect of adding
RH-315 to the diet of rats for a period of two years,"
(MCV), June 11, 1970;

a. MCV Mouse Study. The MCV study indicated that
hybrid mice, B6C3Fl, a strain with a high background
incidence of liver tumors, given diets containing
0, 1000, or 2000 ppm showed a treatment-related
increase in hepatocellular carcinomas. The incidence
of those tumors was observed at 18 months in male
mice only, and the results are summarized as follows:

Dose Tumor Incidence
0 7/100

1000 18/100

2000 24/99

b. MIT Mouse Study. The MIT study was required by the
Agency to confirm and clarify the results of the
MCV study and employed males only of the same strain
(B6C3F1l). Of particular concern were time-to-tumor
and dose-response relationships. Hence, the MIT study
included interim sacrifices and a wider range of dose

levels. The reported incidence of hepatocellular
carcinomas was as follows:

Dietary
Concentrations Time on diet (months)
(ppm) 6 15 18 24
0* 0/42 3/42 L42 6/63
O** --- 0/42 2/42 5/63
20%* --- 1/42 3/42 9/63
100** --- 2/42 3/42 12/63
500** -—- 2/42 L/42 18/63
2500 0/42 1/42 6/41 14/61

* Control group 1.

** Control group 2, not part of the
6-month phase of the study.

Thedfollowing observations were also noted in the MIT
stuady:

(1) While'dose—related carcinomas occurred late in
the }1fespan of test mice (at 24 months), other
proliferative liver lesions were present at 15
and 18 months in the highest dose group.

- 10 -~



(2) Approximately 60 to 100 percent (for control and
test groups) of the animals examined at the end
of the study exhibited proliferative liver lesions
including hyperplasias, hyperplastic nodules,
adenomas, and carcinomas.

(3) The number of metastases observed was not
consistent with a dose-related increase.

(4) There was no dose-related effect on mortality of
treated mice.

c. Rat Study. Pronamide was administered in the diets
of rats at levels of 0, 30, 100, and 300 ppm. No
toxic effects were noted in the study and only minimal
effects on body weights were seen at 300 ppm. For
these reasons, it was concluded that the highest dose
level may have been too low and, therefore, compromised
the sensitivity of the study to assess the carcinogenic
potential of pronamide.

The study had several deficiencies, the test material
was not adequately described and no data for diet
analysis were reported. Clinical chemistry studies
were not conducted and hematology and urinalysis were
performed on only 5 rats/sex/group. No individual
data for body weights, food consumption, clinical
studies, or organ weights were reported, so the
summary data could not be validated; furthermore, the
methods for statistical analysis were not specified.
Because of these deficiencies, EPA cannot determine
whether a maximum tolerated dose was administered.

Mutagenicity Studies. The Agency has available to it four
mutagenicity tests: an in vitro spot assay for (gene) rever:
sion in Salmonella typhimurium strains TA 1530 and G46, con-
ducted only without metabolic activation; an in vitro assay
for mitotic recombination at only one dose in Saccharomyces
cerevisiae D3; a host-mediated assay in mice treated sub-
acutely (5 days) (by an unstated route of administration)
employing these microbial strains as indicator organisms;
and a cytogenetic assay for chromosomal aberations in
bone-marrow cells of rats. Although negative results were
reported for all of these assays, they are considered un-
acceptable by current Agency testing guidelines for adequate
studies because of major deficiencies in procedure and
reporting.

In the cytogenetic study, data confirming that the assay was
performed at the limits of clinical or cytological toxicity
were not presented. Therefore, it cannot be assessed if the



dose range selected included sufficiently high levels. 1In
addition, all aberration parameters were reported to be "O"
for the negative control and for all dosages; although such
results are possible, the data appear to show unusually low
responses and are not consistent with historical control
incidence of aberrations.

Reporting for both in vitro and the subacute in vivo host-
mediated assays for mutagenesis was inadequate. Only general
protocols were submitted, which do not clearly define what
was actually done to generate the data.

The Agency is requesting a full battery of studies to
evaluate the mutagenic endpoints (see Table A, Appendix A).

Risk Assessment. The Agency has classified pronamide
according to the EPA draft Guidelines for Carcinogen Risk
Assessment. EPA concludes that a tentative classification
of pronamide as a Group C oncogen (Possible Human Carcinogen)

can be made based on the effects observed in the mouse
studies.

The classification of pronamide as a tentative Group C
oncogen (providing limited evidence of oncogenicity) relies
on two studies in the mouse which showed a dose response in
heptacellular carcinoma. The MIT study was designed to
confirm and clarify the MCV study which reported an
increase in hepatocellular carcinoma in male mice only

at 18 months on diets of 1000 and 2000 ppm pronamide.

The MIT study utilized male mice only of the same strain
B6C3F1) with dietary dosages ranging from 20 to 2500
ppm pronamide and sacrifices scheduled at 6. 15, 18,
24 months. The two studies together do not provide
substantially different information than is provided by
either study alone. Both studies showed a dose response

in heptacellular carcinomas in a liver tumor prone

strain of mice and the results of the second study clearly
indicated that these dose related tumors occurred only

at the end of the study, i.e., there was no decrease in

the time to malignancy attributable to exposure to pronamide.
These studies in mice, together with the existing rat

study, constitute only limited evidence of oncogenicity,
leading to a Group C classification.

and

Because of the absence of adequate studies in other species
or well performed short term studies, EPA is not able to maﬁe
a final classification of pronamide at this time. The addi-
tional rat bioassay and short term studies required by this
Standard are expected to substantially assist in determining
an appropriate final classification for this pesticide.



The final RPAR decision was based in part on the results of
the MCV oncogenicity study. It did not include the results
of the MIT oncogenicity study which was submitted after the
final RPAR decision. The results of the MIT mouse study do
not significantly alter EPA's assessment of the carcinogenic
risks to humans. Since pronamide has been regulated as a
carcinogen in the past, the Agency has recalculated risks
based on a more recently accepted statistical model.

c. Risk Estimation

Dietary Risks. Dietary risks were estimated from the
published tolerances. A partial listing of dietary risks

follows:
Risk
Crop mg/kg/day (based on Q;* = 1.63x1022)
Lettuce .000327 10-6 to 10-5 [c]l/
Meat .000069 10-6 [c]
Products
Milk/ .000143 10-6 [c]
Dairy
Apples .000063 10-6 [c]
TMRC .0006833 10-5 [c]

The Theoretical Maximum Residue Contribution (TMRC)

assumes that residues occur at the tolerance level on

100 percent of the crops and thus overestimate§ the

2ctual dietary exposure. Using Q* = 1.63x107¢ as

the proper estimator of oncogenic potency, and the
multi-stage procedure programmed to fit the data and to
calculate the upper 95 percent bound on the risk associated
with expected doses of the compound under study, the

TMRC risk is 10-2[c].

Applicator Risk. Exposure values for the major uses in
mg/kg/year are:

1/ [c] = Group C Classification (Possible Human Carcinogen), EPA's
Proposed Guidelines for Carcinogen Risk Assessment.

- 13 -



Lettuce Dermal Inhalation

Loader 210 0.3
Applicator 210 Negligible
Alfalfa Dermal Inhalation
Loader 3 0.004
Applicator 3 Negligible

The lifetime average daily dose (LADD) was calculated from
the following equation:

LADD = (mg/kg/year) x (1/365) x (35 years
exposure/70 years/lifetime)

Dermal absorption of 100 percent is assumed, therefore,
perhaps exaggerating risks by an unknown amount.

Associated risks to lettuce and alfalfa applicators and
loaders are:

Risk with Risk with Protective
Protective Clothing and Water
Lifetime Risk Clothing Soluble Packaging
LETTUCE
Loader 5 x 10-3 [e]l/ 1 x 10-3 [c] 1 x 104 [c]
Applicator 5 x 10-3 [c] 1 x 10-3 [c] 1 x 10-3 [c]
ALFALFA
Loader 6 x 109 [c] 1 x 10-3 [¢] 1 x 10-6 [c]
Applicator 6 x 10-5 [c] 1 x 10-5 [c] 1 x 10-5 [c]
1/ [e] = Group C Classification (Possible Human Carcinogen), EPA'sg

Proposed Guidelines for Carcinogenic Risk Assessment

- 14 -



Benefits and Use. Pronamide is an herbicide active on a variety
of annual and perennial grasses and certain annual broadleaf
weeds. It is taken in by plant roots and, therefore, must be
applied to the soil and taken by water into the root zone in
order to function. It is most effective against germinating
seedlings but will control some weeds (e.g., annual bluegrass)
after they have emerged. 1t is also specially effective against
perennial grasses because it interferes with underground stem
growth as well as root growth. Pronamide is inactivated by soil
organic matter and, therefore, is not to be used on muck, peat,
or other high-organic content soils.

Pronamide is sold as a wettable powder, as a granular material,
or as a granular with fertilizer. The wettable powder (50 per-
cent active ingredient (a.i.)) is used for all crop spray uses;
the granular products (0.125-1.0 percent a.i.) are applied to
bermudagrass turf, especially golf courses.

Pronamide is used on: 1lettuce (most use occurs in California
and Arizona); alfalfa and other forage legumes for hay (in
the Pacific northwest and upper midwest and east); alfalfa
and clover seed crops (Pacific northwest); berry crops
(Washington and Oregon only); ornamental bermudagrass turf,
such as golf courses, playgrounds, athletic fields, and

lawns (southeastern United States primarily, mostly for golf
courses); woody ornamentals, nursery stock and Christmas
trees (mostly north central and northwest states where quack-
grass and other perennial grasses are severe); sugarbeet

seed crops (Oregon only); globe artichokes in California;
tree fruits and grapes (chiefly in California, some in north-
eastern states); and fallow land to be planted to wheat,
barley or oats (Idaho, Oregon, and Washington).

Application to all sites except turf is predominantly by
conventional ground spray equipment or by incorporation (on
some lettuce). Often on lettuce, berries, and seed crops, it
is applied in bands on or near the row so that treated acreage
is about 1/2 to 1/3 of planted acreage. This reduces residues
of pronamide in the soil. Granular (sometimes plus fertilizer)
treatments are used on bermuda turf to carry the pronamide
through the thatch to the soil surface. Aerial application

is occasionally made to alfalfa (estimated at about 5 percent).

Rates of application range from 0.5 to & 1lb. per acre, depending
on the crop and the weed problem. Except for spring applications
to summer lettuce, August applications to fall lettuce, and late
spring applications to alfalfa and clover seed crops, all applica-
tions are made in late fall or early winter, before the ground
freezes. This is largely due to the need to apply pronamide when
the protected crop is dormant. Because it acts as a cell division
inhibitor, pronamide will control growing winter weeds while not



harming the dormant crop. This practice also results in minimal
residues in hay and berry crops the following summer.

There are 12 special local needs (Section 24c) registrations:
a. Aerial application to lettuce - Arizona and California;

b. Tank mix with "herbicide 273" (endothall) for use on sugar-
heets - Oregon;

c. Addition of Kerb 50-W to potassium or phosphate fertilizer to
provide granular application to alfalfa at the rate of 1.5 -
4 1b. a.i. per acre depending on local need Pennsylvania;

d. Tank mix with dinoseb for established alfalfa - California.

e. Mixing pronamide with potash or phosphorus fertilizers -
New York and Oregon;

f. Fall application at 0.25-0.5 1lb. ai/A to land prior to summer
fallow before planting to winter wheat, oats, or barley -
Idaho, Oregon and Washington;

g. Directed spray at 4 lb.ai/A to soil between rows of globe
artichokes after winter drainage ditching operations -
California; and

h. Aerial application at 3 1b. ai/A to Christmas tree planta-
tions - Oregon.

- 16 -



C. REGULATORY POSITION AND RATIONALE

Based on review and evaluation of all available data and other
relevant information on pronamide, the Agency has made the
following determinations. Where labeling requirements are
imposed, specific language in set forth in Part II.

] .

If any of the risk criteria listed in Section 154.7 of
Title 40 of the U.S. Code of Federal Regulations has been
met or exceeded, a special review of the chemical is con-
ducted. Pronamide has not met any of the criteria, and
therefore is not being placed into the special review
process at this time.

Rationale: Although pronamide is an oncogen in male mice,
EPA does not believe that pronamide meets the criterion in
40 CFR 154.7(a)(2) for initiating a special review. EPA's
recently effective final special review rules provide that
the Administrator may conduct a special review if a pesticide
use "may pose a risk of inducing in humans an oncogenic

. . effect, which is of concern in terms of either the
degree of risk to individual humans or the number of humans
at some risk . . ." (see 50 FR 49016, November 27, 1985).
EPA concludes that the risk of oncogenic effects is not of
sufficient concern to warrant a special review because the
most recently computed risk levels are comparable to those
achieved through the earlier RPAR on pronamide. Moreover, the
risk levels are, in their own right, relatively low and the
population of individuals the Agency knows are highly exposed,
i.e, applicators, is quite limited. Finally, EPA's assess-
ment of the risk must be tempered by the nature of the quali-
tative evidence indicating the carcinogenicity of pronamide.
Thus, the tentative Group C classification of pronamide
indicates that the Agency believes that the evidence of
carcinogenic activity is limited and, therefore, open to
some doubt.

No new significant tolerances will be considered until the
Agency has received data sufficient to thoroughly evaluate
pronamide. The Agency will require metabolism studies
utilizing ruminants and poultry, as well as storage stability
data for plant and animal residues. Residues in muscles,
fat, kidney, liver, wmilk and eggs must be characterized and
quantified. Additional data are required depicting the dis-
tribution and metabolism of pronamide in alfalfa and lettuce.
I1f metabolism among these two crops differs significantly,
metabolism studies will be required for a representative

crop in each crop group for which there is a registered use.

Rationale: The toxicological data base on pronamide is not
sufficient to consider establishment of new significant
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tolerances. The metabolism of pronamide in plants and animals
is not adequately defined. Plant metabolites were identified

in alfalfa only. The data were too variable to make definite
conclusions about relative abundances of metabolites. Residues
were not characterized in tissues and milk of ruminants and

1uo poultry data were submitted. Moreover, EPA has insufficient
data to determine whether food additive regulations are required
for certain processed foods, as provided under Section 409 of
the Federal Food, Drug and Cosmetic Act.

Changes to the tolerance regulations under 40 CFR 180.317,
will be proposed as follows:

Present Wording New Wording

Alfalfa (fresh) (Will be Revoked)
Boysenberries (Will be Revoked)

Clover Clover (forage)

Crown vetch Crown vetch (forage)
Endive (escarole) - 2 ppm Endive (escarole) - 1 ppm
Sainfoin Sainfoin (forage)

Sheep meat - 0.2 ppm Sheep meat - 0.02 ppm
Trefoil Trefoil (forage)

Rationale: Alfalfa is used either as forage (uncut) or hay
(cut); therefore, the term "fresh" is a misnomer and the
tolerance should be revoked. There are no registered uses for
boysenberries; unless appropriate residue data in support

of this tolerance are submitted and a registration for this
use secured, the tolerance should be revoked. Available data,
in conjunction with data translated from lettuce, support a
tolerance for endive (escarole) of 1 ppm; therefore, the
tolerance should be reduced from 2 ppm to 1 ppm. The tolerance
for sheep meat has been incorrectly published as 0.2 ppm;

the correct tolerance is 0.02 ppm. The terminology for the
remaining commodities (clover, crown vetch, sainfoin, and
trefoil) should be changed to include the word "forage," which
is the uncut form of these commodities and the correct defi-
nition. This change would be consistent with the crop
definitions listed in the CFR.

The Agency will continue to classify 50% wettable powder
end-use products as restricted-use pesticides, as required
by the RPAR of pronamide.

Rationale: The processes of mixing and applying 50% wettable
powder products pronamide pose risks to the mixers and appli-
cators. These risks are discussed under Section B of this
Part. The risks can be reduced by requiring, among other
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things, that 50% wettable powder pronamide products only be
applied by personnel who have been made aware of these risks,
i.e., certified applicators who have received instructions

on the safe handling of pesticides, or those under the direct
supervision of certified applicators.

The following data are required to assess the chronic toxi-
city of pronamide: chronic feeding/oncogenic study (rat);
teratogenicity (rat); reproduction (2-generation); mutagenic
potential; metabolism (general), and dermal penetration.

Rationale: These data are normally required by rules in

40 CFR 158 for products with pronamide's use patterns. Most
of the existing studies on pronamide do not meet the guideline
standards for acceptable studies but provide only limited
information on the toxicity of pronamide or are unacceptable
or invalid. The Agency is, therefore, not able to thoroughly
assess the chronic toxicity of pronamide.

The following data are required to fully assess the
environmental fate of pronamide: photodegradation studies
on soil and in water; aerobic soil and anaerobic aquatic
metabolism studies; leaching and adsorption/desorption
studies; volatility studies; field dissipation studies;
and rotational crop and fish accumulation studies.

Rationale: Except for the hydrolysis data, all the
environmental data are preliminary and do not meet
guideline standards for acceptable testing. These data
are normally required under 40 CFR 158 and are necessary
to assess the environmental fate and transport and the
potential exposure to pronamide.

The Agency will require that labels of end-use products
contain protective clothing statements. Protective
clothing requirements for wettable powder formulations
were required by the RPAR.

Rationale: The potential for oncogenic risk from pronamide
use is discussed in the preceding Section. This risk

can be reduced significantly by requiring persons who

may have significant dermal contact with the chemical to
wear protective clothing, thereby reducing exposure to
pronamide at a small cost.

The RPAR for pronamide required that wettable powder
formulations be packaged in water soluble packaging.
The Agency will continue this requirement.



10.

1.

12.

Rationale:

Rationale: User exposure and risks are discussed in

Section B. This packaging technology reduces mixer/loader

contact with wettable powder formulations during mixing
operations, thereby reducing a major source of exposure.

Products containing pronamide must contain general pre-
cautionary language regarding dermal and ocular contact
vith products containing pronamide, as required by the

RPAR. In addition, labels must also contain direction

about the handling of contaminated clothing.

Rationale: Because of the risks associated with pronamide

as previously discussed, the inclusion of precautionary
language will emphasize the need for users to exercise
caution while using pronamide and will limit risk if
contact with the product occurs.

Restrictions are being placed on planting of crops, for
which pronamide is not registered, in fields previously
treated with products containing pronamide. Labels of
end-use products must contain rotational crop statements.

Rationale: The crop restriction is necessary due to the
lack of adequate residue data on rotational crops. It
is the policy of the Agency to impose restrictions on
planting rotational crops when data are insufficient to
allow an assessment of the impact of planting subsequent
crops. This serves to protect the public from impermissable
residues in food and feed, as well as to warn growers about
how to avoid impermissible residues.

The Agency will continue to require that labels of granular
formulations must include instruction for watering turf

after application of pronamide, as originally required
Ly the RPAR.

Rationale: Data on particle size in the granular formula-

tions indicate that these products do not pose the same
level of risks to the applicator as wettable powders.
However, thorough watering of granular formulations of
pronamide after application will minimize exposure to
people entering the treated area and enhance efficacy.

Hand-spray gpplication of products containing pronamide
will be limited to ornamentals and nursery stock. This
is a continuation of an RPAR requirement.

_ Because of the method of application, hand-
spray application of products containing pronamide is

important in the minor uses on ornamentals and nursery



13.

14.

stock. Because it is a minor use and because the product
registered for these uses will be a restricted use pesticide
requiring protective clothing which can provide hand-spray
users some protection from exposure to pronamide, such

uses on ornamentals and nursery stock will be permitted.

Data indicate that, for other uses, mechanical application
methods are used.

A reentry interval for currently registered uses of
pronamide is not required.

Rationale: The acute toxicity for pronamide is low
(Category III). Additionally, because pronamide is
primarily a preemergent herbicide, exposure and the
resultant risks to field workers are expected to be
minimal. Therefore, no reentry interval is required.

While the data gaps are being filled, currently registered
manufacturing-use products (MPs) and end-use products
(EPs) containing pronamide as the sole active ingredient
may be sold, distributed, formulated and used in the
United States, subject to the terms and conditions speci-
fied in this Standard. Registrants must provide or agree
to develop additional data, as specified in Tables A and
B of Appendix A in order to maintain existing registra-
tions. The Agency will issue registrations for sub-
stantially similar products. However, significant new
uses will not be registered until the Agency has received

data adequate to thoroughly evaluate the risks associated
with pronamide use.

Rationale: Under FIFRA, the Agency does not normally
cancel or withhold registration simply because data are
missing or inadequate (see FIFRA sections 3(c)(2)(B) and

(3)(e)(7)).

Issuance of this Standard provides a mechanism for identify-
ing data needs. These data will be reviewed and evaluated
after which the Agency will determine if additional regula-
tory changes are necessary.



PART II. REQUIREMENTS FOR REGISTRATION

This Part of the Registration Standard discusses data, labeling
revisions and packaging required to malntain existing registra-
tions or register new products containing pronamlde. It also

contains the Instructlions for submitting the necessary data
and information to the Agency.

To be covered under this Standard, products must contain
pronamlide as the sole actlive ingredient, bear required label-
tng, and conform to the product composition, acute toxicity
limits, and use pattern requirements listed 1In this Part.

The applicant for reglstration or rereglstration of products
subJect to this Standard must comply with all terms and con-
ditlons described in 1t, including submission of an up-to-

date Confldential Statement of Formula, submlission of revised
labeling, commitment to fill data gaps on the schedule specified
by the Agency and, when applicable, offer to pay compensation

as required by Sections 3(e)(1)(D) and 3(c)(2)(D) of the Federal
Insecticide, Funglcide, and Rodenticlide Act (FIFRA), as amended.
7 U.S.C. 136(c)(1)(D) and 136(c)(2)(D). Registration applicants
must contact the Agency for speciflc instructions, including
updated information on data requirements and companies whose
data have been used in support of registration.
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A. ACCEPTABLE RANGES AND LIMITS

Product Composition Standard. To be covered under this Standard
products must contain pronamide as the sole active ingredlent.
Each technical grade or manufacturing-use formulation proposed
for registration must be fully described with an appropriate
certificatlon of limits.

Acute Toxlcity Limits. The Agency will consider reglstration
of technlcal grade and manufacturing-use products containing
pronamide, provided that the product labeling bears appropriate
precautlionary statements for the acute toxlcity category 1in
which each product is placed, as required by 40 CFR 162.10.

Use Patterns. To be registered under this Standard, ftechnical
grade or manufacturing-use products containing pronamide may be
labeled for formulation into end-use products for use only on
the commodities listed helow. Appendix B, FPA Index to Pestl-
cide Chemicals - Pronamide, lists all registered uses, as well
as the approved maximum application rafes and frequencies.

-Terrestrlal, non-domestic, food uses on: alfalfa, alfalfa
(seed crop), apples., globe artichokes, birdsfoot trefoil,
birdsfoot trefoil (seed crop), blackberries, blueberries,
cherries, clover, clover (seed crop), crown vetch, crown
vetch (seed crop), endive, grapes, lettuce, nectarines,
peaches, pears, plums, prunes, raspberries, sainfoin, and
sainfoin (seed crop).

~-Terrestrial, non-domestic, non-food uses on: bermudagrass,
bermudagrass (seed crop), azalea, azalea (nursery stock),
Christmas tree plantations, Douglas (ir, Douglas fir
(nursery stock), fir, fir (nursery stock), forsythia,
forsythia (nursery stock), holly, holly (nursery stock),
juniper, juniper (nursery stock), pine, pine (nursery
stock), rhododendron, rhododendron (nursery stock), yew,
and yew (nursery stock).

-Domestic outdoor uses on: bermudagrass, centipedegrass,
St. Augustinegrass, and zoyslagrass.



B. LABELING AND PACKAGING REQUIREMENTS

A1l labeling changes required by this Standard must appear

on all products ina channels of trade wilthin two years of
1ssuance of this Standard. As specified packagling for
wettable powder end-use products 1s a contlnuatlon of an
existing requirement, such packaging must immediately be in
use or, for new products, incorporated at the time of product
introductlion.

In addition to the above, the following information must
appear on the labeling:

1. All Products. All products must bear appropriate
labeling as specifled in 40 CFR 162.10. Speciflc
information on label requirements are contalned in
Appendix C.

a. Ingredient Statement. The ingredlent statement
must 1l1st the active 1lngredient as:

pronamide, 3,5-dichloro-N-(1,l1-dimethyl-2-
propynyl)benzamide...%

or

pronamide [N-(1,1-dimethylpropynyl)-3,5-
dichlorobenzamide]l....%

b. Disposal Statements. Because pronamide has not
heen deslignated as an acute or toxic hazardous waste
under the Resource Conservatlon and Recovery Act
(RCRA), the following is the appropriate pesticide
disposal statement for pronamide products:

"Wastes resulting from the use of thils product
may be dlsposed of on site or at an approved
waste disposal facility."

The labels of all products must bear the approprilate
contalner dlsposal statement (see Appendix C-6).

2. Technical Grade/Manufacturing-Use Products

a. Use Pattern Statements. Labeling for all technical
grade and manufacturing-use pronamide products must
state that they are intended for formulation into
end-use herblcide products for the use patterns and
sites, as set forth in the preceding section under
Use Patterns. However, no use may be included
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on the label if the registrant falls to agree to

comply with the data requirements for that use pattern,
as listed in Table A and/or Table B, Appendix A, as
appropriate.

b. Precautionary Statements. Labels for technical grade
and manufacturing-use pestlclide products must hear
statements reflecting the compound's acute human toxi-
clty, as specified in 40 CFR 162.10 (Appendix C-2),
and statements pertaining to environmental hazard.
Pronamide 1s in Toxicity Category III for dermal,
inhalation, and eye irritation routes of exposure: the
required precautionary statements associated with this
category, and the required environmental hazard state-
ments are set forth below.

"CAUTION - Harmful if absorbed through the skin or
inhaled. Causes moderate eye irriftation. Avold
contact with the skin, eyes, or clothing. Avoid
breathling dust. Wash thoroughly with socap and water
after handling. Remove contaminated clothing and
wash before reuse."

"Do not discharge effluent containing this product into
lakes, streams, ponds, estuarles. oceans, or public
water unless this product is speclilfically identified
and addressed in an NPDES permit. Do not dilischarge
effluent containing this product into sewer systems
without previously notifying the sewage treatment
plant authority. For guldance contact your State Water
Board or Reglonal Office of the EPA."

Statements for End-Use Products. All end-use products with
outdoor agricultural uses which are applied to crops involv-
ing hand labor are required to bear precautlonary label
language about farmworker safety. Appendix C-7 sets

forth the specific language to be used. All end-use products
must also bear an environmental hazard precaution (see
Appendix C-2), as set forth below along with additional
required statements:

"Do not apply directly to water. Do not
contaminate water hy cleaning of equipment
or disposal of wastes."

"GFENERAL PRECAUTIONS: Avoid contact with eyes,
skin or clothing."

"PROTECTIVE CLOTHING: When mixing, loading or

applying this product, wear midforearm water-
proof gloves, long-sleeved shirts and long
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pants, preferably one picce (coveralls).
Hand-spray or hand-spreaders also require the
use of waterproof boots or shoe coverings.
Wash nondisposable gloves, boots and shoe
coverings thoroughly with soap and water
before removing."

"If water-soluble packaging is used, mixers
and loaders are exempted from protective
clothing requirements."”

"Protective clothing/equipment is not needed
during application if an enclosed tractor cab
with filtered air supply or enclosed cockpit
is used.™

"Any article of clothing worn while handling
product must be cleaned before reusing. Cloth-
ing should be laundered separately from house-
hold articles. Clothing which has been drenched
or heavily contaminated should be disposed of in
accordance with state or local regulations."

a. All 50% wettable powder end-use products must be packaged

in water-soluble packaging and bear the following
statements:

"RESTRICTED USE PESTICIDE: Because pronamide has
produced tumors in laboratory animals, this product
is for retail sale to and use only by Certified
Applicators or persons under their direct super-
vision, and only for those uses covered by the
Certified Applicator's certification.”

"Crops other than those on which pronamide may

be applied may not be planted in pronamide-
treated soil."

"Hand-spray applications of pronamide may be
made only to ornamentals and nursery stock."

"Dilution Instructions

"The enclosed pouches of this product are water
soluble. Do not allow pouches to become wet
before adding them to the spray tank. Do not
handle the pouches with wet hands or gloves.
Always reseal overwrap bag to protect remaining
unused pouches. Do not remove water soluble

pouches from overwrap except to add directly
to the spray tank."
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"Add the required number of unopened pouches as
determined by the dosage recommendations into the
spray tank with agitation. Depending on the water
temperature and the degree of agitation, the pouches
should dissolve completely within approximately five
minutes from the time they are added to the water."

b. All pronamide granular formulations must bear the following
statement:

"Sites treated with this product must be thoroughly
watered after application.”
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C. SUBMISSION OF GENERIC DATA

Generic data pertain to the properties or effects of a particular
ingredient, and thus are relevant to an evaluation of the risks
of all products containing that ingredlent, regardless of the
product's unique composition or specific use. FKEPA has the
authority under FIFRA section 3(c¢)(2)(B) to require reglstrants
to submit data that will answer the Agency's questions regarding
the hazard that may result from the intended use of a pesticide.

This portion of the Registratlion Standard is 1ssued under the
authority of FIFRA section 3(c¢c)(2)(B). EPA has determined that
additional generic data described in Table A, Appendix A, must
be submitted to EPA for evaluation in order to maintain in
effect the product registration(s). As required by FIFRA
section 3(c)(2)(B), registrants are required to take appropriate
steps to comply with this Standard.

Although sectlion 3(ec)(2)(B) provides that all registrants are
responsible for these data, the Agency generally imposes generic
data requirements only on the registrants of the manufacturing-
use products (basic suppliers of the active ingredient) and
other registrants who do not qualify for the formulator's
exemption. The formulator's exemption applies to a registrant
of a product if the source of its active ingredlent(s): (1) 1is
a registered product, and (2) 1is purchased from a source which
does not have ownershlp in common with the registrant's firm.

A producer who currently does not qualify for the formulator's
exemptlon may qualify by changing its source of supply to a
reglstered source, provided the source does not share ownership
in common with the registrant's firm. A registrant may do so

by submitting a new Confldential Statement of Formula, EPA

Form 8570-4, identifying the reglstered source of the active
ingredlient, to the Product Manager listed in Sectlion F of this
Part within 90 days of recelipt of the Registration Standard.

The chart on the following page shows what 1is generally requilied

of those who do and do not qualify for the formulator's exemption
in the Registration Standards program.

Registrants are reminded that FIFRA section 6(a)(2) requires

that factual information ralsing concerns of possible unreason-
able adverse effects of a pesticlde must be promptly submitted.
If interim results of studies 1n progress show possible adverse
effects, the Agency 1s to be notified of those interim results.

FPA may suspend the reglstration of products unless, within the
specified time, the registrant informs EPA how it will satisfy
the requirements of this Standard. Any such suspension will

remain in effect until the registrant has complied with the
terms of this Standard.
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PRODUCTS SUBJECT TO THE ACTION(S) RFQUIRED TO
REGISTRATION STANDARD MAINTAIN REGISTRATION

I. Products That Do Not Qualify
For The Formulator's Exemption

A. Single Active Ingredient These products must be reregls-

Products¥ tered. To obtain reregistration,
labeling, packaging and data
requirements must be satisfled
in accordance with the Regis-
tration Standard.

B. Multiple Active Ingredient These products will not be
Products rereglistered at this time.
However, generic data required
to continue the registration of

the active ingredient under
review, as described in the
Registration Standard, will be
required and some labeling
precautions may also be

required.
ITI. Products That Do Qualify For Only when additional restric-
The Formulator's Exemption tlons or labeling are needed to

protect humans or the environ-
ment will these products be
subject to the Reglstration
Standard requirements. Affected
products will be dealt with in a
variety of ways, including but
not limited to the Label
Improvement Program and speclal
intent to cancel notices.

* Fnd-use products of reglstrants who also produce a manufacturing
use product will not be required to be reregistered provided that
registrant fulfills the requirements specified in the Reglstration
Standard for manufacturing-use product(s). Such end-use products
will be subject to the labeling changes required for products in "II"
above. If there are no manufacturing-use products registered by any
company. end-use products will be required to be reregistered.

NOTE: If all registrants in "I" above fall to meet the data require-
ments in I-A and B above, the registrants in "II" lose thelr right
to qualify for the formulator's exemptlion and become subject to the
data requirements in I-A and B.




1. What Generic Data Must be Submitted. Reglstrants may
determine which generic data must be submitted by consult-
ing Table A, Appendix A. That table lists the generic data
needed to evaluate the continued registrability of all
products, and the dates by which the data must be submitted.
The required studies must be conducted in accordance with
EPA approved protocols (such as those contained in the
Pesticide Assessment Guidelines 1/) or data collected under
the approved protocols of the Organization for FEconomlc
Cooperation and Development (OECD). If reglstrants do not
wish to develop data in support of certaln uses appearing 1in

thelr labeling, they may delete those uses at the time they
submit revised labeling.

For certain kinds of testing (generally ecologlcal effects),
EPA requires the test substance to be a "typical formulation,”
and 1In those cases EPA needs data of that type for each major
formulation category (e.g., emulsifiable concentrates, wettable
powders, granulars, etc.) These are classified as generic

data and when needed are specified in Table A, Appendix A.

EPA may possess data on certaln "typical formulations" but
not others.

2. Options Available for Complying With Requirements to Submilt
Data. Within 90 days of receipt of this Standard, registrants
must submit to EPA a completed copy of the form entitled
"FIFRA Section 3(e¢)(2)(B) Summary Sheet," EPA Form 8580-1
(Appendix D), for each of their products. On that form,
registrants must state which of the followlng methods they
will use to comply with the requirements of this Standard:

a. Notify EPA that they willl submit the data, and either
submit the exlsting data they belleve will satisfy the
requirement, or state that they will generate the data
by conducting testing. If the test procedures they will
use deviate from (or are not specified 1in) the Pesticide
Assessment Guidelines or protocols contained in the
Reports of Expert Groups to the Chemicals Group, Orgaii-
zatlon for Economic Cooperation and Development (QECD)

Chemicals Testling Programme, they must enclose the proto-
cols they will use.

OR

1/ The Pesticide Assessment Guidelines are avallable in hard
copy or microfiche from the National Technical Information
Service, 5285 Port Royal Road, Springfield, VA 22161.
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b. Notify EPA that they have entered into an agreement with
one or more other reglstrants to jolntly develop (or
share 1n the cost of developing) the data. If they
elect this option, they must notify EPA which registrant(s)
are partles to the agreement.

OR

¢c. Flle with EPA a completed "Certification of Attempt to
Enter Into an Agreement With Other Reglstrants for Develop-
ment of Data," EPA Form 8580-6 (Appendix RE)1/
OR

d. Request that EPA amend thelr registrations by deleting
the uses for which the data are needed.

oR

e. Request voluntary cancellation of the registration(s) of
the products for which the data are needed.

1/ FPIFRA sec. 3(c)(2)(B) authorizes joint development of data by
two or more reglstrants, and provides a mechanism by which
parties can obtaln an arbltrator's declslon if they agree to
Jointly develop data but fall to agree on all the terms of the
agreement. The statute does not compel any reglstrant to agree
to develop data Jointly. 1In EPA's opinion, Jolnt data develop-
ment by all reglstrants subject to a data requirement or a cost-
sharing agreement among all such ragistrants 1s clearly in the
public interest. Dupllication of testing could increase costs,
tie up testing facilitles, and subject an unnecessarlly large
number of animals to testlng. As noted earller, EPA has
discretion to suspend the regilstration of a product when a
registrant falls to submit data required under FIFRA Section
3(e)(2)(B). EPA has concluded that it should encourage Jjolnt
testing rather than duplicative testing, and that suspension
should be withheld in certain cases to further thls goal.
Accordingly, if (1) a registrant has informed EPA of its intent
to develop and submit data required by thls Standard; and
(2) a second reglstrant informs EPA that it has made a bhona fide
offer to the first registrant to share 1n the expenses of the
testing on terms to be agreed upon or determined by arbitration
under FIFRA Section 3(c)(2)(B)(iil); and (3) the first regls-
trant has declined to agree to enter into a cost-sharing agree-
ment, EPA willl not suspend the second firm's reglstration.
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Procedures for Requesting Changes in Testing Methodology

and Fxtensions of Time. FPA recognizes that registrants

may disagree with the Agency's conclusions regarding the
appropriate ways to develop the required data or how gquickly
the data must be submitted. If the test procedures a regis-
trant plans to use deviate from (or are not specified in)
the registration guidelines or protocols contained in the
reports of the Fxpert Groups to the Chemical Groups, Organ-
ization for Fconomic Cooperation and Development (OFCD)
Chemicals Testing Programme, the registrant must submit the
protocol for Agency review prior to the initiation of the
test.

If a registrant believes 1t will need more time to generate
the required data than 1is allowed by EPA's schedule, the
registrant may submit a request for an extension of time.
The extension request must be submitted in writing to the
Product Manager. The extension request should state the
reasons why the registrant belleves that an extension is
appropriate. While EPA consilders the request, the regis-
trant must strive to meet the deadline for submitting the
requlred data.

Procedures for Requesting a Walver of the Data Requirement.
If a registrant believes that a data requirement does not
(or should not) apply to its product or its uses, the
registrant must provide FEPA with a statement of the reason
why 1t believes this is so. The statement must address the
speclfic composition or use factors that lead the regis-
trant to believe that a requirement does not apply. Since
the Agency has carefully conslidered the composition and
uses of pesticide products in determining that a data
requirement applies, EPA does not anticlpate that many
walvers will be granted. A request for walver does not
automatically extend the timeframes  for developing required
data, and if the walver request is denled. the registraticn
may be suspended if the registrant fails to submit the data.

Existing Stocks Provision Upon Suspension or Cancellation.
FPA may permit continued sale and distribution of existing
stocks of a pesticide product which has been suspended or
cancelled if doing so would be consistent with the purposes
of FIFRA. However, the Agency has determined that if a
registration is suspended for failure to respond to a data
call in request under FIFRA section 3(c)(2)(B), an existing
stocks provision 1s not consistent with the Act. Accord-
ingly. the Agency does not anticipate granting permission
to sell or distribute existing stocks of suspended product
except in rare circumstances. If a registrant believes
that its product will be suspended or cancelled and that an
extsting stocks provision should he granted, the registrant




has the burden of clearly demonstrating to EPA that grant-
ing such permission would be consistent with the Act. The
following information must be included in any request for
an exlisting stocks provision:

a. Fxplanation of why an existing stocks provision 1is
necessary, 1lncluding a statement of the quantity of
existing stocks and an estimate of the time required
for thelr sale or distributilon.

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



D. SUBMISSION OF PRODUCT SPECIFIC DATA

Note: This Section applles only to 50 percent formulation
intermedlates (FI), not to end-use products.

A necessary first step in determining which statements mus®t
appear on a product's label is the completion and submission
to EPA of product specific data listed on the form entitled
"Product Specific Data Report"™ (EPA Form 8580-4, Appendix F),
to fill gaps ldentified by EPA concerning the product. Under
the authority of FIFRA section 3(c)(2)(B), EPA has determined
that registrants must submit these data to EPA 1in order to
reregister thelr product(s).

Table B, Product-Speciflc Data Requirements for Manufacturing
Use Products, of Appendix A, lists the product speciflc data
reglstrants must submit. Data that are required to be sub-
mitted are 1dentified in that table under the column entitled
"Must Data Be Submitted Under §3(c)(2)(B)." These data must
be submitted not later than 6 to 12 months, as indicated on
the table, after receilpt of this Reglistration Standard.



E. INSTRUCTIONS FOR SUBMISSION

This section describes what must be submitted and the timeframes
for the submissions. Addresses are provlded at the end of this

section.

1. Requirements

a. For Technical Grade/Manufacturing-Use Products Containing

Pronamide as the Sole Actlive Ingredient

(1)

(2)

(3)

Within 90 days from receipt of this Standard, regis-
trants must submit the "FIFRA Section 3(c)(2)(RB)
Summary Sheet," EPA Form 8580-1 (Appendix D).

Within 6 months from receipt of this Standard, regis-
trants must submit:

(a) Confildential Statement of Formula, FPA Form
8570-4.

(b) Two copies of draft labeling, including the
label and associated brochures. TIFf current
labelling conforms to the requlirements of this
Standard and the results of the short-term
data, such labellng must be submitted. The
labeling should be elther 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
inch flles. The draft label must indicate
the intended colors of the final label, clear
indication of the front panel label, and the
intended type slzes of the text.

(e¢) Evidence of compliance with data support requirs-
ments of FIFRA section 3(c)(1)(D). Refer to
40 CFR 152.80-152.99 for requirements.

Within the times set forth in Table A, Appendix A,
registrants must submit all generlc data, unless
they request and are granted a walver or extension,
or they are eligible for the formulator's exemption

Technical Grade/Manufacturing-Use Products Contain-

ing

Pronamide in Combination With Other Active Ingredients

(1)

Within 90 days from receipt of this Standard, regis-
trants must submit the "FIFRA Section 3(c)(2)(B)
Summary Sheet," EPA Form 8580-1 (Appendix D).




(2) Within the times set forth in Table A, Appendix A,
registrants must submit all generic data, unless
they request and are granted a walver or extension,
or they are ellgible for the formulator's exemption.

For End-Use Products Containing Pronamide Alone or In
Combination With Other Active Ingredlents

(1) Within 90 days from receipt of this Standard, regis-
trants must submit the "FIFRA Section 3(c)(2)(B)
Summary Sheet," EPA Form 8580-1 (Appendix D).

(2) Within 6 months from receipt of this Standard, regis-
trants must submit:

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

(b) Two coples of draft labeling, including the label
and assoclilated brochures. If current labeling
conforms to the requlirements of this Standard and
the results of the short-term data, such labeling
should be submitted. End-use product labeling
must comply speciflcally with the 1nstructions
in this Standard. Labeling should be either type-
written text on 8 1/2 x 11 1nch paper or a mockup
of the labeling suitable for storage in 8 1/2 inch
flles. The draft label must indicate the 1Intended
colors of the final label, clear indication of the

front panel label, and the intended type sizes of
the text.

(3) Within the times set forth in Table A, Appendix A,
reglstrants must submit all generic data, unless they
request and are granted a walver or extension or they
are elligible for the formulator's exemption.

Products Qualifying for Formulator's Exemption. With.n
90 days from receipt of this Standard, registrants must
submit a Formulator's Exemptlon Statement, Appendilx (.
They must also submit a current Confidential Statement of
Formula or certify that the Confidential Statement of
Formula on file 1s complete, current and accurate.

For Intrastate Products Containing Pronamide Either as

the Sole Actlve Ingredient or in Combination with other
Active Ingredlents. These products are being called in for
full Federal registration. Producers of these products are

being sent a letter instructing them how to submit an appli:
cation for registration.
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Submissions to Product Manager. Applications and other
requlred Information should be submitted to the Product
Manager, Reglstration Division. If, for any reason, any
test 1s delayed or terminated so that the agreed schedule
cannot be met, the Product Manager must be notifled as
soon as 1t becomes clear that the schedule cannot be met.

The address for submissions to the Product Manager is:

Mr. Robert J. Taylor

Product Manager (Team 25)
Registration Division (TS-767C)
Office of Pestlcide Programs
Envlironmental Protectlion Agency
4ol M St., SW.

Washington, D.C. 20460

Phone No. (703) 557-1800

Submissions to the 0ffice of Compllance Monitoring. If,

on the FIFRA Section 3(c)(2)(B) Summary Sheet, a regis-
trant commits to develop the data, requests a minor chemilcal
exemptlon, presents arguments that a data requirement is not
applicable, or submlts protocols or modified protocols for
Agency review, the reglstrant must also submit a copy of the
Summary Sheet (and any supporting information) to the Office
of Compliance Monitoring, which will be monltoring the data
generated 1in response to this Standard. Actual studles are
not to be submlitted.

If for any reason any test 1s delayed or terminated so that
the agreed schedule cannot be met, the Office of Compliance
Monltoring must be notifled as soon as 1t becomes clear that
the schedule cannot be met.

The address for submisslon to the Office of Compliance
Monitoring is:

Laboratory Data Integrity Program
Office of Complliance Monitoring (EN-342)
Environmental Protectlon Agency

4o1 M St., SW.

Washington, D.C. 20460
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APPENDIX A

TABLE A: GENERIC DATA REQUIREMENTS

FOR PRONAMIDE (94% Technical)

TABLE B: PRODUCT SPECIFIC DATA REQUIREMENTS

FOR PRONAMIDE (50% FI)

Data must be submitted within the timeframes listed on Tables A
and B based on the issuance date of the Registration Standard.

The following symbols are used on Tables A and B.

For more infor:

mation, refer to 40 CFR 158, Data Requirements for Pesticlde
Registration.

Test Substance

TGAI = Technlcal Grade of the Active Ingredient
PAI = Pure Active Ingredient

PAIRA= Pure Actlve Ingredient, Radlolabelled
TEP = Typlcal End-Use Product

EP = End-Use Product

Guideline Status

R = Requilred

CR = Conditionally Required
Use Patterns

A = Terrestrial, Food Crop

B = Terrestrial, Non-Food

C = Aquatic, Food Crop

D = Aquatic, Non-Food

E = Greenhouse, Food Crop

F = Greenhouse, Non-Food

G = Forestry

H = Domestic Outdoor

I = Indoor
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TARLE A
GENERIC DATA REQUIRFMENTS FOR PRONAMIDF, (94% Technical)

Guideline Citation and Test Guidelines Are Data Footnote Data Must Be Sub-
Name of Test Substance Status Requlred Number mitted Within Time
Yes No Frames Listed Below

§158.120 Product Chemistry

Product Identity

61-1 - Product Identity and Disclosure TGAT R [ ] [x]
of Ingredients

61-2 - Description of Beginning Materials TGAT R [x] ] 1 6 months
and Manufacturing Process

61-3 - Discussion of Formation of TGAI R Mx] (] 2 6 months
Impurities

Analysis and Certiflcation of Product

Ingredients

62-1 - Preliminary Analysis TGAT CR [x] [] 3 12 months

62-2 - Certification of Ingredient Limits MP R [x] (] b, 5 12 months

62-3 - Analytical Methods to Verify MP R [x] M1 b, 6 12 months

Certified TLimits

Physical and Chemical Characteristics

£3-2 - Color TGAI R (] [x]

63-2 - Physical State TGAT R (] [x]

63-4 ~ Oxdor TGAI R [x] [ 7 6 months
- A...l -
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TABLE A
GENERIC DATA RFQUIREMFNTS FOR PRONAMIDE (94% Technical)

Guldelilne Citatlon and Test Guildellnes Are Data Footnote
Name of Test Substance Status Required Number
Yes No

Data Must Be Sub-
mitted Within Time
Frames Listed Below

§158.120 Product Chemistry (Continued)

Physical and Chemical Characteristics

63-5 - Melting Point TGAI R (] [x]

63-6 - Bolling Point TGAI R (] [x]

63-7 - Density, Bulk Density, or TGAI R (] [x]
Specifilc Gravity

63-8 - Solubility TGAI or PAI R [] [x]

63-9 -~ Vapor Pressure PAL R [ [x]

63-10 - Dissociation constant PAT R [x] (]

63-11 - Octanol/water partition PATI CR [x] (] 8
coefficient

63-12 - pH TGAT CR [x] []

63-13 - Stability TGAT R [x] [ 9

63--17 - Storage Stability MP R [] [x]

(ther Requirements

64~1 - Submlittal of Samples TGAT, PAI CR [ [x]

- A-2 —
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TABLF A
GFNERIC DATA REQUIREMENTS FOR PRONAMIDE (94% Technical)

§158.120 Product Chemistry (Continued)

1/

|y

The registrant must submit details of the manufacturing process, including the relative amounts of beginning
materials, a description of the equipment used to produce the product, reactlion conditions the duration of
each step of the process, purification procedures and quality control measures, the name and address of the
manufacturer, producer or supplier of each beginning material used, and a copy of all avallable technical
specifiications, data sheets, and other dociments in which the manufacturer, producer, or supplier of the
beginning material describes its composition and properties.

A discussion of each impurity believed to be present at >0.1% based on knowledge of the beginning materials,
all possible chemical reactions and any contamination must be provided.

Five or more representative samples must be analyzed for the amount of active ingredient and each impurity
present for which a certified limit is required (greater than 0.1%).

Since no MP's are registered, tests must be conducted on the TGAT.

Upper and lower limits for pronamide and upper limits for each impurity present at 0.1% must be provided and
certified.

The reglstrant must submit quantitative methods to detect pronamide and all impurities and inerts for which a
certified 1limit is required. Fach method must be accompanied by validation studies of the preclsion and
accuracy of the method.

The submitted description of the odor ("mild, inoffensive") is not sufficiently descriptive: a new description
must be submitted.

Data on the octanol/water partition coefficient have been submltted, but were not reviewed in time for inclusion
in the Registration Standard.

Since no Information was provided as to the sensitivity to metal ions and metal, stability at evalated
temperatures, and sensitivity to sunlight, additional data are required.



TABLE A
GENERIC DATA RRQUIREMENTS FOR PRONAMIDE (94% Technical)

Does EPA Have

Must Additional Data Be

Data To Satisfy Biblingraphic Submittad Under FIFRA
Data Requilrement Composition This Requirement? Citation §3(c)(2)(B)? Time Frames
For Data Submission
§158.125 Residue Chemistry
171-4 - Nature of Resldue (Metabollism)
Plants PAIRA Partially 00107953 00107958  Yesl/ - 18 months2/
00107957 GS0082-01
Livestock PATRA and Plant Partially 00107954 Yes3/ - 18 months
Metabolites 00107958
171-4 - Residue Analytical Method
Plant Reslidues TGAI and Metabolites Yes 00035563 00107958 No
00035565 00107959
Animal Residues TGAI and Metabolites Yes 00035566 00107960
00070933 00107961
00070934 00107965
00074523 00107967
00077215 00125382
00107957
171-4  Storage Stability TEP No Yes¥/
171-4 - Magnitude of the Residue~
Residue Studies for FEach
Food Use
Crop Group 1 - Leafy Vegetablesﬁ/
o Crop 1 - Endive
~- Crop Mleld Trials TFEP Yes 00107957 No
- A=l —
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TABLE A

GENFRIC DATA REQUIREMENTS FOR PRONAMIDE (94% Technical)

Does FPA Must Additional Data Be
Have Data To Bibliographic Submitted Under FIFRA
Data Requirement Composition Satisfy This Citation §3(c)(2)(R)? Time Frames
Requirement? For Data Submission
§158.125 Residue Chemistry (Continued)
171-4 - Magnitude of the Resldue - Residue Studles (Continued)
o Crop 2 ~ lettuce
-- Crop Field Trials TEP Yes 00070933 Nob/
00107957
00107958
o Crop 3 - Rhubarb TFP No - NoT/
~-— Crop Field Trials
Crop Group 2 - Pome Fruilts Groupﬁ/
o Crop 1 - Apples
~- Crop Field Trials TFP Partially 00035563 Yesd/ - 18 months2/
00074523
o Crop 2 - Pears
~- Crop Field Trials TEP Yes 00035564 No
00074523
Crop Group 3 - Stone Fruits Groupll/
o Crop 1 - Cherries
~~ Crop Field Trials TFP Yes 00074523 No
o Crop 2 - Nectarines
-- Crop Field Trials TP Yes 00074523 Mo
b — — —
N A5



TABLE A

GENERIC DATA REQUIREMENTS FOR PRONAMIDE (94% Technical)

Does FPA Have Data
To Satisfy This

Must Additional Data
Be Submitted Under

Requirement? (Yes, Ribliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition No or Partially) Citation Time Frames for Data
Submission
§158.125 Residue Chemistry (Continued)
171-4 - Magnitude of the Residue - Residue Studies (Continued)

o Crop 3 - Peaches

-- Crop Field Trials TEP Yes 00035565 No

00074523

o Crop 4 - Plums

-- Crop Field Trials TEP Partially 00074523 Yes1l/ - 18 months?2
Crop Group 4 - Small Fruits and Berries Grouple/
o Crop 1 - Blackberries

-- Crop Field Trials TEP Yes 00107960 No
o Crop 2 - Blueberries

-- Crop Field Trials TEP Yes 00035566 No
o Crop 3 - Boysenberries

-- Crop Field Trials TEP No - Yesl3/ - 18 months2
o Crop 4 - Grapes

-- Crop Field Trials TEP Partially 00074523 Yesld/ - 18 months?
o Crop 5 - Raspberriles

-- Crop Field Trials TEP Yes 00107960 No
Crop Group 5 - Grass Forage, To3der and Hay Groupli/
o Crop 1 - Grass forage, fodder and hay

-- Crop Pield Trials TRP No - Nol/

- A-6 —
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TABLF. A

GENERIC DATA RFQUIREMENTS FOR PRONAMIDE (94% Technical)

Does FEPA Have Data
To Satisfy This

Must Additional Data
Be Submitted Under

Requirement? (Yes, Bibliographic FIFRA § 3(c)(2)(B)?
ita Requirement Composition No, or Partially) Citation Time Frames For Data
Submission

58.125 Residue Chemistry (Continued)
171-4 - Magnitude of the Residue - Residue Studies (Continued)

Crop Group 6 - Non-Grass Animal Feeds Group 16/

o Crop 1 ~ Alfalfa forage and hay

~- Crop Field Trials TEP Partial 00033380 00107965  Yesl?7/ - 18 months2/

Sv

o Crop 2 -~ Clover forage and hay
-- Crop Field Trials TEP

0 Crop 3 - Crown Vetch Forage and Hay
-- Crop Field Trials TFP

o Crop 4 -~ Sainfoin Forage and Hay
-- Crop Field Trials TEP

o Crop 5 - Trefoll Forage and Hay
-- Crop Field Trials TEP

Miscellaneous Commodities

o Crop 1 —~ Artichokes
-— Crop Field Trials P

o Crop 2 - Safflower Seed
-- Crop Field Trials TEP

00107958 00107967

Yes

Yes

Yes

Yes

Yes

No

_A_7_

00107958

00107965

00107965

00107965

0077215
00125382

NQ£§/
Nolg/
NOEQ/

Nogl/

Mo/



TABLE A
GENERIC DATA REQUIREMENTS FOR PRONAMIDE (Q4% Technical)

Does EPA Have Data Must Additional Data
To Satisfy This Be Submitted Under
Requirement? (Yes, Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition No, or Partially) Citation Time Frames For Data
Submission

§158.125 Residue Chemistry (Continued)

171-4 - Magnitude of the Residue - Residue Studies (Continued)

Meat/Milk/Poultry/Fggs TGAI or Plant No - No22/

Metaholites

1/

Registrants must submit data depicting the distribution and metabolism of ring-labeled [14¢] pronamide in: (i)
alfalfa harvested 25, 45, and 120 days after a post-emergent broadcast application using a rate sufficient to permit
complete characterization of all Moo -residues, and (11) lettuce harvested 55 days after a post-emergent broadeant
application preceded by a preplant or preemergent broadcast application at rates sufficiently high to permit complet.-
characterization of l%C-residues. If bound residues (1.e., resldues not extracted by the solvent(s) used) represent
a significant proportion of the terminal residue, analyses must include hydrolysis and reextraction of plant
residues to determine the nature of conjugated residues of pronamide. If metabollism among these two representative
crops is found to differ significantly, metabolism will be required for a representative crop in each crop group for
which there 1s a registered use for pronamide. Representative samples from the above-described tests must also be
analyzed by the enforcement methods to ascertain that all metabolites of concern are detected.
Registrants are provided 18 months to submit data commencing with the first planting season after issuance
of the Standard, consistent with PR Notice 85-5. Data are due no later than January 1988.
Registrants must submit metabolism studles utilizing ruminants and poultry. Animals must be dosed for 3 days with
ring-labeled [ 14¢] pronamide at a concentration in the total diet which will result in sufficient residues in the
tissues, milk, and eggs for characterizatiog Animals must be sacrificed within 24 hours of the final dose (milk
ar | eggs must be collected twice daily). C-Residues must be characterized and quantified in muscle, fat, kidney,
]LVPP, milk, and eggs. Samples from the studies should also be analyzed by the enforcement methods to ascertain

that all metabolites of concern are determined.

-~ A-8 -
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TABLE A
GENERIC DATA REQUIRFMENTS FOR PRONAMIDE (94% Technical)

158.125 Residue Chemistry (Continued)

h/

9/

10/

11/

Ly

The storage intervals and conditions of storage of samples used to support all established tolerances for residues in
or on plant commodities must be submitted. These data must be accompanied by data depicting the percent decline in
reslidues of pronamide at the times and under the conditions specified. After receipt of these data, the adequacy of
the tolerances will be evaluated. All residue data requested in this Standard must be accompanied by data regarding
the storage length and conditions of samples analyzed. These data must be accompanied by data deplcting the stability
of residues under the conditions and for the time intervals specified. Since the nature of the residue in plants and
animals has not been adequately described, if the requested metabolism data reveal additional metabolites of
toxicological concern, additional data depicting the stahility of such metabolites in storage will be required.

A crop group tolerance 1s not appropriate unless a use 1s proposed, and residue data submitted, for celery and
spinach, representative commodities. In addition, additional data are required for lettuce (leaf lettuce only) .

The avallable data provide adequate support for the established tolerance covering resldues of pronamide in or on
head lettuce only. The registrant must either withdraw the reglistered use on leaf lettuce or revise the label
Jirections to delete the post-emergent application method. If the registrant proposes a change in the use dlrections,
appropriate supportive residue data must be submitted.

Mo conclusions regarding the adequacy of this proposed tolerance will be made at this time, because the data
submitted in support of the tolerance are under review.

A crop group tolerance 1is not appropriate unless data are submitted depicting residues of pronamide and its
metabolltes in or on mature pears harvested from trees which received a single directed spray application of the

50 percent wettable powder at 4 1b. ail/A the previous fall following harvest. Tests would have to he conducted in
California and Washington, which produce >70% of U.S. pears.

The reglstrants must submit data indicating the level of residues 1n wet pomace, dry pomace, and julce processed

from apples bearing measurable weathered residues. Use of exaggerated application rates may be necessary to obtain
measurable residues in the raw commodity. If residues concentrate in any of these processed commodities, appropriate
food/feed additlve tolerances must be proposed.

Adequate data are avallable to support the established tolerances for the representative commodities, cherries,
peaches, and plums/fresh prunes, all at 0.1 ppm. Since registered usage on these crops is identical, it 1is
recommended that a crop group tolerance of 0.1 ppm be proposed.

The reglstrants must submit residue data from dried prunes processed from fresh prunes bearing measurable weathered
residues. Fxaggerated rates may be necessary to achieve measurable initial residues in fresh prunes which are to be
processed Into dried prunes. IF concentration occurs, an appropriate food additive tolerance must be proposed.

-~ A-O -



TABLE A
GENERIC DATA RFQUIREMFNTS FOR PRONAMIDE (94% Technical)

§158.125 Residue Chemistry (Continued)

12/ A crop group tolerance is not appropriate unless residue data and proposed uses are submitted for cranberries

13/

15/

9/

yv

and strawberries, representative commodities.
There are no registered uses of pronamide on boysenberries. The tolerance for residues of pronamide in or on
boysenberries will be cancelled unless the registrant proposes a use and submlts appropriate residue data in support

of the established tolerance, or if the proposed use directions and limitations are identical to those for black-
berries, the registrant may use translatable data from blackberries and raspberries in support of the established
tolerance.

The registrants must submit data indicating residues of pronamide in raisins, wet pomace, dry pomace, raisin waste,
and julce processed fran grapes bearing measurable weathered residues. Use of exaggerated application rates may be
necessary to obtaln measurable residues in the raw commodity. If residues concentrate in any of these processed
commodities, appropriate food/feed additive tolerances must be proposed.

Data submitted in support of a crop group tolerance are pending.

Based on the available data for the representative raw agricultural commodities alfalfa and clover, it i3
recommended that a crop group tolerance of 10 ppm be proposed for the residues of pronamide and 1ts metabnlites

in or on non-grass animal feed forage and hay. Tolerances for alfalfa (10 ppm) and clover (5 ppm) do not vary hy
more than a factor of 5 from the tolerances for any crop in the group. These data satisfy the requirements for
crop group tolerance establishment.

The registrant must submit data deplicting residues in or on alfalfa seed from alfalfa bearing measurable weathered

resldues. An appropriate tolerance must be proposed 1f residues are higher in the seed than in the raw

agricultural commodity.
Sufficient data are available to support the tolerance for the combined residues of pronamide and its metabolites

The commodity definition "clover" in 40 CFR 180.317 will be changed to "clover (forage)," the
presently accepted term for this commodity. While data have been submitted for clover hay, a raw agricultural
comodity of clover, a corresponding tolerance has not been proposed or estahlished. The registrant should propose
a tolerance for residues of pronamide and 1ts metabolites in or on clover hay: a level of 5 ppn 1s recammended.

In lieu of such a proposal, the registrant may propose a crop group tolerance (see footnote 16).

Sufficient data are available to support the tolerance for the combined residues of pronamide and its metabolltes
The commodity definition "erown vetch" in 40 CFR 180.317 will be changed to "crown

No data have been submitted for crown vetch hay,
The reglstrant

in or on clover.

i. or on crown vetch forage.
versen forage," the presently accepted term for this commodity.
a raw agricultural commodity of crown vetch, nor has a corresponding tolerance been proposed.
should submit a proposal for a tol=rance for residues 1n or on crown vetch hay: a level of 5 ppm is recommended,

based on translatable clover hay data. in lieu of such a proposal, the registrant may propose a crop group
tolerance (see footnote 16).

~ A-10 -



TABLE A
GENERIC DATA RFQUIREMENTS FOR PRONAMIDE (94% Technical)

§158.125 Residue Chemistry (Continued)

20/

21/

22/

6%

Sufficient data are available to support the tolerance for the combined residues of pronamide and its metabolites
in or on sainfoin. The commodity definition "sainfoin" will be changed to "sainfoin forage," the presently
accepted term for this commodity. While data have been submitted for residues in or on sainfoin hay, a raw
agricultural commodity of sainfoln, a corresponding tolerance has not been proposed. The registrant should
propose a tolerance for residues of pronamide and its metabolites in or on sainfoin hay; a level of 5 ppn is
recommended, based on translation from clover hay. In lleu of such a proposal, a crop group tolerance can

be proposed (see footnote 16).

Sufficient data are available to support the tolerance for the combined residues of pronamide and its metabolites
in or on trefoil. The commodity definition "trefoil" will be changed to "trefoil forage," the presently accepted
term for this commodity. No data have been submitted for trefoil hay, a raw agricultural commodity of trefoil
nor has a corresponding tolerance been proposed. The registrant should submit a proposal for a tolerance for
residies in or on trefoil hay; a level of 5 ppm is recommended, based on translatable clover hay data. In lieu
of such a proposal, the registrant may propose a crop group tolerance (see footnote 16).

The nature of the residue in animals has not been adequately described. On receipt of the requested animal
metabolism data, the appropriate nature of tolerances for residues in animal products will be determined and

the adequacy of the availlable data on the magnitude of residues 1n animal products will also be determined.

- A-11 -



TABLE A

GENERIC DATA REQUIREMENTS FOR PRONAMIDE (94% Technical)

Does EPA Have
Data To Satisfy

Must Additlonal Data
Be Submitted Under
FIFRA § 3(c) (2)(R)?

Use This Require- Bibliographic
Data Requlrement Composition Pattern ment? (Yes, No Citatlion Time Frames For Data
or Partially) Submission

§158.130 Envirormental Fate

Degradation Studies-Lab

161-1 ~ Hydrolysis TGAI or PAIRA A,B,H Yes 00107980 No
Photodegradation

161-2 ~ In water TGAI or PAIRA A,B No - Yes - 9 monthsl/
161-3 -~ On soil TGAI or PAIRA A No - Yes?/

161~4 -~ In Air TGAI or PATRA  N/A3/

Metabolism Studles-Lab

162-1 - Aeroblc Soil TGAI or PAIRA AB,H No - Yes - 27 monthsl/
162-2 - Anaerobic Soil TGAI or PATRA A No - YesY/

162-3 - Anaerobic Aquatic TGAI or PATIRA  N/A3/

162-4 - Aerobic Aquatic TGAI or PATRA  N/A3/

Mobility Studies

TGAI or PAIRA  A,B,H No - Yes?/ -~ 12 monthsl
163-1 - Leaching and
Adsorption/Desorption
- A-12 -
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TABLF A

GFNFRIC DATA RFQUIREMENTS FOR PRONAMIDE (947 Technical)

Data Requirement

Composltion

§158.130 Environmental Fate (Continued)

Mobility Studies (Continued)

163-2 - Volatility (Lab)

163-3 - Volatility (Field)

Dissipation Studies-Field

164-1
154-2
164-3

164-4

164-5

- Soil

~ Aquatic (Sedlment)

Forestry

Comhination and
Tank Mixes

Soil, Tong-term

Accunulation Studies

165-1 - Rotational Crops

165-2

| G

(Confined)

- Rotational Crops

(Field)

TEP

TEP

TEP

TEP

TEP

PAIRA

TEP

Use
Pattern

Does EPA Have
Data To Satisfy
This Require-
ment? (Yes, No
or Partially)

Bibliographic
Citation

Must Additional Data
Be Submitted Under
FIFRA § 3(c)(2)(B)?
Time Frames For Data
Submission

A,B,H
N/A3/
N/A3/
N/A3/

No

No

No

No

o

- A-13 -

Yes - 12 months

Reserved§/

Yes - 27 monthsl/

ReservedZ/

Yes - 39 months

Reservedﬁ/



TABLE A

GENERIC DATA RFQUIREMENTS FOR PRONAMIDE (94% Technical)

Bibliographic
Ciltatlon

Must Additional Data Be
Submitted Under #IFRA

§ 3(c)(2)(B)? Time Frames
For Data Submission

Does EPA
Use Have Data To
Data Requirement Composition Pattern Satisfy This
Requirement?
§158.130 Environmental Fate (Continued)
Accumulation Studies (Continued)
165-3 - Irrigated Crops TEP N/A3/
165-4 - In Pish TGAI or PAIRA A,B No
165-5 - In Aquatic Non-Target TEP N/A3/
Organisms

Yes - 12 months

1/ Data for this requlirement submitted in response to the May 1984 Special Data Call In Notice for Ground Water Data

have been determined to be invalid. Therefore, new or additional data must be submitted.

Additional data to

supplement the previously submitted studles include raw data to support conclusions; material balance:; incubatlon
temperature and pH: in addition, the solutions were not buffered; the test substance was not identified sufficiently;

the light source was not specifled; and the test was for less than 30 days.

2/ Data to f1ll thils requirement have been submltted but have not been reviewed.

3/ Not required for this chemical.

B/ Data are due In June 1986, in accordance with the May 1984 Specilal Data all In Notice for Ground Water Data.

wor the other use patterns, either
adsorption/desorption or any of the other methods (e.g. TIC, column) will be acceptable.

6/ Data will be required unless the results of the laboratory volatility study Indicate these data are unnecessary.

7/ Pata will be required unless the results of the fleld dissipation study indicate these data are unnecessary.

§7 ata will be required unless the results of the confined crops study indlcate these data are unnecessary.

5/ Adsorption/desorption data are requlred for Domestic Outdoor use patterns.

A
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TABLE A

GFNERIC DATA RRQUIRFMENTS FOR PRONAMIDE (94% Technlcal)

Does FPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

Use This Requlre- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requlrement Composition Pattern ment? (Yes, No Citation Time Frame for Data
o L . L or Partially) Submission
§158.135 Toxicology
Acute Testing
81-1 ~ Acute Oral Toxlclty - Rat  TGAI A,B,H Yes 00083663 No
81~2 ~ Acute Dermal Toxicity TGAT AB,H Yes 00083663 No
- Rabbit
H1-2 - Acute Tnhalation Toxiclty — TGAI A,BH Yes 00083663 No
- Rat
81-4 - Primary Fye Irritation MP A,BH Yes 00083663 No
31-5 - Primary Dermal Irritation MP A,B,H Yes 00126574 No
81-6 - Dermal Senslitization MP AB,H Yes 00062605 No
81~7 - Delayed TGAT N/AL/
Nenrotoxicity - Hen
Subchronic Testing
82-1 - 90-Day Feeding TGAL N/ A2/

~ Rodent, and

~ Non-prodent (DOg)

¢S

- A-15 -



TABLE A
GENERIC DATA REQUIRFMENTS FOR PRONAMIDE (94% Technical)

S T T T oes EPA Have T 7T "Must Additional Data
Data To Satisfy Be Submitted Under
Use This Require- Bibliographic RFIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? (Yes, No Citation Time Frame for Data
L ___or Partially) ~__ Submission
§158.135 Toxicology (Continued)
Subchronic Testing (Contlnued)
82-2 - 21-Day Dermal - Rabbit TGAT N/A2/
82-3 - 90-Day NDermal - Rabbit TGAT N/AZ/
82-4 - 90-Day Inhalation: TGAT N/a2/
-~ Rat
82-5 - 90-Day Neurotoxicity: TGAI N/AL/
~ Hen
~Mamma.l
Chronic Testing
83-1 ~ Chronic Toxicity - TGAT
2 specles:
- Rodent, and A,B,H No - Yes - 50 months
- Non-rodent (Dog) A,B,H Partlally 00107949 No
83-2 - Oncogenicity - TGAT
2 specles:
- Rat (preferred), and A,B,H No - Yes - 50 months
- Mouse (preferred) A,BH Yes 00107968 No



TABLE A
GFNERIC DATA RFQUIREMENTS FOR PRONAMIDE (94% Technlcal)

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

Use This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requlreament Composition Pattern ment? (Yes, No Cltation Time Frame for Data
or Partially) Submission
§158.135 Toxlcology (Continued)
Chronic Testing (Continued)
83-3 - Teratogenicity - TGAL
2 specles:
-~ Rat A,B,H No - Yes - 15 months3/
- Rabbit A,B,H Yes 00148064 No
00148065
83-4 - Reproduction - Rat TGAI A,B,H No - Yes - 39 months
2-generation
Mutagenicity Testing
84-2 ~ Gene Mutatlon (Ames Test) TGAI A,B,H No - Yes - 9 months
84-2 - Structural Chromosomal TGAI A,B,H No - Yes - 12 months
Aberration
84~ - Other Genotoxic Effects TGAT A,B,H No - Yes - 12 months
Special Testing
85-1 - General Metabolism PAT or PAIRA A,B,H No - Yes - 24 months
85-2 - Dermal Penetration Choice A,B,H No Yes - 12 months
8G6-1 - Domestte Animal Cholee N/A2/
Safety
n
w - A"l? -



TABLE A
GENERIC DATA REQUIREMENTS FOR PRONAMIDE (94% Technical)

§158.135 Toxicology (Continued)
1/ Pronamide is nelther an organophosphate, nor an analog of a neurotoxic compound, hence, no delayed neurotoxicity

" study 1s required.
2/ Not applicable to exposure conditions.
3/ Data for this requirement submitted In response to the October 1982 Data Call In Notice have been determined to

Therefore, new data must be submitted.

be 1nvalid.

-~ A-18 -
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TABLF. A

" Does FPA Have
Data To Satisfy

GENFRIC DATA RFEQUIREMENTS FOR PRONAMIDE (94% Technical)

Must Additional Data
Be Submitted Under

Use This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Jata Requirement Composition Pattern ment? (Yes, No Citation Time Frame for Data
or Partially) . Submission

$158.145 Wildlife and Aquatic Organisms
Avian and Mammalian Testing
71-1 - Acute Avian Oral Toxicity TGATL A,B,H Yes 00107997 No
71-2 - Avian Subacute Dietary TGAT A,B,H Yes 001079973 No

Toxicity 00107994

~lIpland Game Bird, and 00108002

00108003

-Waterfowl
71-3 - Wild Mammal Toxicity TGAI N/AL/
71-4 - Avian Reproduction TGAT N/AZ2/
71-5 - Simulated Field and Actual TFP N/AZ/

Testing - Mammals and Birds
Aquatic Organism Testing
72-1 - Freshwater Fish Toxlclty

- Coldwater Fish Species  TGAIL AR, H Yes NN1NT7996 No

~ Yarmwater Fish Specles TGAT A,B,H Yes 0N107196 No

00107996

72-2 ~ Acnte Toxiclty to TGAI ABH Yes 000983173 No

Breshwater Tnvertebrates

- :’\“19 —

wn
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TABLF A

GENFRIC DATA RAQUIRSMENTS FOR PRONAMIDE (947

Data To Satisfy
Ise This Require-
Data Requirement Composition Pattern ment?  (Yes, No

§158.145 Wildlife and

Aquatic Organisms (Continued)

Aquatic Organism Testing (Continued)

72-3 - Acute Toxlcity to TGAT N/A2/
Fstuarine and Marine
Organisms

72-4 - Fish Early Life Stage TGAT N/A2/

and Aguatic Invertebrate
Life-Cycle

72-5 - Fish - Life-Cycle TGAI N/A2/
72-6 - Aquatic Organism TGAIL, PAI or N/al/
Accunulation degradation
product
72-7 - Stnulated or Actual TEP N/A2/
Fleld Testing — Aquatic
Organisns

1/ Mta not normally required for these uses.
2/ Data not required due to low toxicity and low expected ecologleal effect.

85

Toes WPA Have

or Partially) =

Technical )

Ribliographic
Citation

Mist Additional Data
Be Submittel Under
FIFRA § 3(e)(?)(B)?
Time Frame for Nata
__ Submission



65

TABLE A
GFNERIC DATA RFQUIREMENTS FOR PRONAMIDE (94% Technical)

- T T T T T T T T T T T Does FPA Have T Must Additional Data
Data To Satisfy Be Submitted Under
Use This Require- Bibliographic FIFRA § 3(c¢)(2)(B)?
Jata Requlrement Composition Pattern ment? (Yes, No Citation Time Frame for Data
. ______or Partially) - Submission
3158.155 Nontarget Insect
Nontarget Insect Testing -
Pollinators
141-1 - Honey bee acute
contact toxlcity TGAI A,B,H Yes 00028772 No
141-2 - Honey bee - toxlclty TEP N/AL/
of residues on
foliage
141-4 - Honey bee subacute Reserved2/
feeding study
141-5 ~ Field testing For TEP N/A3/
pollinators
Nontarget Insect Testing -
Aquatic Insects
142-1 - Acute toxlclty to Reserved/
aquatic insects
142-1 - Aquatic Ilnsect Reserved/
1ife-cycle study
142-3 - Simulated or actual Reservedﬁ/
field testing for
agatic insects
- A-21 -



GENFRIC DATA RRQUIREMENTS FOR PRONAMIDE (94% Technical)

TABLE A

e s 1Y P

MIse
Data Requlrement Compos 1tion Pattern

Data To Satisfy
This Requlre-
ment? (Yes, No
or Partially)

§158.155 Nontarget Insect (Continued)

143-1 - Nontarget Insect
Testing - Predators
thru and Parasltes

143-3

" Must Additional Data
Be Submitted Under

Ribliographic FIFRA § 3(e)(2)(B)?
Citation Time Frame [or Data
L Submission

Reservedﬂ/

1/ Because data from the acute contact tests indicate low toxlcity, data on residual toxicity are not required.

2/ This requirement 1s reserved pending development of test methodology.

3/ Data reviewed to date do not indicate any need for a field study.
L/ This requirement 1s reserved pending further evaluation to determine what and when data should be required, and

to develop appropriate test methods.

09

- A-22 -



TABLE B

PRODUCT SPECIFIC DATA RFQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING PRONAMIDE (50% FI)

Data Must Be
1deline Citation and Test Guidelines Are Data Hootnote Submitted Within
me of Test Substance Status Required Number Time Frames

Yes No Listed Below
58.120 Product Chemistry
Product Identity
61-1 ~ Product Identity and Disclosure MP R (] [x]
of Ingredients N
61-2 ~ Description of Begimming Materials MP R [x] [ 1 6 months
and Manufacturing Process
6£1-3 ~ Discussion of Formation of MP R [x] (] 2 12 months
Impurities
Analysis and Certification of Product
Ingredients
62-1 - Preliminary Analysis MP CR [x] (] 3 6 months
62-2 - Certification of Limits MP R [x] [] 4 6 months
62-3 ~ Analytical Methods to Verify MP R [x] [] 5 6 months
Certified Limit
Physical and Chemical Characteristics
63-2 ~ Color MP R [] [x]
MP R [ ] (x]

63-2 ~ Physical State

_B_l_



TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USF PRODUCTS CONTAINING PRONAMIDE (50% FI)

Data Must Be
Guldeline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substance Status Required Number Time Frames
Yes Mo Listed Below

§158.120 Product Chemistry (Continued)
Physical and Chemical Characteristics (Continued)

63-4 - Odor MP R (] [x]

63-7 - Density, Bulk Density, or MP R ] [x]

Specific Gravity
63-12 - pH MP CR (] [x]
63-14 - Oxidizing or Reducing MP CR [ ] [x]
Actlon

63-15 - Flammability MP CR [:j [Ej

63-16 - Explodability MP R [:] [Ej

63-17 - Storage Stability MP R [ ] [x]

63-18 - Viscosity MP CR (] [x]

63-19 - Miscibility MP CR () [x]

63-20 - Corrosion Characteristics MP R il [x]
Other Requirements

64-1 - Submittal of samples MP CR ] x]

- B2 -
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TARLF. B
PRODUCT SPECIFIC DATA REQUIREMFNTS FOR MANUFACTURING-USE PRODUCTS CONTAINING PRONAMIDE (50% FT)

>roduct Chemistry §158.120 (Continued)

L/

¢9

The reglstrant must submit detalls of the manufacturing process, including the relatlve amounts of beginning
materials, a description of the eguipment used to produce the product, reaction conditions, the duration of each step
of the process, purification procedures and quality control measures, the name and address of the manufacturer,
producer or suppller of each beginning material used, and a copy of all available technical specifications, data
sheets, and other documents in which the manufacturer, producer, or suppller of the beginning material describes 1ts
composition and properties.

A discussion of each impurity believed to be present at >0.1% based on knowledge of the beginning materials, all
possible chemical reactions and any contamination must be submitted.

Five or more representative samples should be analyzed for the amount of active ingredient and each impurity present
for wihiich a certified limit is required (greater than 0.1%).

Upper and lower 1imits for pronamide and for each intentionally added inert, and upper limits for each impurity
precent at 0.1% (w/w) must be provided and certified.

The reglstrant must submit quantitative methods to determine pronamide and all impurtiles and inerts for which a
certified limit 1s requlred (greater than 0.1%). FEach method must be accompanied hy validation studies of the

precision and accuracy of the method.



TABLF B

PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING PRONAMIDE (50% FI)

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirements Composition ment? (Yes, No Citation Time Frame for Data
or Partially Submission
§158.135 Toxlcology
Acute Testing
81-1 - Acute Oral Toxlcity - Rat MpP Yes 00085504 No
00085505
00133112
81-2 - Acute Dermal Toxlcity MP Yes 00085505 No
- Rabbit 00085511
81-3 - Acute Inhalation Toxicity MP Yes 00133112 No
- Rat
81-4 - Primary Eye MP Yes 00085505 No
Irritation - Rabblt 00133112
81-5 - Primary Dermal MP Yes 00085505 No
Irritation - Rabbit 00133112
81-6 - Dermal Sensitization - MP No - Yes - 9 months
Guinea Pig
O~
o - B-4 -
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EPA Index to Pesticize Chemicals
3,5-DICHLORO-N-(1,1-DIMETHYL-2-PROPYNYL)BENZAMIDE

TYPE PESTICIDE: Herbicide

FORMULATIONS:

FI (50%)

G (0.32%, 0.33%, 0.4%, 0.9%, 1%)
WP (50%)

GENERAL WARNINGS AND LIMITATIONS: A selective, soil active herbicide used
for the preemergence or early postemergence control of many broadleaf
weeds and grasses. Moisture in the form of rain, melting snow, or irri-
gation is necessary to move the chemical into the root zome of germinat-
ing weeds. Apply in 20 to 50 gallons of water per acre by ground, or in

5 to 10 gallons by air. Aerial applications should be made only where
specified. Use a low pressure sprayer for ground applicatiomns. Pronamide
is most effective in coarse to medium textured soils with less than 4
percent organic matter content. Where a dosage range is given, use the
lower dosage on coarse and medium textured soils and the higher dosage on
fine soils. For best results, apply to a clean soil surface, free of de-
caying crop or weed debris. Pronamide is more effective in cool weather;
degradation of the chemical occurs on the soil surface in warm weather.

If application is made when air temperature is above 85 F (29.4 C), chem-—
ical should be incorporated to a shallow depth, or watered into the soil
as soon as possible after application. When a band application is made,
reduce dosage in proportion to band area actually treated. According to

Position Document/4 on pronamide, products with more than 1 percent a.i.
should be classified for restricted use.

Livestock Tolerances:
Cattle (fat, meat and mbyp

except kidney and liver) 0.02 ppm
Cattle (kidmey and liver) 0.2 ppm
Eggs 0.02 ppm
Goats (fat, meat and mbyp R
except kidney and liver) 0.02 ppm
Goats (kidney and liver) 0.2 ppm

Hogs (fat, meat and mbyp

except kidney and liver) 0.02 ppm
Hogs (kidney and liver) 0.2 ppm
Horses (fat, meat and mbyp

except kidney and liver) 0.02 ppm
Horses (kidney and liver) 0.2 ppm
Milk 0.02 ppm
Poultry (fat, meat and mbyp
except kidney and liver) 0.02 ppm
Poultry (kidney and liver) 0.2 ppm
Sheep (fat, meat and mbyp
except kidney and liver) 0.02 ppm
Sheep (kidney and liver) 0.2 ppm
*Pronamide
Kerb

N-(1,1-dimethylpropynyl)~3,5-dichlorobenzamide

Issued: 1-17-84 I-101701-1



PEWAIBE
JEGAEBF
?ADABBA
PAZAOBB
PBDAEBA
2EDADBA
25GADAA
PLWAIBG
PCOAFBA
PDAAHBD
PBKBDBB
®AZADBC
‘3DAEBI
*LAAGBM
PEAAGBD
PCQBYBH
PBKAHBA
PBGAFBL
PEWAKBA
PRKAFBE
PBKBABA

EPA Index to Pesticide Chemicals

3,5-DICHLORO~N-(1,1-DIMETHYL-2-PROPYNYL)BENZAMIDE
DEFINITION OF TERMS:

a.1. = active ingredient
1b = pounds

mbyp = meat byproducts

TIME REQUIRED FOR CONTROL:

Three to 5 weeks are required to control an-
nual bluegrass.

MODE OF ACTION: Pronamide affects the meristematic tissues of roots re-
sulting in cell enlargement, necrosis, and an increase in nuclear volume
in the treated apices. Premature differentiation and maturatiom of root

tissues with eventual vacuolation of the apical meristematic cells com—
pletely inhibits root growth.

BROADLEAF WEEDS CONTROLLED:

Black nightshade (b)
Burning nettle (b)
Carpetweed (b)
Common chickweed (a)
Common lambsquarters (b)
Common purslane (b)
Dodder (b)
Hairy nightshade (b)
Hembit (b)
Little mallow (b)
London rocket (b)
Mouseear chickweed (a)
Nettleleaf goosefoot (b)
Pale smartweed (db)
Prostrate knotweed (b)
Red clover (b)
Shepherdspurse (b
Tall morningglory (b)
Tomato (volunteer) (b)
Wild mustard (b)
Wild radish (b)

(a) Preemergence and early postemergence control.
(b) Preemergence control only.

Issued: 1-17-84 1-101701-2
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EPA Index to Pesticide Chemicals
3,5—DICHLORO—N-(1,l—DIMETHYL-Z—PROPYNYL)BENZAMIDE

GRASSES AND OTHER MONOCOTS CONTROLLED:

CABMBE Alta fescue (a)
CACKBA Annual bluegrass

CABSAA Barley (volunteer) (a)
CABHBB Barnyardgrass (b)
CAADAA Bentgrass (a)
CACKAA Bluegrass

CACHBB Canarygrass (b)
CAATBM Downy brome (a)
CACEBD Fall panicum (b)
CABSBC Foxtail barley (a)
CABIBA Goosegrass (b
CABZBA Italian ryegrass (a)
CACKBD Kentucky bluegrass (a)
CABFBF Large crabgrass (b
CABYAA Lovezrass (b)
CAADAA Nat (a)
CABBBA Orchardgrass (a)
CABZBC Perennial ryegrass (a)
CAACBA Quackgrass (a)
CACTAA Rye (volunteer) (a)
CABRBA Velvetgrass (a)
CADFBA Wheat (volunteer) (a)
CAAOBB Wild oat (a)
CACUBD Yellow foxtail ¢))

(a) Preemergence and early postemergence control.
(b) Preemergence control only.

Issued: 1-17-84 I-101701-3



EPA Index to Pesticide Chemicals

3,5=-DICHLORO-N-(1,1-DIMETHYL-2~-PROPYNYL)BENZAMIDE

Site, Dosage Tolerance, Use, Limitations

and Formulation

(1b a.i./A)

TERRESTRIAL FOOD CROP

(Agricultural Crops)

General Warnings and Limitations: Crop rotation instructions:

1. When rotation crops other than artichoke, lettuce, endive or escarole
are to be planted in treated areas, knock down the beds and cross-
disc the field before planting.

2. When pronamide treatment is to be followed by a rotatiom crop within
6 months of application, make bed-top or band applications.

3. When pronamide treatment of 0.5 1b a.i./A or higher will be followed
by small grains or grasses within 1 year, treatment should be limited
to band or bed-top application.

4. a.
b.

c.

d
Issued:

When pronamide treatment is made at 0.5 1b a.i./A, artichoke,
lettuce, endive and escarole may be planted immediately; beans,
corn, cotton, sorghum, carrots, celery, broccoli, cabbage, cauli-
flower, cucurbits, spinach, sugarbeets, onions and tomatoes may
be planted after 3 months; wheat, barley, oats and grasses may be
planted after 6 months.

When pronamide treatment is made at 1 1b a.i./A, artichoke, let-
tuce, endive and escarole may be planted immediately; beans,
corn, cotton, sorghum, carrots and celery may be planted after 3
months; broccoli, cabbage, cauliflower, cucurbits, spinach,
sugarbeets, onions and tomatoes may be planted after 4 months;
wheat, barley, oats and grasses may be planted after 9 months.
When pronamide treatment is made at 1.5 1lb a.i./A, artichoke,
lettuce, endive and escarole may be planted immediately; beans,
corn, cotton, sorghum, carrots and celery may be planted after 4
months; broccoli, cabbage, cauliflower, cucurbits, spinach,
sugarbeets, onions, and tomatoes may be pfﬁnted after 6 months;
wheat, barley, oats and grasses may be planted after 9 months.

. When pronamide treatment is made at 2 1b a.i./A, artichoke, let-

tuce, endive and escarole may be planted immediately; beans,

corn, cottom, sorghum, carrots and celery may be planted after 5
months; broccoli, cabbage, cauliflower, cucurbits, spinach, sugar-
beets, onions and tomatoes may be planted after 7 months; wheat,
barley, oats and grasses may be planted after 12 months.

1-17-84 I-101701-4
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EPA Index to Pesticide Chemicals

3,S—DICHLORO-N“(I,l—DIMETHYL-Z—PROPYNYL)BENZAMIDE

Site, Dosage
and Formulation
(1b a.i./A)

23001Aa4 Alfalfa
23001Ba

0.5-2
(50% WP)

23001BA Alfalfa (seed crop)

Tolerance, Use, Limitations

1.5-2
(50% WP)

1.5
(50% Wp)

Issued: 1-17-84

N.F. (seed)

10 ppm (fresh alfalfa, forage and hay)

Do not graze treated fields or harvest for forage
or hay for these intervals:

25 days in areas West of Mississippi River, when

the dosage is up to 1.5 1b a.i./A;

45 days in areas West of Mississippi River, when

the dosage is 1.5 to 2 1b a.i./A;

120 days in areas East of Mississippi River, when
the dosage is up to 2 1b a.i./A.

Do not use more than 2 1lb a.i./A per crop season.

General Information: If fall treated alfalfa

should be killed in winter, do not plant small
grains or grass crops in the same field in the
spring.

Postemergence. Broadcast. Apply to established
alfalfa during fall or winter after the last cut-
ting when temperatures are cool. Apply to fall
seeded alfalfa after the trifoliate stage. Ap—
plication to spring seeded alfalfa should be made
the following fall or early winter.

Postemergence. Broadcast. Spring application
for control of downy brome. Apply just before or
just after germination of downy brome.

Also refer to Alfalfa (seed crop) for more infor-
mation pertinent only to that site.

N.F. (seed)
10 ppm (fresh alfalfa, forage and hay)

Use limited to CA, ID, NV, OR, UT, and WA.
Broadcast. Spring application for preemergence
control of dodder in established alfalfa. Incor-
porate lightly at the time of application and
furrow irrigate within 7 days.

Use limited to CA, ID, NV, OR, UT, and WA.
Broadcast. Spring application for preemergence
control of dodder in established alfalfa. Flood
the field within 1 to 3 days after applicationm.

Also refer to Alfalfa for additional use and dose
information.

I-101701-5



N01AA
ONZAA
N14AA
N03AA
004AA
O03AA
i005AA
N06AA

1018AA

EPA Index to Pesticide Chemicals

3,5-DICHLORO-N-(1,1-DIMETHYL-2-PROPYNYL)BENZAMIDE

Site, Dosage

and Formulation

(1b a.i./A)

>
O
=
@®

Artichoke, Globe

Tolerance, Use, Limitatiouns

2
(50% Wp)

2-4
(50% Wp)

Issued: 1-17-84

0.1 ppm

Do not graze or feed treated foliage to livestock.
Do not use more than 4 1b a.i./A per season.

Directed spray. Broadcast or band. Make a single
application in the fall after fruit is harvested,
but prior to leaf-drop and before the soil freez-
es. Application may be made to bearing or non-
bearing trees and vines. Use only on established
plantings. Do not use on seedling trees or vines
less than 1 year old, or on fall transplanted
stock within 1 year of transplanting or on spring
transplanted stock within 6 months of transplant-
ing.

0.1 ppm
Sixty day preharvest interval.

General Information: Apply only once per crop
season. Rainfall or overhead sprinkler irrigatiom
is essential within 1 to 3 days after application
to activate the chemical. When dosage exceeds 2
lb a.i./A, do not plant anything except artichokes
for 18 months. For dosages up to 2 1lb a.i./A,
follow crop rotation instructions given under
General Warnings and Limitations for Agricultural
Crops.

Posttransplant. Band application over the row.
Apply after transplanting the crowns but before
new shoots have 3 to 4 leaves. Apply preemergent
to the weeds. Do not use on peat or muck soils.

Postemergence. Band application over the row.
Apply to established crop preemergent to the weeds
and before artichoke leaves are more than 16
inches long. Use the higher dosage on fine soils.

I-101701-6
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23011aA

23011Bka

23003AA
23003BA
2302484

23024BA

2302144
23021BA

01002AA
01006AA

210094AA

EP: Index to Pesticide Chemicals

3,5-DICHLORO-N-(1,1-DIMETHYL-2-PROPYNYL)BENZAMIDE

Site, Dosage

and Formulation

(1b a.i./A)

Birdsfoot Trefoil

Birdsfoot Trefoil
(seed crop)

Clover

Clover (seed crop)

Crown Vetch

Crown Vetch (seed
crop)

Sainfoin

Sainfoin (seed crop)

N.5=2
(50% wp)

Birdsfoot Trefoil
(seed crop)

Blackberry
Raspberry

(50% wp)

Blueberry

1-2
(50% wp)

Issued: 1-17-84

Tolerance, Use, Limitations

5.0 ppm

N.F. (seed) )

Do not graze treated fields or harvest for forage
for 120 days. Do not use more than 2 1b a.i./A
per crop season.

General Information: If fall-treated legumes
should be killed in winter, do not plant small
grains or grass crops in the same field in the
spring.

Broadcast. Apply to established legumes during
fall or winter after the last cutting when tem—
peratures are cool but before the ground freezes.
Apply to fall-seeded legumes after the trifoliate
stage. Application to spring-seeded legumes
should be made the following fall or early winter.

See Birdsfoot Trefoil cluster.

0.05 ppm
Do not use more than 3 1b a.i./A per year.

Use limited to OR and WA., Broadcast or band.
Apply to established berries, and make only 1 ap-
plication per year. Apply in fall or winter,
preferably during November or December. Do not
apply when ground is frozen. Do not apply to
newly trausplanted berries for at least 3 months.
Use 1 to 2 1b a.i./A for control of annual blue-

grass, and 2 to 3 1b a.i./A for control of peren~
nial ryegrass and quackgrass.,

0.05 ppm

Do not use more than 2 1b a.i./A per year.
Use limited to OR and WA.
Apply to established berrie

plication per year. Apply in fall or winter,
preferably during November or December. Do not
apply when ground is frozen. Do not apply to

newly transplanted blueberries until the roots
are well established,

Broadcast or band.
s, and make only 1 ap-

I-101701-7



1301544
1302044

EPA Index to Pesticide Chemicals

3,5-DICHLORO-N-(1,1~DIMETHYL-2-PROPYNYL)BENZAMIDE

Site, Dosage

and Formulation

(1b a.i./a)

Cherrz

Clover

Clover (seed crop)

Tolerance, Use, Limitations

Crown Vetch

Crown Vetch (seed
crop)

Endive (Escarole)
Lettuce

1-2
(50% WP)

1-2
(50% WP)

Grages

Lettuce
Nectarine
Peach

Plum

Prune

Issued: 1-17-84

See Apple cluster.
See Birdsfoot Trefoil cluster.
See Birdsfoot Trefoil cluster.

See Birdsfoot Trefoil cluster.

See Birdsfoot Trefoil cluster.

2 ppm (endive (escarole))
1 ppm (lettuce)

Fifty-five day preharvest interval on lettuce.

General Information: Do not make more than 1 ap-
plication per crop season. Do not use on peat or
muck soils. Do not use more than 1.5 1lb a.i./A
on Val Temp, Grande Verde, and Prima Verde vari-
eties of crisp lettuce, or on endive and escarole.
Apply preemergence to the weeds, and water into
the soil immediately after application.

Preplant soil incorporation. Broadcast or band.
Where rainfall is not dependable or overhead
spinkler irrigation is not used, shallow preplant
incorporation followed by furrow irrigatiom is
recommended.

Preplant or preemergence. Broadcast or band sur-
face applicationm.

Postemergence. Broadcast or band surface ap-
plication. Apply before or after thinning of
lettuce.

See Apple cluster.

See Endive (Escarole) cluster.

See Apple cluster.

See Apple cluster.

See Apple cluster.

See Apple cluster.

See Apple cluster.

I-101701-8
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IPA Index to Pesticide Chemicals

3,S—DICHLORO-N—(l,l—DIMETHYL—Z—PROPYNYL)BENZAMIDE

Site, Dosage
and Formulation
(1b a.i./a)

Raspberry
Sainfoin

Sainfoin (seed crop)

Tolerance, Use, Limitatiomns

See Blackberry cluster.
See Birdsfoot Trefoil cluster.

See Birdsfoot Trefoil cluster.

TERRESTRIAL NON-FOOD CROP

(Agricultural Crops)

33017BA Bermudagrass (seed
crop)

0'5"105
(50% WP)

Issued: 1-17-84

N.F. (seed)

Do not graze treated areas or feed clippings to
livestock.

Broadcast application for apnual bluegrass con-
trol. Apply at any stage of annual bluegrass
growth from preemergence to seed formation. Use
the lower dosage for preemergence or early post-—
emergence coutrol. Use the higher dosage for

late postemergence control and when longer pre-
emergence residual control is desired. Irrigation
or.rainfall within 24 hours of application is de-
sirable. May be applied by air.

I-101701-9
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EPA Index to Pesticide Chemicals

355-DICHLORO-N-(1,1-DIMETHYL-2-PROPYNYL)BENZAMIDE

Site, Dosage
and Formulation
(1b a.i./A)

Tolerance, Use, Limitatioums

(Ornamental Plants and Forest Trees)

J22AA Azalea

122DA Azalea (nursery
stock)

0544 Christmas Tree Plan-
tatious

GAGAA Douglas-Fir

144DA Douglas-Fir (nursery
stock)

)S1AA Fir

)51DA Fir (nursery stock)

162AA Forsythia

)62DA Forsythia (nursery
stock)

J704A Holly

)70DA Holly (nursery
stock)

173AA Juniper

J73DA Juniper (nursery
stock)

198AA Pine

198DA Pine (nursery
stock)

118AA Rhododendron

118DA Rhododendron
(nursery stock)

13044 Yew

130pA Yew (nursery stock)
1-2 Broadcast or band. Make a single application in

(50% wp) fall prior to leaf-drop and before the soil

freezes. Apply over the top of ornamentals or as
a directed spray to the soil. Moisture is neces-
sary as rainfall or overhead sprinkler irrigation
to move the chemical into the soil. Use only on
established plantings. Do not use on seedling
trees or shrubs less than 1 year old, or om fall
transplanted stock within 1 year of transplanting,
or on spring transplanted stock within 6 months
of transplanting.

Azalea (nursery
stock) See Azalea cluster.

Issued: 1-17-84 I-101701-10



33017AA

EPA Index to Pesticide Chemicals

3,5-DICHLORO-N-(1,1-DIMETHYL~2-PROPYNYL)BENZAMIDE

Site, Dosage
and Formulation
(1b a.i./A)

Bermudagrass

0.92-2.75 0z a.i./
5,000 sq.ft

(1% G)

(50% wWp)

1085-2.77 Qz anic/
5,000 sq.ft
(0.33% G)

0092-2.75 0z aoio/
5,000 sq.ft
(50% Wp)

0087 0Z a.i./
5,000 sq.ft
(0.32% G)

0085 0z ani-/
5,000 sq.ft
(0.4% G)

0.81 oz a.i./

5,000 sq.ft
(0.9% G)

Issued: 1-17-84

Tolerance, Use, Limitations

General Iuformation: Use for control of annual
bluegrass im bermudagrass golf courses, lawns,
and playing fields. Do not spray on fairways or
other areas that may drain onto bentgrass greens,
or to areas overseeded with sensitive cool season
grasses. Do not apply to areas that are to be
overseeded with cool season grasses within 90
days before seeding. Do not use on golf greens.
Dichondra, bluegrass, annual and perennial rye-
grasses, fescues, zoysia, and bentgrass are sen-—
sitive to pre- and postemergence applications of
pronamide. May be used for elimination of winter
overseeded cool season grasses.

Broadcast application for annual bluegrass con-
trol. Apply at any stage of annual bluegrass
growth from preemergence tc seed formation. Use
the lower dosage for preemergence or early post-—
emergence control. Use the higher dosage for
late postemergence control and when longer resid-
ual preemergence control is desired. Irrigation

or-rainfall within 24 hours of application is
desirable.

Restricted Use Pattern. Applications should be
made only by certified applicators or persons
under their direct supervision. Broadcast appli-
cation for annual bluegra§s control. Apply at

any stage of annual bluegrass growth from pre-
emergence to seed formation. Use the lower dosage
for preemergence or early postemergence control.
Use the higher dosage for late postemergence ¢ sn~-
trol and when longer residual preemergence control
is desired. Irrigation or rainfall within 24
hours of application ig desirable,

Broadcast application for amn
and for elimination of winter
Season grasses. For control of annual bluegrass,
apply anytime after itg germination in the fall
through the SPring. For elimination of winter
overseeded c¢ool season grasses and conversion to
bermudagrass on golf greens and tees, apply in

Spring when the weather is favorable for
bermudagrass growth.

ual bluegrass control
overseeded copol

1-101701-11 76



EPA Index to Pesticide Chemicals

3,5-DICHLORO-N-(1,1-DIMETHYL-2~-PROPYNYL) BENZAMIDE

Site, Dosage
and Formulation
(1b a.i./4A)

Tolerance, Use, Limitations

Bermudagrass (continued)

1.73 0z a.i./5,000
sqeft
(0.32% G)

Broadcast application for control of Kentucky
bluegrass and bentgrass in areas other than golf

greens and tees. Apply anytime when these grasses
are actively growing.
1.7 0z a.i./5,000

sqe.ft
(0.4% G)

1.62 0z a.i./5,000
sq.ft
(09% 3)

Douglas-Fir See Azalea cluster.

Douglas-Fir (nursery
stock) See Azalea cluster.

Fir See Azalea cluster.

Fir (nursery stock) See Azalea cluster.

Forsythia See Azalea cluster.

Forsythia (nursery
stock) See Azalea cluster.

Holly See Azalea cluster.

Holly (nursery stock) See Azalea cluster.

Juniper See Azalea cluster.
Juniper (nursery

stock) See Azalea cluster.
Pine See Azalea cluster.

Pine (nursery stock) See Azalea cluster.

Rhododendron See Azalea cluster.

Rhododendron (nursery

ggggﬁl See Azalea cluster.
Yew See Azalea cluster.
Yew (nursery stock) See Azalea cluster.
Issued: 1-17-84 I-101701-12
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001500

AAAAAN

EPA Index to Pesticide Cuemicals
3,S-DICHLORO—N—(l,l—DIMETHYL—2—PROPYNYL)BENZAMIDE

Site, Dosage Tolerance, Use, Limitations

and Formulation

(1b a.i./a)

FORESTRY

Christmas Tree Plan-
tations See TERRESTRIAL NON-FOOD CROP, Azalea cluster.

AERIAL AND TANK MIX APPLICATIONS

derial Application

-= Refer to

TERRESTRIAL NON-FOOD CROP
(Agricultural Crops)
Bermudagrass {(seed crop)

Issued: 1-17-84 I-101701-13
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0,0002

0.3204

0.3304

iN.4004

D004

1.0004

10,0006

19999

EZPA Index to Pesticide Chemicals

3,5-DICHLORO-N-(1,1~-DIMETHYL~2-PROPYNYL)BENZAMIDE

Listing of Registered Pesticide Products by Formulation

50% formulation intermediate

3,5-dichloro-N-(1l,1-dimethyl-2-propynyl)benzamide
000707-00098

0.32% granular

3,5-dichloro-N-(1,l1-dimethyl-2~propynyl)benzamide
000538~-00084

0.33% granular

3,5-dichloro-N-(1,1-dimethyl~2-propynyl)benzamide
000557-01806

0.4% granular

3,5-dichloro~N-(1l,l~dimethyl-2-propynyl)benzamide
000538-00118

N.9% granular

3,5-dichloro-N-(1l,l~dimethyl-2-propynyl)benzanide
000538-00115

1% granular

3,5-dichloro-N-(1,l-dimethyl-2-propynyl)benzamide
005481-00170

50% wettable powder
3,5-dichloro-N-(1,1-dimethyl-2-propynyl)benzamide
000707-00159 002169-00248

State Label Registrations

AZ Reg. No.
000707-07623

CA Reg. No.
000707-04595 005481-07509

FL Reg. No.
002342-06948

KS Reg. No.
000707-04594

NM Reg. No.
000707-06619

OR Reg. Noe.
000707-07620

WA Reg. Noo
N00707-04596

Issued: 1-17-84 I-101701-14
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130014A

13001BA

AO0TAA

130184AA

1J3011AA

13011BA

11002AA

1100%4AA

1500244

'3003AA

13003BA

EPA Index to Pesticide Chemicals

3,S—DICHLORO—N-(I,l-DIMETHYL-Z—PROPYNYL)BENZAMIDE

Appendix B

Listing of Registration Numbers by Site and Formulation

TERRESTRIAL FOOD CROP

(Agricultural Crops)

Alfalfa
(50% WP)
000707-00159
alfalfa (seed crop)
(50% WP)
000707-00159
Apple
(30% WP)
000707-00159
Artichoke, Globe
(50% wp)
000707-00159
Birdsfoot Trefoil
(50% Wp)
000707-00159

Birdsfoot Trefoil

(seed crop)
(507 Wp)
00070700159
Blackberr
(50Z Wp)

000707-00159

Blueberri
(50% wp)
00070700159

Cherry

(50% wp)
000707-00159

Clover
(50% Wp)
000707-00159

Clover (seed crop)
(50% WP)
000707-00159

Issued: 1-17-84 I-101701-15
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ZPA Index to Pesticide Chemicals
3,S-DICHLORO—N—(l,l-DIMETHYL—Z—PROPYNYL)BENZAMIDE
Appendix B

Listing of Registration Numbers by Site and Formulation (continued)

N24AA Crown Vetch
(50% Wp
000707-00159

N24BA Crown Vetch (seed
crop)

(50% Wp)
000707~00159

I015AA Endive (Escarole)
(50% wWpy
00070700159

HHAAA Grapes
(30% WP)
00070700159

J020AA Lettuce
(50% Wp)
000707-00159

M0N03AA Nectarine
(50% wWp)
000707-00159

BON4AA Peach
(50% wWp)
N00707-00159

600344 Pear )
(50% wWp)
000707-00159

1500544 Plum
(50% wp)
000707-00159

500644 Prune
(507 wp)
000707-00159

N006AA Raspberry
T50% WP)
000707-00159

Walaa o Sadnfols
000707-00159

Issued: 1-17-84 I-101701-16



23021BA

33017 3A

34022AA

34022DA

33017AA

3504487

EPA Index to Pesticide Chemicals
3,S—DICHLORO—N-(l,l—DIMETHYL-Z-PROPYNYL)BENZAMIDE
Appendix B
Listing of Registration Numbers by Site and Formulatiom (continued)
Sainfoin (seed crop)

(50% Wp)
00070700159

TERRESTRIAL NON-FOOD CROP

(Agricultural Crops)

Bermudagrass (seed
crop)

(50% WP)
000707-00159

{Ornamental Plants and Forest Trees)

Azalea
(50% Wp)
00070700159

Azalea (nursery
stock)

(50% WP)
000707-00159

Bermudagrass

(0.32% G)
N00538-00084

(0.33% G)
000557-01906

(0.4% G
000538-00118

(0.9% G)
000538-00115

(1% G)
005481-00170

(50% WP)
000707-00159  002169-00248

Douglas-Fir
(50% Wp)
000707-~-00159

Issued: 1-17-84 1-101701-17
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EPA Index to Pesticide Chemicals
3,5~DICHLORO-N=-(1,1~DIMETHYL-2~PROPYNYL) BENZAMIDE
Appendix B

Listing of Registration Numbers by Site and Formulation (continued)

15044DA Douglas-Fir (nursery
stock)
(30% Wp)
000707-00159

1505144 Fir
(50% Wp)
N00707-00159

13051DA Fir (nursery stock)
(50% WP)
N00707-00159

106 2AA Forsythia
(50% Wp)
0N0707-00159

J4062DA Forsythia (nursery
stock)
(50% WP)
000707-00159

07044 Holly
000707-00159

34070DA Holly (anursery
stock)
(50% WP)
000707-00159

3307344 Juniper
(50% WP)
000707-00159

35073Da Juniper (nursery
stock)
(50% Wp)
000707-00159

3509844 Pine

(50% WP)
000707~00159

35098DA Pine (nursery
stock)
(50% WP)
000707-00159

Issued: 1-17-84 I-101701-18



ZPA Index to Pesticide Chemicals
3,S—DICHLORO—N—(l,l-DIMETHYL—Z—PROPYNYL)BENZAMIDE
Appendix B
Listing of Registration Numbers by Site and Formulation (continued)
54118A4A Rhododendron

(50% WP)
000707-00159

J41138DA Rhododendron
" (nursery stock)
(50% wWp)
000707-00159

QBIJOAA Yew
(50% WP)
000707-00159

35130DA Yew (nursery stock)
(50% WP)
N00707-00159

FORESTRY

/3000544 Christmas Tree Plan-
tations
(50% WP)
000707-00159

Issued: 1-17-84 I-101701-19
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APPENDIX C

LABELING REQUIREMENTS

Submission of Revised Labeling

4o CFR 162.10 Labeling Requirements

Table of Labeling Requlrements

Physical/Chemical Hazards Labeling
Statement

Pestlicide Storage Instructlons

Container Disposal Instructlons

Farmworker Safety Label Requirements
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APPENDIX C-1

SUBMISSION OF REVISED LABELING

FIFRA requires each product to be labeled with accurate, complete
and sufficlent instructions and precautions, reflecting the
results of data concerning the product and 1ts ingredlents.
Labeling requirements are set out in 40 CFR 162.10 (Appendix

0-2) and are summarized for products containing this actlve
ingredient in Appendix C-3. Applications submitted in response
to this Standard must include draft labeling for Agency review.

If revised labeling information complyling with this Appendix and
the requir-ments described in Part II of the Standard, is not
submitted, EPA may issue a notice of intent to cancel the reglis-
tration under FIFRA sec. 6(b)(1).

A. LABEL CONTENTS. 40 CFR 162.10 requires that certain specific
labeling statements appear at certalin locations on the label.
This 1s referred to as format labeling. Speciflc label items
listed below are keyed to Appendix C-3.

Item 1. PRODUCT NAME - The name, brand or trademark 1is
requir=d 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 if it 1s false or misleading.

Item 2. COMPANY NAME AND ADDRESS - The name and address of
the reglstrant or distributor 1s requlred on the label. The
name and address should 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 1s required

on all labels or on the contalner of the pesticide. The
preferred locatlon is the bottom of the front panel immediately
above the company name and address, or at the end of the

label text. The net contents must be expressed in the largest
sultable 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(4d)]

Item 4. EPA REGISTRATION NUMBER - The registration number
assligned to the pesticide product must appear on the label
preceded by the phrase "EPA Registration No.," or "EPA Regi

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 1t appears and must run parallel to 1it. The regis-
tratlon number and the requiredqd ldentifying phrase must not
appear in such a manner as to suggest or imply recommendation

or endorsement of the product by the Agency. [L4O CFR 162.10(e) ]
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Item 5. FPA ESTABLISHMENT NUMBER - The EPA establishment number,
preceded by the phrase "EPA Est." ls the final establishment at
which the product was produced, and may appear in any sultable
location on the label or immedlate contalner. It must also

appear on the wrapper or outside contalner of the package 1f the
EPA establishment number on the immediate container cannot be
clearly read through such wrapper or container. [40 CFR 162.10(f)]

Item 6A. INGREDIENTS STATEMENT - An ingredlients statement 1is
required on the front panel. The ingredients statement must
contaln the name and percentage by welight of each active ingredient
and the total percentage by welght of all inert 1lngredlents.

The Qreferred location 1s 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 liquid agricultural

formulations, the pounds per gallon of active ingredlent 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 requlirements for various size labels.

Size of Label Signal Word "Keep Out of Reach
on Front Panel Minimum Type Size of Children"

In Square Inches All Capitals Minimum Type Size
5 and under 6 point 6 polint
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 chlldren during
distribution or use 1s unlikely. [40 CFR 162.10(h)(1)(11)]

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

Ttem 7C. SKULL & CROSSBONES AND WORD "POISON" - For products
assigned a toxiclty Category I on the basls 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 and crossbones shall appear in immediate proximity to
the word "POISON." [40 CFR 162.10(h)(1)(1)]
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Item 7D. STATEMENT OF PRACTICAL TREATMENT - A statement of
practical treatment (first aid or other) shall appear on the
label of pesticide products 1n toxicity Categories I, 11,
and TIT. [U40 CFR 162.10(h)(1)(i11)]

Ttem 7E. REFERRAL STATEMENT - The statement "See Side (or
Back) Panel for Additional Precautionary Statements" 1s
required on the frount panel for all products, unless all

required precautionary statements appear on the front panel.
[40 CFR 162.10(h)(1)(111)]

Item 8. SIDE/BACK PANEL PRECAUTIONARY LABELING - The
precaublonary statements 1listed below must appear together

on the label under the heading "PRECAUTIONARY STATEMENTS."
The preferred location is at the top of the side or back
panel preceding the directions for use, and it 1s preferred
that these statements be surrounded by a block outline. Each
nl the three hazard warning statements must be headed by the
appropriate hazard title. [40 CFR 162.10 (h)(2)]

Ttem 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Where a
hazard exlsts to humans or domestic animals, precautlonary
statements are required indlcating the particular hazard, the
route(s) of exposure and the precautions to be taken to avoid
accident, injury or damage. [U40 CFR 162.10 (h)(2)(1)]

Item 8B. ENVIRONMENTAL HAZARD - Where a hazard exists to
non-target organlsms excluding humans and domestic animals,
precautlonary statements are required stating the nature of
the hazard and the approprlate precautions to avold potential
accldent, injury, or damage. [40 CFR 162.10(h)(2)(ii)]

Item 8C. PHYSICAL OR CHEMICAL HAZARD -

1. Flammability statement. Precautlonary statements relating
to flammability of a product are required to appear on the
label 1f it meets the criteria in Appendix C-4. The require-
ment 1s based on the results of the flashpolnt determinations
and Tlame extenslon tests required to be submitted for all
products. These statements are to be located in the side/back
panel precautlonary statements section, preceded by the
heading "Physical/Chemical Hazards." Note that no slgnal
word 1s used in conjunction with the flammability statements.

[A®]

Criteria for declaration of non-flammability.
criteria willl be used to determine if a product

The following
1s non-flammable:

A. A "non-flammable gas" is a gas (or mixture of gases)

that will not ignite when a lighted match 1s placed
against the open cylinder valve.
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b. A "non-flammable liquid" is one having a flashpoint
greater than 350°F (177°C).

c. A '"non-flammable aerosol" is one which meets the following
criteria:
i. The flame extension is zero inches;

11. There 1s no flashback; and

111. The flashpoint of the non-volatile liquid component
1s greater than 350°F (177°C).

3. Declaration of non-flammability. Products which meet the
criteria for non-flammability specified above may bear the
notation "non-flammable" or "non-flammable (gas, liquid,
etc.)" on the label. It may appear as a substatement to the
ingredients statement, or on a back or slde panel, but shall
not be highlighted or emphasized (as with an inordinately
large type slze) in any way that may detract from precaitlon.

b, Other physical/chemical hazard statements. When chemistry
data demonstrate hazards of a physlcal or chemical nature
other than flammability, appropriate statements of hazard
will be prescribed. Such statements may address hazards ofl
explosivity, oxidlzing or reduclng capablillty, or mixing
with other substances to produce toxlc fumes.

Item 9A. RESTRICTED USE CLASSIFICATION - FIFRA section 3(4)
requlires that all pestlcide formulations/uses be classified

for either general or restricted use. Products classified

for restricted use may be 1limlited to use by certifled applicators
or persons under theilr direct supervision (or may be subject

to other restrictions that may be imposed by regulation).

The Agency has determined that certain formulations of pronamide
are to be restricted. The Regulatory Poslition and Rationale
states which products contatning this active ingredlent are
classified for restricted use. The draft label(s) for these
products submitted to the Agency as part of the appllcation

must reflect this determination (see below).

If a registrant does not believe that 1ts product should be
classified for restricted use, the reglstrant must submlt any
information and rationale with its application for reregistration.
During the Agency's review of the appllcation, the proposed
classification determination will be evaluated in accordance

with the provisions of 40 CFR 162.11(c¢). The registrant will be
notified of the Agency's classificatlon declsion.
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1. For products classified for restricted use, the following
label requirements apply:

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

b. Directly below this statement on the front panel, a
summary statement of the terms of restriction must appear
(including the reasons for restriction if specified 1n
the Standard). If use 1s restricted to certified appli-
cators, the following statement 1is required: "For retall
sale to and use only by Certified Applicators or persons
under thelr direct supervision and only for those uses
covered by the Certified Applicator's Certification.”

2. For products with some but not all uses restricted, if stated

in the Regulatory Position and Ratlonale section, several
courses of action are available:

a. The product may be labeled for restricted use. The label
may 1lnclude uses that are unrestricted, but they may not
be distinguished on the label as belng unrestricted.

b. All restricted uses may be deleted from the label (submit
draft labeling bearing only unrestricted uses).

c. Two separate products with identical formulations, one
bearing only unrestricted uses and the other bearing
restricted uses, may be reglstered. To do so, submit
two applications for reregistration, each containing all
forms and necessary labels. Both applications should be
submitted simultaneously. The products will be assigned
separate registration numbers.

Item 9B - There 1s no Item 9B.

Item 9C. MISUSE STATEMENT - All products must bear the misuse
statement, "It 1s 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 - A reentry interval has not been
established by the Agency for this chemical.

Item 10B - There 1s no Item 10B.

Item 10C. STORAGE AND DISPOSAL BLOCK -~
to bear storage and disposal statements.

All labels are required
These statements are
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developed for specific containers, sizes, and chemical
content. These Instructions must be grouped and appear
under the heading "Storage and Disposal'" in the directlons
for use. Thls heading must be set in the same type

sizes as required for the child hazard warnling. Part II
of the Standard contalns the specific disposal statement

for pronamide and Appendix C-6 sets forth the appropriate
contalner disposal statements.

Item 10D. DIRECTIONS FOR USE - Directions for use must be
stated in terms which can be easily read and understood

by the average person likely to use or to supervlse the

use of the pesticide. When followed, directlions 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 graphlc
printed matter which 1s referred to on the label or which
1s 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 Standard and submitted for review.




Appendix C-2

Chapter l-—Environmental Protection Agency

§162.10 Labeling requirements.

(a) General--(1l) Contents of the label. Every-pest1CLQe'
product shall bear a label containing the information specified by
the Act and the regulations in this Part. The con;ents of a
label must show clearly and prominently the following: ‘

(i) The name, brand, or trademark under which.the product 1s
sold as prescribed in paragraph (b) of this section;

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

(iii) The net contents as prascribed in paragraph (d) of this
sectlion;

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

(v) The producing establishment number as prescribed 1in para-
graph (£) of this section; i

(v1) An ingredient statement as prescribed in paragraph (g) ot
this section;

(vii) Warning or orecautionary statements 23s prascribad in

paragrapn (h) of this section;-

(viii) The directions for use as prescribed in paragraph (1)
of this section: and

(ix) The use classification(s) as prescribed in paragraoh (]j)
of this s2ction.

(2) Prominence and legibilitv. (1) All wcrds, statements,
Jraphlic representations, designs or other information requirad 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
wlth such conspicuousness (as compared with other words, state-
ments, designs, or graphic matter on the labeling) and expressed
Ln such terms as to render it likely to be read and understood
by the ordinary individual under customary conditions of purchase
and use.

(t1) All requirad label text must:

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

(83) Appear on a clear contrasting background; and

(C) Not be obscured or crowded.

(3) Language to be used. All required label
shall appear in the English language. However,
requir=2 or thg applicant may propose additional text in other
languages as 1s considered necessary to protect the public. When
additional text in another language is necessary, all labeling
requirements will be applied equally to both the English and
other-language versions of the labeling.

(4) Placement of Label--(i) General. The label shall appear
on or be securely attached to the immediate container of the

or labeling text
the Agency may
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pesticide product. For purposes of this Section, and the mis-
branding provisions of the Act, "securely attached" shall mean
that a label can reasonably be expected to remain affived during
the foreseeable conditions and period of use. If the immediate
container is enclosed within a wrapper or outside container
through which the label caanot be clearly read, the label must
also be securely attached to such outside wrapper or container,

Lflét ls a part of the package as customarily distributed or
SO . '
(i1) Tank cars and other bulk containers—-—(A) Transportation.

WhLl? a4 pesticide product is in transit, the approprlate
provisions of 49 CFR Parts 170-189, concerning the transportation
af hazardous materials, and specifically those provisions con-
cerning the labeling, marking and placarding of hazardous materials
and the vehicles carrying them, define the basic Federal require-
ments. In addition, when any registered pesticide product is
transported 1n a tank car, tank truck or other mobile or portable
bulk container, a copy of the accepted label must De attached to
the shipping papers, and left with the consignee at the time of
delivery.

(3) Storage. When pesticide products are storad in bulk
containers, whether mobile or stationary, which remain in the
custody of the user, a copv of the label of labeling, including
all appropriate directions for use, shall Se secursely accached to
the container in the immediate vicinity of the discharge coatrol
valve.

(5) False or misleading statements. Pursuant tn section
2(g) L) (A) oL the AcCt, a pescticlde or a device declared subject
Lo the Act pursuant to § 162.15, 1s misbranded if its labeling 1is
false or misleading in any particular including both pesticidal
and non-pesticidal claims. Examples of statements or represantations
in the labeling which constlitute misbranding include:

(1) A false or misleading statement concerning the composition
of the product;

(11) A false or misleading statement concerning the =ffactiveness
of the product as a pesticide or device;

(111) A false or misleadling statement about the value of the
product for purposes other than as a pesticide or device;

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

(v) Any statement directly or indirectly implying that the
pesticide or device 1is recommended or endorsed by any agency of
the Federal Government;

(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;

(vii) A true statement used in such a way as to give a false
or misleading impression to the purchaser;

(viii) Label disclaimers which negate or detract from labeling
statementS required under the Act and these regulations;
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(ix) Claims as to the safety of the pesticide or its ingredients,
including statements such as. "safe,” "nonpoisonous," "noninjurious,”
“harmless® or "nontoxic to humans and pets“ with or without such
a qualifving phrase as "when used as directed”; and

(x) Non-numerical and/or comparative statements on the safaty
nf the product, including but not limited to:

(A) "Contains all natural ingredients";

(B) “Among rthe least toxic chemicals' known”

(Cy "pPollution approved” . '
(6) Final printed labeling. (i) Except as provided 1in

paragraph (a)(6)(11) of this section, final printed labeling.must
be submitted and accepted prior to registration. However, final
printed labeling need not be submitted until draft label texts
have been provisionally accepted by the Agency.

{ii) Cle=arly legible reproductions or photo ceductions will be
acc2pted for unusual labels such as those silk-scr2ened directly
snty glass or metal containers or large bag ocr drum labels. Such
c2productions must e of microfilm reproduction gquality.

(b) Name, brand, or trademark. (l) The name, bDrand, or
trademark under which the pesticide product is sold shall appear
on the front panel of the label.

2) No name, brand, or trademark may appear on the label which:
i) Is false or misleading, or

i1) Has adt been approvad Dy the administrator through
istration or supplemental registration as an additional name
suant £o § 162.6(b)(4).

c) Name and address of producer, reglst o

whom oroduced.  An uncqualifisd nam2 and 2273 5 Jiven o the

tavel snall pbe considared as the name and a 2ss of the producer.
[ the reglstrant's name appears on the ladel and the registrant
is not the producer, or if the name of the person f{or whom the
pesticide was produced appears on the label, it must be qualified

(

(

(
raq
Dur
{

nt, or person for

Oy appropriate wordling such as "Packed for ***," "Distributed by
***," or "Sold by ***" to show that the name is not that of the
osoroducer.

{(d) Net welght or measure of contents. (1) The net welght or
measure OfL content snall be exclusive of wrappers or other
m2t2rials 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 ;E the pesticide is solid or semisolid, 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, i.e., "1 pound 10 ounces™ rather than
"26 ounces.*"
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(5) In addition to the required units specified, net content
may be expressed in metric-units.

(6) Variation above minimum content or around an average is
p2rmissible only to the extant that it represents deviation
unavoidanle 1n good manufacturing practice. Variation belcw a
stat=ad migimum 15 not parmitted. In no case shall the avarage
content of the packages in a shipment fall below the stated
average content. .

(e) Product registration number. The registration numbec
assigned to the pesticide product at the time of registration
shall appear on the label, preceded by the phrase "EPA Registration
No.," or the phrase "EPA Reg. No." The registration number shall
be set 1n type of a size and style similar to other print on that
part of the label on which it appears and shall run parallel to
1t. The registration number and the required identifying phrase
shall not appear in such a manner as to suggest or imply
r2commendation or endorssment of the product by the Agency.

(£) Producing establishments registration number. The producing
establishment regilstration number preceded by the phrase "EZPA
Est.", of the final establishment at wnich the produc: was produced
may appear 1n any sulrable location on the label or lmmediate
contalner. It must appear on the wrapper or outside container of
the package 1f the EPA establishment reglistration numb2r on the
imm23iate container cannct be clearly cead through such wrapper
or contalner.

(g) Ingredient statement--(1l) General. Th= label cf each
nesticide product must bear a statement which contains the name
and percentage bv w2ight of =2ach active ilngreai.2nt, the total
percentage 5y weight ~f all inerz ingredients; and 1f the pesticide
contains arsenic in any form, a statement of the percentages of
total and water-soluble arsenic calculated as elemental arsenic.
The active ingredients must be designated by the term "active
ingredients" and the inert ingradients by the tarm "in=2rt
ingredients, " or the singular forms of these terms when appropriite.
Both terms shall be in the same type size, be aligned to the same
margin and be 2quallv prominent. The statement "Inert Ingredients,
non2" 1s not required for pesticides which contain 103 percent
active ingredients. Unless the ingredient statement 1s a complete
analysis of the pesticide, the term "analysis"™ shall not be used
as a heading for the lilngredient statement.

(2) Position of ingredient statement. (i) The ingredient
statement 1is normally required on the front panel of the label.

If there is an outside container or wrapper through which the
ingredient statement cannot be clearly cread, the ingredient
statement must also appear on such outside container 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.

(ii) The text of the ingredient statement 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 body
of other text.




(3) Names to be used in ingredient statement. The name used
for each ingredient shall be the accepted common name, if there
is one, followed by the chemical name. The common name may be
used alone only if it is well known. If no common name has oSeen
established, the chemical name alone shall be used. In no case
will the use of a trademark or proprietary name be permitted unless
such name has been accepted as a common name by the Administrator
under the authority of Section 25(c)(6).

(4) Statements of percentages. The percentages of ingredients
shall be stated in terms of weight-to-weight. The sum of per-
centages 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 ingredient per unit area, a statement of the
weight of active ingredient per unit volume of the pesticide
formulation shall also appear in the lngredient statement.

(5) Accuracy of stated percentages. The percentages given
shall be as preclise as possible reflecting good manutacturing
practice. [f there may be unavoidable variation between manu-
facturing batches, the value stated for each active ingredient
shall be the lowest percentage which may be prasent.

(6) Deterioration. Pesticides which change in chemical
composition signitficantly must meet the followling labeling re-
Tulremants3:

(1) In cases where it is determined that a pesticide formulation
changes chemical composition significantly, the product must bear
the following statement in a prominent position on the label: "Not
for sale or use after [dat=2]."

{11) The product musz meet all label claims up to the expiracion
time 1ndicated on the label.

(7) Inert ingredlents. The Administrator may raquire the name

Ot any 1nert 1ngredient(s) to be listed in the ingradient statement
1t he deta2cmines that such ingredient(s) may pose a hazard to man
DT the envirdnment.

(h) Warnings and precautionarv statements. Regquirad warnings
and precautionary statements concerning the general areas of
toxicolegical hazard including hazard to children, environmental
haza;d, and physical or chemical hazard fall into two groups; those
required on the front panel of the labeling and those which may
appear elsewhere. Specific requirements 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 required on the front
panel of the label is determined by the Toxicity Category of the
pesticide. The category is assigned on the basis of the highest
hazard shown by any of the indicators in the table below:
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I
I

Hazard indlcator

Tox!tclty categorlss

L 1 1 | 11 v
~ * I
orat LDSO Up to and From S0 thru | From 500 thru Graater than
) Includlng 500 mg/kg 5000 mg/kg 5000 mg/kg
S0 mg/kg
Inhalatlion LC50 Up to and From .2 thru From 2 thru Greater than
IncludIng 2 mg/l1ter 20 mg/!litar
Dermal! LDSO Up to and From 200
tncludTng thru 2000 20,000 20,000

I
|
I
I
I
I
I
I
I
:
!
|
I
I
|
|
|

|
|
|

200 mq/kg

Eye affects Corrosive; Corneal opaclty
reversible
withlin 7 days

Irritation

corneal. opacity
not raversible
wlithlin 7 days

7 days

S«in effacts Corrosive

at 72 hours

I
s |
[
|
I
I
l
I
I
I
l <2 mg/llter
|
I
I
I
|
|
I
|
I
I
|
I
|
|
I

. ———— e ——— e e e —f

perslisting for

Sevare Irritation

No corneal opacity; Mo Tr-itation
Irritation
revarsibla

I

|

I

I

|

I

I

|

I

20 mg/llter I
|

|

I

I

I

I

|

I

within 7 days I
|
I
|

Mitd or slight
frritation at]

Moderate irritation
at 72 hours
12 nours I

I
I
|
I
I
I
I
|
|
|
From 2,000 thru | Greatar thaa
I
I
I
I
1
!
|
|
I
I
|
: |

l
I
I
|
|
|
I
!
|
|
I
|
|
|
I
I
I
I
I
I
I
I

(1) Human hazard signal word.--(A)

Toxicity Category I. all

pesticide products meeting the criteria of Toxicity Catagory I
shall bear on the front panel the signal word "Danger." In

addition if the product was assigned
the basis of its oral, inhalation or
from skin and =ye local effects) the
in red on a background of distinctly
skull and crossbones shall appear 1in
word "polson."

to Toxicity Categnory I on
dermal toxilcity {(as distinct
word "Poison" shall apoear
contrasting color and the
immediate proximity to the

(B) Toxicity Category II. All pesticide products meeting the
criteria of Toxiclty Category II shall bear on the front panel

the signal word "Warning."®

(C) Toxicity Category III. All pesticide products meeting the
criteria of Toxicity Category III shall bear on the front panel

the signal word "Caution."

(D) Toxicity Category IV. All pesticide products meeting the
criteria of Toxicity Category IV shall bear on the front panel

the signal word "Caution."
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(E) Use of signal words. Use of any signal word(s) associated
with a higher Toxicity Category is not permltted except when the
Agency determines that such labeling is necessary to prevent
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.

(ii) Child hazard warning. Every pesticide product label shall
bear on the :tfont panel the statement "keep out of reach of
children."™ Only in cases where the likelihood of contact with
children during distribution, marketing, storage or use 1s
demonstrated by the applicant to be extremely remote, or 1f the
nature of the pesticide is .such that it is approved for use on
infants or small children, may the Administrator waive this
requirement.

(iii) Statement of practical treatment--(aA) Toxiclitv
Categqory I. A statement of practical treatment (tirstc aid or
nther) shall appear on the front panel of the labsl of all
pesticides falling into Toxicity Category I on the basls of oral,
inhalation or dermal toxicity. The Agency may, however, p2rmlit
r=2asonable variations in the placement of the statement of
practical treatment ls some reference such as "“32e statsment of
practical treatment on back panel" appears on tne front panel
near the word "Poison"” and the skull and crossbhones.

(8) Other toxicity catececriss. The statement of practical
treatment 1s not reqgqulired on the front panel excapt as Jdescribed
in paragraph (h)(l)(iii)(A) of this section. The applicant may,
however, include such a front panel statement at his option.
Statements of practical treatment are, however, recuiradi 2lsawhare
on o rhe lab2l ia accord ~itn paragraoh (h)(2) of this section 1
they do not appear on the front panel.

(1v) Placement and prominence. All the requirad front panel
warning statements shall be grouped together on the label, and
shall appear with sufficlient prominence relative to other froat
panel text and graphic material to make them unlikely to be over-
looked under customary conditions of purchase and use. The
tollowing table shows the minimum type size requirements for tre
tront panel warning statements on various sizes of labels:

=
.

‘ [ Points
Size QE label front panel Required "Keep out
in sguare 1inches signal word, of reach of
all capitals Children”
S and under . e e e e e e e e 6 6
Abcve S to 10 . ., . . . o . . . . 10 6
Above 10 to 1S . . . . . . . . . 12 8
Above 15 to 30 . . . . . . . . . 14 10
over 30 . . . v v v v e e e e .. 18 12
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(2)

Other required warnings and precautionary statements.

The

warnings and precautionary statements as required below shall appear
together on the label under the general heading "Precautionary
Statements" and under aooropriate subheadings of “Hazarc to Humans

and Domestic Animals," *

Chemical Hazard."

(1)

Hazard fo humans and domestic animals.

Environmental

Hazard" and "Physical or

(a) Where a hazard

exlists to humgns or domestic animals, precautionary statements
are requlred 1indicating the particular hazard, the route(s) of

exposure and the precautions to be taken to avoid accident,

or damage. The precautionary paragraph shall be immediately

injury

preceded by the appropriate hazard signal word.

The following table depicts typical precautionary statements.
These statements must be modified or expanded to reflect specific
hazards.

(B)

] Tox!clty

Precautionary sTatements by Ttoxlcl!ty catagory

[_category

Oral, Inhafat'on, or dermal{ toxfclty

Skin and eve local attects

l
|
!

[ R
{

|

[ O

|
[
|
|
1
!
|
|

!
l
|
5
I

|
|
|
|
|
|
|
|
|
|
|
|
i
|
|
|

vy

.

L

Fatal (poltsonous) 1+ swallowad [inhaled or
apsorbed Through sxfnl.

{dust]

|

|

!

Do not breatha |
vapor or spray mistl., 0o not get |
I

}

!

!

I'n 9yes, on skin, or on clothing (Froat

pane!{ statement of practical fresatment
requlired.!l.
May be fatal 1f s«allowad [!nhaled or

absorbed through the sxinl., 0Co not brearhel

vapors [(dust or spray mlstl. Do not get Tn|

2yas, on skin, or on clothing. (Aoproor!afel
tirst ald statemonts ~aqulired.!. |
'f swallowed

Harmtul [ ITnhalad or absorbed

through the sxint, Avold breathlng vapors
{dust or spray misrt!, Avold contact «Ith

skin (eyes or clothingl. [(Appropriate

|
l
!
|
|
flrst ald statement required.i. ]
!
[No precautlonary statements requlred.l. %

Corroslve, causas aye and skln damage [Or

sk'n Tr=Ttatlonl., Do nof jav on

s«ln, or on cloth'ag,

In eyes,
Wear joggles or face
shiald and rupber glovas when handfing.

Harmful
{Appropriate

[f swallowed.
tiegt oalyg

or fatal
statamant requ'~ad. ]
Causes eye [(3nd skinl Irritarfon. Do not
qet In ayes, on skin, or on clothing.

If

ald statement raqulired.|.

Harmful( swal lowed, (Appropriata flirst

Avold contact w!th skin, 2yes > clothing.

In case of contact lmmedlaraly tlush

ayes or skin with planty ot «ater, Get

medlcal attention If Irritation perslists.

{No precautlionary statements required.!l.

(11)

Environmental hazards.

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
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damage. Examples of the hazard statements and the circumstances
under which they are required follow: . .

(A) If a pesticide intended for outdoor use contains an active
ingredient with a mammalian acute oral LDsg of 100 or less, the
statement “This Pesticide is Toxic to Wildlife" is :¢Qerad. '

(B) If a pesticide intended for outdoor usé contains an active
ingredient with a fish acute LCgg of 1 ppm or less, the statement
“This Pesticide is Toxic to Fish"” is required.

(C)y If a pesticide intended for outdoor use contalns an active
ingredient with an avian acute oral LDsg of 100 mg/kg or less( or
a subacute dietary LCgg of 500 ppm or less, the statement "This
Pesticide is Toxic to Wildlife" 1is required.

(D) If either accident history or field studies demonstrate
that use of the pesticide 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 application to agricultural
crops, forests, or shade tr2es, or for mosquito abatement
treatments, pesticides toxic to pollinating 1insects must Dear
appropriate label cautions.

(F) For all outdoor uses other than aquatic applications the
label must bear the caution "Keep out of lakes, ponds or str=ams.
Do not contaminate wat2r Sy cleaning of equipment or disposal of
wastes."

(iii) Physical or chemical hazards. Warning staten2nts 20 the
flammability or explosive cnaracteristics of the pesticide zare
required as tollows: -

1

flash solnt | Required text
]
(A) PRESSURIZZD CONTAINERS {

Slash poinr ar or delow 20°F; (f there 1s a

tlisnback at any valve opening.

Fiasn point above 20°F and not over 30°F or it
tha flame aextansion is more than 18 in. long
at a distance of 6 {ne from the tiame.

At orner pressucrized coatalners .

Sxtremaly tlammabte. Contants under pressure.

l
Keep away from tire, sparks, and nearad
surfaces. Do nor punctura or Incinerate
contaliner. ZIxposure 'o tempecaturas 3bdjve
130°F may c2usa bursring,

Flammable. Contents under pressura. Keep away
trom heat, sparks, and open flame. 0o not
puactuyre or incinerate contalner. Exposure tao
femperatures above 130°F may cause bursting.

Contents under pressure. Do nof use or store

1
l
I
I
I
I
|

* * s & e e

| near heat or open flame. Do not puncture or
{ (ncinerate container. Exposure to tempera-

{B) NONPRESSURIZED CONTAINERS

AT or below 20°F ¢ ¢ 4 ¢ ¢ 4 s w e e o s 4 o o of Extremetly flammable.

Above 20°F and not over 80°F . . . . . . . . . .| Flammable.
Above 80°F and not over 150°F

T

Keep away from tira,
| sparks, and haated surtaces.
Keep away from heat and open tlame.

i
|
{
1
i
1
| 5
|
l
|
|
|
]
]
| tures above 130°F may cause bursting. |
|
f
|
l
|
s+ 2« <+ o e+ o | Do not use or stora near heat or open flame, :
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(o D}rectlon§ for Use--(1) General requirements--(i) Adequacy
i;gmgligiﬁg gf d;rectigns. Directions for use must be stated in
iog libelvaz € easily read anq understcod by the avarage
. EollSwpé g_use Or to supervise the use of the peSuLClde-.

ed , lrections must bhe adeguate to protect the public
Erom £raud and from personal injury and to prevent unreasonable
advg;se effects on the environment.

(11) Pla;ement of directions for use. Directions may appear
on any portion of the label provided that they are conspicuous
eQOugh.to be easily read by the user of the pesticide product.
Dlrectloqs for use may appear on printed or graphic matter which
accompanlies the pesticide provided that:

. (A) If required by the Agency, such printed or graphic matter
Ls securely attached to each package of the pesticide, >r placed
within the outside wrapper or baqg:

(B) The label bears a reference to the directioans for use in
accompanying leaflets or circulars, such as "See directions in
the enclosed circular.” and

(C) The Administrator determines that 1t is not necessary for
such directions to appear on the label.

(1il) £xceptlions to reguirement for direction for use-—(4a)
Detailed directlons for use may be omitted ftrom labeling -of
pesticides which are intended tfor usa onlv Sy manufachurzcs ot
products otiner than pesticide products in their regular manu-
facturing processes, provided that:

(1) The label clearly shows that the product is intended for
use only 1n manufacturing processes and specifies the tyce(s) of
praedutss 1nvolvad,

(2) Adeguate inrformacion sucn as technical data sheets or
pulletins, i1s available to the rrade specifying the type of
product Lnvolved and 1ts proper use 1n manufacturing processes;

(3) The product will not come i1nto the hands of the general
public =xcept after incorporation ilato finished products; and
{4) The Administrator determines rthat such diractions ar2 nok

necessary to oravent unreasonabl:s adverse effects on man or the
2nvironment.

(8) Detallad directions for use may be omitted from the labeliag
of pesticide products for which sale is limited to physicians,
veterinarians, or druggists, 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 effects 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 pesticide products which are intended for use only by formulators
in preparling pesticides for sale to the public, provided that:

(1) There is information readily available to the formulators
on the composition, toxicity, methods of use, applicable restrictions
or limitatlions, and effectiveness of the product for pesticide
pu rpOSeS 7
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(2) The label clearly states that the product is intenqed for
use only in manufacturing, formulating, mixing, or rgpgcklng for
use as a pesticide and specifies the type(s) of pesticide products
Lnvolved; . '

(3) The product as finally manufactured, formulated, mixed, or
r2nackaged "ys registerad; and ' '

(4) The Administrator determines that such directions are not
necgssary to prevent unreasonable adverse effects on man or the
environment.

(2) Contents of Directions for Use. The directions for use
shall include the following, under the headings "Directions for
Use":

(1) The statement of use classification as prescribed in
162.10(j) immediately under the heading "Directions for Usg."
(11) Immediataly below the statement of use classification,

the statement "It is a violation of F=2deral law to use this
product in a manner inconsistent with its labeling.”

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

(iv) The rtarget pest(s) associated with each site.

(v) The dosage rate assocliated wizh each site and pest.

(vi) The method of application, including instructions for

dilution, 1f requirad, znd tv/n=2{(3)} ~f 3pplization apparatus or
ejulpment reqguried.

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

(viil) <Specific limitatlons on reentry Lo ar=2as wa2re the
pesticide has been applied, meeting the regquirements concerning
reentry provided by 40 CFR Part 170.

(ix) Speciific directions concerning the storage and disposal
of the pesticide and its contailner, meeting the requirements of
40 CFR Part 165. These instructions shall be grouped and appear
under the heading “"Storage and Disposal."” This heading must be
set 1n type of the same minimum sizes as required for the child
hazard warning (See Table in § 162.10(h)(1)(iv).)

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

(A) Required intervals between application and harvest of food
or feed crops.

(B) Rotational crop restrictions.

(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 physically present at the site of
application but nonetheless available to the person-applying the
pesticide, unless the Agency has determined that the pesticide
may only be app}ied under the direct supervision of a certified
applicator who 1s physically present.
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(F) Other pertinent information which the Administrator

detgrmines to be necessary for the protection of man and the
environment,

peééiciigatizznttOE Use Classific§tion. By October 22, 1376, all
Classificai'onuzssdeSt'bear‘on their label; a Statgment of use
cmcri b lescribed in paragraphs (j) (1) and (2) of this

cction. Any pesticide product for which some uses are classified
for general 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 directions only for
general use(s) and the other bearing directions for restricted
use(s) except 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 :zhe
provisions of § 162.10(3)(2).

(1) General Use Classification. Pesticide pronducts bDearing
directions for use(s) classified general shall be laneled with
the exact words "“General Classification" immediately below the
heading "Directions for Use." And reference to the gen2ral
classification that suggests or implies that the general utility
of the pesticide axtends beyond those purposes and uses contained
in the Directions for Use will 2e considered a false or ni3.233ing
3tatement under che statucory definitions of misbranding.

(2) Restricted Use Classification. Pesticide. products bearing
direction for use(s) classified restricted shall bear statements
of restricted use classification on the front nanel as describad
below:

(1) Front panel statement of rastricted use classification.

(A) At the top ot the front panel of the label, set 1n tvoe of
the same minlmum sizes as requir2d for human hazard signal words
(see table in § 162.10(h)(1)(iv)), and appearing with sufflclznt
nrominence relative to other text and graphic material on the
front panel to make it unlikely to be overlooked under customary
conditions of purchase and use, the statement "Restricted Use
Pesticide”" shall appear.

(8) Directly below this statement on the front panel, 2 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 persons under
their direct supervision and only for those uses covered by the
Certified applicator's certification." 1If, however, other
requlatory restrictions are imposed, the Administrator will deflne
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 5786, Feb. 9, 1978]
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APPENDIX C-3 - TABLE OF LABELING REQUIREMENTS

APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
1 Product name All products Front panel Center front
panel
2 Company name All products None Bottom front If registrant 1s not the producer, must
and address panel or end be qualified by "Packed for . . .,"
of label text "Distributed by. .," etc.
3 | Net contents All products None Bottom front May be 1n metrlic unlts in addition to
panel or end U.S. units
of label text
L EPA Reg. No. All products None Front panel Must be in similar type size and run
parallel to other type.
5 EPA Est. No. All products None Front panel, May appear on the contalner instead of
Immediately the label.
before or
following
Reg. No.
6A Ingredients All products Front panel Immediately Text must run parallel with other text
statement following on the panel.
product name
6B Pounds/gallon Liquid products Front panel Directly below
statement where dosage the main
given as 1lbs. Ingredlents
ai/unit area statement
7 Front panel All products Front panel All front panel precautionary statements
precautlionary must be grouped together, preferably
statements blocked.
TA Keep Out of Reach | All products Front panel Above signal Note type size requirements.
of Children word
(Child hazard
warning)
7B Signal word All products Front panel Immedliately Note type size requirements.
below child
hazard
warning




APPLICABILITY PLACEMENT ON LABFIL, l
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
7C Skull & cross- All products Front panel Both in close |
bones and word which are Cat- proximity to
POISON (in red) egory I based signal word
on oral, der-
mal, or inhala-
tion toxicity
7D Statement of All products Category I1: Front panel
practical in Categories Front panel for all.
treatment I, 11, and III unless refer-
ral statement
is used. |
Others:
Grouped with
side panel
precautionary
statements.
TE Referral All products Front panel
statement where pre-
cautionary
labeling
appears on
other than
front panel.

R Side/hack panel All products None Top or silde Must be grouped under the nheadings 1in
precautionary of back panel 8A, 8B, and 8C; preferably blocked.
statements preceding

directions
for use

“8BA | Hazards to All products None Same as above Must be preceded by approprlate signal
humans and in Categories word.
domestlic I, 1L, and III
animals

8B Fnvirommental All products None Same as above Environmental hazards include bee
hazards ‘.A__,_“V_-L | ~ | caution where applicable.




T APPLICABILITY T' PLACEMENT ON LAREL
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS —
8C Physical or All pressurized None Same as above
chemical products, others
hazards wlth flash
points under
150°F
9A Restricted All restricted Top center Preferably Includes a statement of the terms of
block products of front blocked restriction. The words "RESTRICTED USE
panel PESTICIDE" must be same type size as
signal word.
9C Misuse All products Immedlately
statement following
heading of
directions
for use .
10A Reentry All In the Immediately
statement cholinesterase directions after misuse
inhibitors for use statement
10C Storage and All products In the Immedlately Must be set apart and clearly distin-
disposal block directions before guishable from other directions for
for use specific use,
directions
for use or
at the end of
directions
for use
10D Directions All products None None May be In metrlc as well as U.S. units
for use
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APPENDIX C-4

PHYSICAL-CHEMICAL HAZARDS

Criteria Required Label Statement

T. Pressurizeq Contalners

A. Flashpoint at or below
20°F; or if there is a
flashback at any valve
opening.

B. TFlashpoint above 20°F
and not over 80°F; or
1f the flame extenslon
1s more than 18 inches
long at a distance of
6 inches from the
valve opening.

C. All other pressurized
contalners

Non-Pressurlized Containers
A. Flashpoint at or below
20°F.
B. Flashpolnt above 20°F

and not over 80°F.

C. Flashpoint over 80°F
and not over 150°F.

D. Flashpoint above
150°F.

Extremely flammable.
Contents under pressure.
Keep away from fire, sparks,
and heated surfaces. Do not
puncture or incinerate
container. Exposure to
temperatures above 130°F

may cause bursting.

Flammable. Contents under
pressure. Keep away from
heat, sparks, and flame. Do
not puncture or incinerate
container. FExposure to
temperatures above 130°F

may cause bursting.

Contents under pressure.

Do not use or store near
heat or open flame. Do not
puncture or incinerate
contalner. Exposure to
temperatures above 130°F
may cause bursting.

Extremely flammable.
away from fire,
heated surfaces.

Keep
sparks, and

Flammable. Keep away from
heat and open flame.,.

Do not use or store near
heat and open flame.

None required.
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APPENDIX C-5

STORAGE INSTRUCTIONS FOR PESTICIDES

Heading: All products are required to bear specific label
instructions about storage and disposal. Storage and disposal
instructions must be grouped together in the directions for

use portion of the label under the heading STORAGE AND DISPOSAL.
Products intended solely for domestic use need not include

the heading "STORAGE AND DISPOSAL."

Storage Instructions: All product labels are required to have
approprlate storage instructions. Specific storage instructilons
are not prescribed. Each registrant must develop 1ts own storage
instructions, considering, when appllicable, the following factors:

1. Condltions of storage that might alter the composition or
usefulness of the pestlicide. Examples could be temperature
extremes, excesslive molsture or humidity, heat, sunlight,
friction, or contaminating substances or media.

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

3. Specifications for handling the pesticide contailner, includ-
ing movement of contailner within the storage area, proper
opening and closing procedures (particularly for opened

containers), and measures to minimize exposure while opening
or closing contalner.

4. Instructions on what to do if the container is damaged 1in
any way, or 1f the pestliclde 1s leaklng or has been spllled,
and precautions to minimize exposure 1f damage occurs.

5. General precautlons concerning locked storage, storage in
original contalner only, and separation of pesticides during
storage to prevent cross-contamination of other pesticides,
fertilizer, food, and feed. General storage instructions
for household products should emphasize storage in original
contalner and placement 1in locked storage areas.
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APPEIIDIX C-6

CONTAINER DISPOSAL INSTRUCTIONS

The label of each

appropriate to the type of container.

1. Domestic use products m

contalner disposal statements:

product must bear contalner disposal instructions

ust bear one of the following

ggptainer Type

Statement

(bottles, cans, Jars)

Rinse thoroughly before discarding in trash.

Non-aerosol products
(bags)

Do not reuse bag. Discard bag 1n trash.

Aerosol products

Replace cap and discard contalners in
trash. Do not incinerate or puncture.

2.

All other products must bear container disposal instructlons,

based on contalner type, listed below:

Contalner Type

Statement

Metal
containers
(non-aerosol)

Triple rinse (or equlvalent). Then offer
for recycling or reconditloning, or puncture
and dispose of in a sanitary landfill, or by
other procedures approved by state and local
authorities.

Plastic contalners

Triple rinse (or equivalent). Then offer
for recycling or reconditioning, or puncturs
and dispose of in a sanitary landfill, or
incineration, or, if allowed by state and
local authorities, by burning. If burned,
stay out of smoke.

Glass containers

Triple rinse (or equivalent). Then dispose
of in a sanitary landfill or by other
approved state and local procedures.

Fiber drums
with liners

Completely empty liner by shaking and
tapping sides and bottom to loosen clinging
particles. Empty reslidue into application
equipment. Then dispose of liner in a
sanitary landfill or by incineration 1°f
allowed by state and local anthorities.

If drum 1s contaminated and cannot be
Peusedl, dispose of 1In the same manner,

Paper and
plastic bags

Completely empty bag into application
equipment. Then dispose of empty bag in
a sanitary landfill or by incineration,
or, if allowed by State and local
authorities, by burning. If burned,
out of smoke.

stay

Compressed gas

lcylinders |

Return empty cylinder for reuse (or
similar wording)

1/ Manufacturer may replace this phrase with one indicating
whether and how fiber drum may be reused.

Non-aerosol products | Do not reuse container (bottle, can, jar). |

\

I
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APPENDIX C-7
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% g WASHINGTON, D.C. 20460
hﬂmm@

OFFICE OF
PESTICIDES ANO TOXIC SUBSTANCES

MAR 249 483

PR NOTICE 83-2

NOTICE TO MANUFACTURERS, FORMULATORS
AND REGISTRANTS OF PESTICIDES

Attention: Persons Responsible for Federal Registrations of
Pesticides

This notice is to inform you that the labels of all outdoor
agricultural use products which are applied to crops whose

culture requires hand labor are required to bear the following
information under the Farmworker Safety Label Improvement Program.
No application for amended registration is required, provided

you use the exact wording contained in this Notice. All affected
products released for shipment after December 31, 1984 must be
relabeled accordingly.

For the purposes of this Label Improvement Program, the terms
"reentry intervals", "farmworkers", and "protective clothing"
used in this notice are as defined in 4G CFR 170.2. Reentry
interval means the period of time immediately following the
application of a pesticide to a field when unprotected workers
should not enter. Farmworker refers to any person cor perscns
engaged in agricultural hand labor in the field. Protective
clothing means, at least, a hat or other suitable head covering,
a long sleeved shirt and long legged trousers or a coverall type
garment (all of closely woven fabric covering the body, including
the arms and legs), shoes and socks.

The term hand labor tasks, as used in this Notice, is defined as
commonly recognized crop production activities such as harvesting,
detasselling, thinning, weeding, topping, planting, sucker removal,
summer pruning, moving irrigation equipment and other hand labor
tasks performed in the field by farmworkers who will come

in substantial contact with pesticide treated surfaces, such as
plants or plant parts. For the purposes of this notice, mixing,
loading, flagging, and equipment operation are considered to be
part of the application of the pesticide and are not normally
considered to re hand crop production tasks, and therefore, are

110



Page 2

not j .
0 zug]ect to these provisions. At a minimum, the following
PS fave been determined to employ hand labor tasks:

gitrus.Fruit Onions Figs

Fucgrplts Pome Fruits Mango

L;u;tlng Vegetables Stone Fruits Olives
ROgtyCVegetables Tobacco Pineapples

F rop Vegetables Small Fruits (berries, grapes, nuts)

Corn (hybrid seed, sweet and pop)

Registrants are responsible for determining whether use of their
prOQUgt§ would involve any other crop activities that meet the
definition for hand labor tasks normally performed by farmworkers
and are, thus, subject to this Notice.

While "scouting" for determining efficacy may result in potential
exposure, it is not considered to be a commonly recognized hand
labor crop production task customarily performed by farmworkers
and therefore would normally be excluded from the hand labor
criteria of this Notice. However, if the definition of hand
labor would cover scouting for a particular use, then these
provisions would apply.

I. PRODUCTS AFFECTED:

All products with outdoor agricultural uses which are applied to
crops utilizing hand labor tasks will be required to bear general
precautionary label language about farmworker safety (see Section
II.A.) In addition, the labels of the following pesticides,
either as sole active ingredients or in combination with other
pesticides, must bear specific precautionary label language

about reentry and farmworker safety (see Section II. A. and B.).

Ethyl Parathion Monocrotophos Metasystox-R
Methyl Parathion Phosalone Bid;in
Azinphos Methyl Carbophenothion Ethion
Demeton Endrin

The requirements set forth in this Notice do not apply to: (1)
Mosquito abatement treatments and related public pest control
programs; (2) Greenhouse treatments; (3) Livestock and other
animal treatments; (4) Treatment of golf courses, forest uses .
and similar nonagricultural areas; (5) Any uses, except pesticides
with systemic modes of action, for which soil incorporation 1s
required.
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The reentry intervals for the eleven pesticides listed above and EPN
were established through regulation at 40 CFR 170. EPN wasg excluded
from this label improvement action because an RPAR is currently
under negotiation. Registrants will be notified separately of
requirements resulting from the RPAR action.

EPA, as part of the reregistration process, is evaluating the
reentry intervals and protective clothing requirements for all
pesticides including the ones addressed in this label improvement
program. Registrants will be advised through the Registration
Standards Program if future label changes are necessary.

II. REQUIRED LABEL CHANGES:

The following statements contain either the exact wording:that
must appear on the affected product labels, or are explicit in
indicating the type of information that must be conveyed in
specific portions of the label text. See attached sample product
label for proper placement of each statement listed in this
Section (A and B).

A. General Worker Protection Statements:

The labels of all products covered by this notice must bear the
following general precautionary statements about farmworker
safety. See the sample label provided in attachment B for .the
proper location for these statements,

1. "bo not apgly this product in such a manner as to directly or
through drift expose workers or other persons. The area being
treated must be vacated by unprotected persons."

2. "It is a violation of Federal Law to use this product in a
manner inconsistent with its labeling."

3. The labels of all products in Toxicity Category I and II,
in addition to the English signal word, must include the
Spanish language equivalent on the front panel. The
appropriate Spanish signal word, "PELIGRO" (for DANGER) or
"AVISO" (for WARNING) must appear in capital letters of the
same type size as the equivalent English signal word.
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Agricultural products
bear minimum Spanish 1
The following precauti
the label

in Toxlicity Category I and II must
anguage precautlionary statements.

. : onary statement must be placed on

In proximity to the Spanish signal word:

PRECAUCION AL USUARIO: Si usted no lee lngles, no use

este‘producto hasta que le etiqueta haya sido explicado
ampliamente",

(TRANSLATIQN: TO THE USER: If you cannot read English, do

not use this product until the label has been fully explained
to you. The English translation of the Spanish precautionary
statement is not required to appear on your product label.)

All agricultural use products applied to crops utilizing
haqd labqr tasks, except as specified in Section B (1) of
this Notice, must bear the following label statement:

“Do not enter treated areas without protective clnthing

until sprays have dried (or, if appropriate, dusts have
settled)."

"Because certalin states may require more restrictive
reentry intervals for various crops treated with this
product, consult your State Department of Agriculture for
further information.,"

"Written or oral warnings must be glven to workers who are
expected to be in a treated area or 1in an area about to be
treated with this product. (Indicate specific oral warnings
which inform workers of areas or fields that may not be
entered without specific protective clothing, period of
time field must be vacated and appropriate actions to take
in case of accidental exposure.) When oral warnings are
given, warnings shall be given in a language customarilly
understood by workers, Oral warnings must be given 1f

there is reason to believe that written warnings cannot be
understood by workers., Written warnings must include the
following information: '(Appropriate signal word DANGER or
WARNING). Area treated with (name of pesticide) on (date
of application). Do not enter without appropriate protective

clothing for (insert here reentry interval for your product).

(insert here actions to take in case of accidental
exposure.)'" This statement may either appear on the label
{see Attachment B for specific location) or on the labeling
accompanying the product.
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B. Specific Reentry and Farmworker Safety Statements:

Because of their inherent human toxicity and to reduce risks for
crop use patterns utilizing hand labor, the Agency has determined
that all products with reentry intervals established through

40 CFR 170 must bear the following label statement:

"Do not enter treated areas for (insert here appropriate
reentry time interval from chart below ) hours unless
appropriate protective clothing is worn."

Reentry Intervals

Ethyl Parathion...48 hrs. 'Monocrotophos....48 hrs. Demeton...48 hrs.
Metasystox-R......48 hrs. Phosalone........24 hrs. Bidrin....48 hrs.
Methyl Parathion..48 hrs. Carbophenothion..48 hrs. Ethion....24 hrs.
Azinphos Methyl...24 hrs. Endrin...........48 hrs.

IIT. Compliance:

It is the responsibility of the registrants to ensure that the
labels of their products, including distributor products, contain
specific instructions pertaining to farmworker safety. Existing
stocks of products in channels of trade (that is, out of the
registrant's physical possession) prior to December 31, 1984,
need not be relabeled. All products released for shipment after
December 31, 1984, must meet the requirements of this Notice, or
they will be deemed misbranded under Section 2(q)(1)(G). Failure
to revise product labeling in accordance with this Notice may
also result in the initiation of cancellation proceedings.

If you wish to make changes not specified in this Notice, or to
modify any of the required statements, you must submit an
application for amended registration to the address listed below:

(Product Manager for your product listed in Attachment A)
Registration Division (TS-767-C)

U.S. Environmental Protection Agency
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IV. Further Information:

Questions on this Notice may be directed to the appropriate Product
Manager or Richard King, Policy & Liaison Staff, Registration
Division, at (703) 557-0592,

Al , / —
/ ~
Lr Lo 00 (u««; :

Dé;glas-$. Campt, Directgr
Registradtion Division (TS-767-C)

Attachments

A. Product Manager Assignments (Attachment A not included)
B. Sample Product Label
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Label
Statements

A(l)
‘Choice of
one location

ATTACHMENT B - Sample Label

PRECAUTIONARY STATEMENTS
HAZAHDS TO HUMANS
(& DOMESTIC ANIMALS)
DANGER

AANVIHONMENTAL HAZARDS

PHYSICAL OR CHEMICAL
HAZAROS

RESTRICTED USE
PESTICIDE

For retall sale to and use only by Certified
Arplicators or persons under their direct
suprrvision ard ondy for those uses covered by
the Certified Applicator's certification,

DIRECTIONS FOR USE

t 3 & viokbon of Federsl bw 10 use
@ product n a mannsr  inconsisieat
with (s Bbahny

RE ENTARY STATEMENT
(I ApplLable)

PRODUCT
NAME

ACTIVE INGREDIENT
INERT INGHEDIENTS A

TOTAL 100 00 %

THIS FAQDUCT CONTANS LBS OF PER G N

STORAGE AND
DISPOSAL

STORAGE ——————

DISPOSAL

CROP —

91t

STAYEMEN

IF SWALLOWED
IF INHALED

IF ON SKIN
IF tN EYES

SLE SIDE PANEL FOR ADOITIONAL PRECAUTIONARY STATEMENTS

MFG 8Y
TOWN, STATE ——
ESTABUISRMENT NO
£LPA AEGISTRATION NO

NET CONTENTS

CROP

A(3)
Eguivalent

Spanish

= Signal
Word

A(4)

Spanish

statement
Regarding
Inability t

Read Englais
fre—"

WARRANTY STATEMENT




APPENDIX D

FIFRA §3(c)(2)(B) Summary Sheet
(EPA Form 8580-1)
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- OMB Approval No. 2000-0468 .

PA REGISTRATION NO.
FIFRA SECTION 3(CH{2)}(B) SUMMARY SHEET

PRODUCT NAME

APPLICANT'S NAME DATE GUIDANCE DOCUMENT ISSUED

With respect to the requirement to submit “genzric”’ dsta imposed by the FIFRA section 3(CH2){B} nctice contained ir the referanced
Guidance Document, | am responding in the following manner:

(3 1. 1 will submit data in a tmely manner to satisfy the following requirements. If the test procedures [ will use deviate {rom {ar are not
specified in) the Registration Guidelines or the Pratocols contained in the Reports of Expert Groups to the Chemicals Grouo, 0ECOD
Chemicals Testing Programme, | enclose the protocols that | will use:

{J 2. 1 have entered into an agreement with one or more ather registrants under FIFRA section 3(C}{2)(B){ii) to satisty the following data
raquirements. Tha tests, and any required protocols, will be submitted to EPA by:

NAME OF OTHER REGISTRANT

y—
(2. 1 enclose a completed “Certification of Attempt to Enter lata an Agresment with Other Registrants for Development of Data” with
respact to the following data requirements:

e request that you amend my registrstion by deleting the following uses (this option is not available to spplicants for new products):

s request voluntary cancellation of the registration of this praduct. (This option is not available to applicants for new products.}

REGISTRANT'S AUTHORIZED REPRESENTATIVE SIGNATURE DATE

EPA Form 8680-1 (10-82)
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APPENDIX E

Certificatlion of Attempt to Enter Into
an Agreement with Other Registrants for
Development of Data
(EPA Form 8580-6)

I
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OMB Approval No. 2000-0468

CERTIFICATION OF ATTEMPT TO ENTER
INTO AN AGREEMENT WITH OTHER REGISTRANTS
(To qualify, coertify ALL four items) FOR DEVELOPMENT OF DATA
GUIDANCE DOCUMENT DATE

1. | am duly suthorized to represent the foliowing firm(s) who are subject to the require-
ments of a Notice under FIFRA Section 3(c)(2}(B) contained in a Guidance Document - merr T

to submit data concerning the 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 10 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 has oﬂe_red f" writing to enter into such an agreement. Coptes of the offers are attached. That ofter was irrevocable and included an offer to be
bound by an arbitration deciston under FIFRA Section 3(c)(2)(B)(iii) if final agreement on all terms could not be reached otherwise. This offer was made

to the following firm({s) on the following date(s):

NAME OF FIRM DATE QF OFFER

However, none of those firm(s} accepted my offer.
4. My firm requests tha_i EPA not ;usper)d the regfstration(s) of my firm’s product(s), if any of the firms named in paragraph (3) above
have agreed to sub_mit the data hs.ted 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

EPA Form 8580-6 (10-82)
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APPENDIX F

Product Specific Data Report
(EPA Form 8540-1)



PRODUCT SPECIFIC DATA REPORT

EPA Registration No. Guidance Document for
Date
Test not |[Method of complying
required with
for data requirements
product Submlt-
listed ting
above Data (For EPA Use Only)
Registration (check (At- Accession Numbers
Guldeline No. Name of Test below) [Citing MRID#|tached)|Assigned
$158.20
PRODUCT
CHEMISTRY
61-1 Identity of
ingredlents
61-2 Statement of
composition
61-3 Discussion of
formation of
ingredients
62-1 Preliminary
analysis
62-2 Certification of
limits
62-3 Analytical methods
for enforcement
limits
63-2 Color
63-3 Physical state
63-4 Odor
63-5 Melting point
63-6 Boiling point
63-7 Density. bulk-
density, or
specific gravity
63-8 Solubility
63-9 Vapor pressure
63-10 Dissociation
constant
63-11 Octanol/water
partition
coefficient
63-12 pH
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Test not|Method of complylng
required wlth
for data requirements
product Submit-
listed ting
above Data (For EPA Use Only)
Reglstration (check (At- Accession Numbers
Guideline No. Name of Test below) |Citing MRID#|tached)|Assigned O
3-13 Stabllity o
3-1 Oxidizing/reducing
reaction R
___63-15 | Flammability ] ] T
63-16 Explodability -
63-17 Storage stability .
63-18 Viscosity J o
63-19 Miscibillty ] B -
63-20 Corrosion
characteristics B | o
63-21 Dielectric break-
down voltage o
§158.135
TOXICOLOGY | e
81-1 Acute oral LD-50,
rat L
81-2 Acute dermal
ws
81-3 Acute 1inhalation,
LC-50 rat el
B81-4 Primary eye
irritation, rabbit e
81-5 Primary dermal I
irritation e
81-6 Dermal sensitiza-
tion L i_
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FORMULATOR'S EXEMPTION STATEMENT
(40 CFR 152.85)

EPA File g
Yol /Req., No. _ Product Name

1i !
Applicant's Name and Address

Asogn aughorlgeq Fepresentative of the apnlicant for registration ot the
product identified above, 1 hereby certify that:

(1) This product contains the active ingredient(s):

(2) Each active ingredient listed in paraqraph (1) 1s prescent solely
as the‘result of the incorporation into the product (during formulation or
packaging) of another product which contains that active ingredient, which
ls registered under FIFRA sec. 3, and which is purchased by us from ancther
producer.,

(3) 1Indicate by circling (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) 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 active ingredient(s) listed in paragraph (1).

OR
(B) The Confidential Statement of Formula dated on file ~ith
the EPA is complete, current and accurate and contains the information
required on the current CSF Form No. 8570-4. The registered source(s)
of the active ingredient(s) listed in paragraph (1) is/are listed b-low:

Active ingredient Source: Product name and Reg. MNo.
Signature

bate = Title

EPA Form (April 1985)

N

on
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Gulde to Use of This Bibliography

CONTENT OF BIBLIOGRAPHY. This bilbliography contains
cltatlons of all studies considered relevant by EPA in
?rr%ving at the positions and conclusions stated elsewhere
n the Standard. Primary sources for studies 1in this
bibllography have been the body of data submitted to EPA
and 1ts predecessor agencles in support of past regulatory
decisions. Selections from other sources including the

published literature, in those instances where they have
been considered, will be included.

UNITS OF ENTRY. The unit of entry in this bibliography
1s called a "study-" 1In the case of published materials,
this corresponds closely to an article. 1In the case of
unpublished materlals submitted to the Agency, the Agency
has sought to 1dentify documents at a level parallel to
the published article from within the typically larger
volumes in 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 conventlonal bibllographic
citation. The Agency has attempted also to unite basic
documents and commentaries upon them, treating them as a
single study.

IDENTIFICATION OF ENTRIES. The entrles in this bilbllography
are sorted numerically by "Master Record Identifier,™" or
MRID, number. This number is unigue to the cliltatlon, and
should be used at any time specific reference 1s required.
It 1s not related to the six-dlglt "Accession Number"

which hias been used to ldentify volumes of submitted
studies: see paragraph 4(d)(4) below for a further explana-
tion. [n a few cases, entries added to the bhibllography
late in the review may be preceded by a nlne-character
tempora -y ldentifier. These entriles are listed after

all MRID entries. This temporary identifler number 1is

also to be used whenever specific reference 1s needed.

FORM OF ENTRY. In addition to the Master Record Identifiler
(MRID), each entry consists of a citatlon containing
standari elements followed, in the case of materlal
submitted to EPA, by a descriptlon of the earllest known
submission. Bibliographic conventlons used reflect the
standards of the American National Standards Instltute
(ANST), expanded to provide for certaln special needs.

a. Autnor. Whenever the Agency could confldently ldentify
one, the Agency has chosen to show a personal author.
Whe1 no individual was ldentified, the Agency has shown



an identiflable 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
questlon mark, the blbliographer deduced the date from
evidence 1n the document. When the date appears as

(192?2), the Agency was unable to determine or estimate
the date of the document.

Title. 1In some cases, it has been necessary for Agency
blbliographers to create or enhance a document title.
Any such editorial insertions are contained between
square brackets.

Trailing Parentheses. For studies submitted to the
Agency 1n the past, the trailing parentheses include (in
addition to any self-explanatory text) the following
elements describlng the earliest known submlssion:

(1) Submission Date. The date of the earliest known

submisslon appears immediately following the word
"received."

(2) Administrative Number. The next element, immediately
following the word "under," 1s the registration
number, experimental use permit number, petition
number, or other adminlstrative number associated
with the earliest known submissilon.

(3) Submitter. The third element is the submitter,
following the phrase "submitted by." When author-
ship is defaulted to the submitter, this element is
omltted.

(4) Volume Identification (Accession Number). 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 1s 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 123456-4A;
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