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GLOSSARY OF TERMS AND ABBREYIATIONS
Active Ingredient
Chemical Abstracts Service
Confidential Statement of Formula

Estimated Environmental Concentration. The estimated pesticide concentration
in an environment, such as a terrestrial ecosystem.

‘End-Use Product

U.S. Environmental Protection Agency

Federal Insecticide, Fungicide, and Rodenticide Act

Federal Food, Drug, and Cosmetic Act

Highest Dose Tested

Median Lethal Concentration. A statis,tiéally derived concentration of a
substance that can be expected to cause death in 50% of test animals. [t is
usually expressed as the weight of substance per weight or volume of water or
feed, e.g., mg/l or ppm.

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

Lethal Dose-low. Lowest Dose at which lethality occurs

Lowest Effect Level

Manufacturing-Use Product

Master Record Identification (number). EPA’s system of recordmg and
tracking studies submitted.

Not Applicable

National Pollutant Discharge Elimination System.
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GLOSSARY OF TERMS AND ABBREVIATIONS (cont.)

NOEL No Observed Effect Level

OPP Office of Pesticide Programs

ppm Parts Per Million

D Toxic Dose. The dose at which a substance produces a toxic effect

TC Toxic Concentration. The dose at which a substance produces a toxic effect




EXECUTIVE SUMMARY

The active ingredients covered in this document include zinc chloride, zinc oxide and
zinc sulfate monohydrate (hereafter referred to as zinc sulfate). Products containing these
active ingredients are used as herbicides, fungicides and bacteriostats for the control of moss,
mildew and fungi on structures and adjacent outdoor areas, in carpet, and in pressure treated
lumber. This Reregistration Eligibility Document (RED) addresses the eligibility for
reregistration of products containing these active ingredients for the above mentioned use
sites only.

Formulations for zinc oxide include an end use industrial preservative for
incorporation into nylon carpet fibers to inhibit bacterial and fungal spoilage, a powder for
control of moss growth on walkways, patios and ernamental lawn use; a metal strip attached
to roofs where it releases soluble oxide which inhibits moss growth; and an ingredient for
pressure treatment of lumber, Zinc chloride is formulated as a solution or soluble concentrate
for application to walkways and patios for control of moss. Zinc sulfate is formulated as a
soluble concentrate also for control of moss on and around buildings.

. The U.S. EPA (hereafter referred to as "the Agency”) has determined that the uses of
these three active ingredients as they are currently registered will not cause unreasonable risk
to humans or the environment. Therefore the zinc salts-are eligible for reregistration. The
Agency is requiring additional studies on physical chemistry as confirmatory data and for
purposes of labeling to complete the generic data base.

Before reregistering the products containing these zinc salts, the Agency is requiring
that product specific data and revised labeling be submitted within eight months of the
issuance of this document. These data include product chemistry and acute toxicology
testing. After reviewing these data and any revised labels and finding them acceptable, the
Agency will reregister a product based on whether or not that product meets the requirements
in Section 3(c)(5) of FIFRA.




I vTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was
amended to accelerate the reregistration of products with active ingredients registered prior to
November 1, 1984, The amended Act provides a scheduie for the reregistration process to
be completed in nine years. There are five phases to the reregistration process. The first
four phases of the process focus on identification of data requirements to support the
reregistration of an active ingredient and the generation and submission of data to fulfill the
requirements. The fifth phase is a review by the U.S. Environmental Protection Agency
(referred 10 as "the Agency") of all data submitted to support reregistration.

FIFRA Section 4(g)(2)(A) states that in Phase 5 “the Administrator shall determine
whether pesticides containing such active ingredient are eligible for registration” before
calling in data on products and either reregistering products or taking "other appropriate
regulatory action.” Thus, reregistration involves a thorough review of the scientific data
base underlying a pesticide’s registration. The purpose of the Agency's review is to reassess
the potential hazards arising from the currently registered uses of the pesticide; to determine
the need for additional data on health and environmental effects; and to determine whether
the pesticide meets the "no unreasonable adverse effects” criterion of FIFRA.

This document presents the Agency's decision regarding the reregistration eligibility
of the registered uses of zinc chloride, zinc oxide and zinc sulfate. The document consists of
six sections. Section I is the introduction. Section II describes these zinc salts, their uses,
data requirements and regulatory history. Section II discusses the human health and
environmental assessment based on the data available to the Agency. Section IV presents the
reregistration decision for zinc salts. Section V discusses the reregistration requirements for
zinc salts. Finally, Section VI is the Appendices which support this Reregistration Eligibility
Document. Additional details concerning the Agency’s review of applicable data are '
available on request.

! EPA’s reviews of data on the set of registered uses considered for EPA’s analysis may be
obtained from the OPP Public Docket, Field Operations Division (H7506C), Office of Pesticide
Programs, EPA, Washington, DC 20460.



II. CASE OVERVIEW

A.  Chemical Qverview
The following active ingredients are covered by this Reregistration Eligibility Document:
) Common Name: Butter of zinc

Chemical Name: Zinc chloride

CAS Registry Number: 7646-85-7

Office of Pesticide Programs Chemical Code: 087801

Empirical Formula: ZnCl,

o " Common Name: Flowers of zinc; philosopher’s wool; zincite (mineral); zinc white
Chemical Name: Zinc oxide ' . .
CAS Registry Number: 1314-13-2
Office of Pesticide Programs Chemical Code: 088502

Empirical Formula: ZnQ

o Common Name: Dried zinc sulfate
Chemical Name: Zinc sulfate monohydrate
CAS Registry Number: 7446-19-7
Office of Pesticide Programs Chemical Code: 527200

Empirical Formula: ZnSO, H,O



.

B.  Use Profile

The following is information on the current registered uses with an overview of use sites and
application methods. A detailed table of these uses of zinc chloride, zinc oxide and zinc
sulfate is in Appendix A.

M%%wkme: Herbicide and preservative
Use Sites: Terrestrial non-food, Outdoor residential
Target Pests: Moss, fungi
Formulation Types
Registered: Soluble concentrate - 6.2% zinc chloride

Ready to use liquid -26% zinc chloride

Method and Rates

of Application: Equipment - Hose-end sprayer. non-aerosol pump; tank type
sprayer, sprinkler can.
Method and Rate - Apply (sprinkle or spray) 3 gallons per 100
sq.ft.

Timing - When needed.

'M%yqsle% Pesticide:  Fungicide, herbicide, bacteriostat
Use Sites: Terrestrial non-food, outdoor residential, indoor non-food
“Target Pests: Moss, fungi, bacteria
Formulation Types
Registered: Wettable powder- 20.76% zinc oxide;

Metal strip- 99.1% zinc
Powder- 99% zinc oxide (formulation intermediate)
Powder-99.4% zinc oxide (industrial preservative)

Method and Rates

of Application: Equipment - sprinkler can (for wettable powder); galvanized
. nails (for metal strip)




Method and Rate - Dissolve 1 1b. in 5 gallons of water. For
metal strip, apply along all roof peaks using galvanized or

aluminum nails.

Timing - When needed.

Eor zin fate:
Type of Pesticide: Herbicide

Use Sites: Terrestrial non-food, Residential outdoor

Target Pest: Moss

Formulation Types

Registered: Wettable powder- 99% zinc sulfate monohydrate

Method and Rates

of Application: Equipment - Apply by hand or use sprinkling can or pump-type
sprayer.

Method and Rate - Apply as a powder along the ridge of the
roof; dissolve in 5-10 gallons of water to cover 600 sq. ft. for

gravel or paved surfaces. .

Timing - When needed.

C.  Regulatory History

Pesticidal products containing zinc salts were first registered in the United States in
1973. The uses include moss control in areas where moss growth is profuse due to high
precipitation rates, primarily in the Northwestern U.S. Zinc oxide is also incorporated into
carpet fibers as a bacteriostatic and fungxstatm agent and as an ingredient in a sofution for
"pressure treatment of wood.

The major use of zinc salts in the United States is non-pesticidal, as a fertilizer
micronutrient. Other uses include as an electrolyte in dry cell batteries, as an animal feed
additive, as a galvanizer and as an emulsion-breaker.

M. SCIENCE ASSESSMENT OF ZINC SALTS

The Agency has conducted a thorough review of the scientific data base for zinc salts
for the purposes of determining the reregistration eligibility of these pesticides. These
finding are summarized below. The complete references cited in the text are in the
Bibliography (Appendix C).




A.  Physical Chemistry Assessment

Zinc chloride is a clear, very deliquescent salt. It has a boiling point of
260°C and at room temperature it is completely soluble in water. The vapor pressure
is 1.5 mmHg and the pH is 5.4. Outstanding generic physical chemistry data

requirements are listed in Section V.

Zinc oxide is an odorless white or yellowish-white powder. It has a melting
point of 2010°C and its density is 0.481 gm/cm’. It is relatively insoluble in water,

has a pH of 7.37 and is stable.

Zinc sulfate monohydrate is an odorless white solid. It has a melting point of
600°C and a density of 1.121 gm/cm’. It is soluble in water up to 35% and is stable.
Additional physical chemistry data requirements are listed in Section V

Zinc metal is an odorless bluish-white lustrous solid. It has a melting point of
419°C and a density of 7,169 gm/cm’. 1t is insoluble and has a low stability in the
‘natural environment, easily forming the solid phases ZnQ, Zn(OH), and Zn,0, and

soluble zinc ions.

. B. HUMAN HEALTH ASSESSMENT

1. Toxicology - Data Base

The toxicological data base on zinc oxide, zinc chloride, and zinc
sulfate is adequate and will support reregistration eligibility.

a. Acute Toxicity

Zinc oxide:

TY VA
TEST RESULT (mg/kg) TOXICITY |
~ CATEGORY !
Oral LDS0--rat >5000 v i
Dermal LDS0--rabbit >5000 m
Eye effects--rabbit mild irritant HI i
Skin effects--rabbit non-irritant v




The TDlo was reported as 6846 mg/kg in an oral test in rats (1).
An oral LD50 in mice was reported as > 7950 mg/kg (2). One report
states that SO0 mg applied for 24 hours produced mild irritation on skin
or eyes of rabbits. A TClo reported for human inhalation was 600
mg/m? of zinc oxide (1).

Zinc chloride:

ACUTE TOXICITY VALUES

TEST RESULT (mg/kg) TOXICITY
’ CATEGORY
e ——

Oral LDS0--rat 350 I
Inhalation LClo--human 4800 mg/m*/30min 11
Eye effects Corrosive [
Skin effects Corrosive I

Acute oral tests found the LDS0 was 350 mg/kg in rats and in
mice, and 200 mg/kg in guinea pigs (1). The human TClo for
inhalation has been reported as 4800 mg/m’/30 minutes (1). .

Zinc sulfate:

ACUTE TOXICITY VALUES
TEST . RESULT (mg/kg) TOXICITY
CATEGORY
I Oral LDS50--rat >2949 I
" Eye effects--rabbit severe irritation [
“ Skin effects - . .very slight irritation v

Acute oral tests found the LDlo was 333 mg/kg in rats and 2000
mg/kg in rabbits; the LDS0 was >2949 mg/kg in rats and 1891
mg/kg in mice (1, 2). Another acute oral study found the LD50
was 1374 mg/kg in rats (3). The oral TDlo for humans is
reported to be 45 mg/kg/7 days (continuous), 106 mg/kg, and
180 mg/kg/6 weeks (intermittent) (1, 2). A dermal irritation
study in rabbits with 99% zinc sulfate found very slight
irritation. In one study, severe irritation was found when 0.09g
of 9% zinc sulfate was applied to rabbit eyes. In another study,
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the application of 420 ug zinc sulfate to the rabbit eye found
moderate irritation (1).

b. Subchronic Toxicity

There was no evidence of toxicity in humans fed 10 mg/kg/day
of zinc sulfate for up to 3 months (3).

¢. Metabolism

Zing is an essential element in human nutrition and is involved

in the nutrition of all plants and animals. It is an integral component of

several metalloenzymes in various metabolic systems and is present in
every cell (3). In test animals, 8-10 percent of ingested zinc was
absorbed in the intestine and the rest excreted in the feces (3).

Ingestion of large amounts of zinc salts induces a variety of
metabolic changes, with inhibition of some enzymes, effects on
excretion, and a reduction in size and hemoglobin content of red biood
cells (microcytic hypochromic anemia) (3).

It has been calculated that the consumption of zinc salts added 10
food may be 0.50 mg of elemental zinc per person per day and the
intake of zinc occurring naturally in food may be 5 to 22 mg per day
3).

d. Chronic Toxicity, Carcinogenicity |

In some long-term studies, extending for one year and over
three generations of rats, zinc chloride, oxide, and sulfate showed no
effects at levels up to 0.25 percent of the diet (3). In other studies,
zinc sulfate caused hematological changes in rats and dogs fed about
100 ppm in the diet (3).

No evidence of carcinogenicity was found in feeding zinc oxide
(at 34.4 mg zinc per day) to rats for 29 weeks. Carcinogenicity has
been reported in mice given zinc chloride in drinking water, but the
reports were not complete and controls were not used consistently. In
another report, mice given up to 5,000 ppm of zinc as zinc sulfate in
drinking water showed no evidence of carcinogenicity and no
differences between treated and control groups (3).




e. Reproductive and Developmental Toxicity

When 6846 mg/kg of zinc oxide was given to pregnant rats on
days 1-22 of pregnancy, there were increased stillbirths and effects on
growth of the young (2).

When rats were given 333 mg/kg zinc sulfate orally on days 1-
18 of pregnancy, there was post-implantation mortality (2). Teratologic
studies with oral zinc sulfate in three species of animals were negative
for effects on pregnancy, maternal or fetal survival, or abnormalities.

- In these studies mice were given up to 30 mg/kg/day for days 6-15 of
gestation, rats were given up to 42.5 mg/kg/day for days 6-15 of
gestation, and hamsters were given up to 88 mg/kg/day for days 6-10
of gestation (3).

f. Mutagenicity

Positive results with zinc oxide have been reported in some
studies. DNA damage in Escherichia coli occurred at 3000 ppm, and
unscheduled DNA synthesis occurred in guinea pigs after exposure to
5300 ug/m*/3 hours/6 days in an inhalation study (1, 2).

Positive results with zinc chloride also have been reported in
several studies. Mutagenic effects were seen at 90 mmol/L in a
microsomal mutagenicity assay with Salmonella ryphimurium.
Unscheduled DNA synthesis in human iymphocytes occurred at 180
umol/L and at 360 umol/L. DNA inhibition was seen in human
lymphocytes. In cytogenetic analyses, effects were seen in mice treated
orally with 18 g/kg for 30 days and in human lymphocytes treated with
300 umol/L. Effects also were seen in a host-mediated assay with mice
and Salmonella typhimurium at 6 mg/kg and at 180 umol/L in an
oncogenic transformation assay using hamster embryos (1).

Positive results have been seen with zinc sulfate in some studies,
including a Drosophila melanogaster sex chromosome assay with an
oral Smmol/L dose and a mutation assay with Saccharomyces cerevisiae
at 100 mmol/L. DNA inhibition was seen in human HeLa cells at 1
umol/L/4 hours and oncogenic transformation occurred at 200 umol/L
with hamster embryo (1, 2).




2. Dietary Exposure

There are no pesticidal food uses for zinc. Zinc is widely
distributed in plants, animals and food, and is a normal part of
metabolism in all living organisms.

The Food and Drug Administration lists these zinc salts as
generally recognized as safe for use in food as dietary supplements and
as nutrients: zinc oxide in 21 CFR 182.5991 and 182.8991, zinc
chloride in 21 CFR 182.5985 and 182.8995, and zinc sulfate in 21
CFR 182.5997 and 182.8997.

3. Occupational and Residential Exposure

The toxicological data base on these zinc salts is adequate and will
support reregistration. Therefore, no new exposure data are necessary.
Based on the application methods (specified and implied) and the
formulation types, the potential for significant eye, inhalation and
dermal exposure to concentrated solutions or dusts exists for mixers,
loaders, and applicators. Accordingly, the zinc salt labels must
consistently reflect any potential eye and skin hazard (Danger, Warning
or Caution Signal Words) and recommend appropriate protective
equipment (protective eyeware [goggles or face shield], long sleeved
shirts and long-legged pants, waterproof gloves, shoes and socks).
However, there is no reason to expect reasonable pesticide usage to
constitute any hazard beyond ordinary non-pesticidal exposure to zinc
salts if label directions are followed, and the Agency believes that the
uses of these products do not represent an unreasonable hazard to
workers.

4. Risk Assessment

The toxicological data on these zinc salts in public literature are
adequate for assessing risk to humans. Accordingly, additional studies
are not required for the reregistration of present uses of these salts.
Although some positive mutagenicity studies have been reported, there
is no indication of mutagenic effects in normal living organisms from
everyday exposure. Living organisms have long been exposed to the
components of these zinc salts without such exposure being attributed to
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mutagenicity. Zinc is widely distributed in plants, animals and soils and
is normally present in food. Zinc is a normal part of metabolism in all
living organisms. These zinc salts are also added ingredients in foods.

There is no reason to expect appropriate pesticide usage to
constitute any hazard beyond ordinary exposure from non-pesticidal
sources. There are no significant exposure concerns other than those
addressed by appropriate label precautions for eye and dermal
protection for the mixers, loaders, and applicators. Refer to section V
.for product labeling requirements.

Environmental Assessment
1. Environmental Fate

The Agency is relying on data available in the scientific
literature to assess the environmental fate and transport of zinc salts as
used in pesticidal compounds. No data were submiited by registrants.

a. Environmental Fate and Transport

Zinc chloride and zinc sulfate are very soluble in water;
zinc oxide is relatively insoluble. The dissolution of zinc
compounds in water results in the formation of various species
of zinc ions which, in the absence of complexing or chelating
agents, is dependent on pH. Zinc oxide is less soluble than zinc
chloride or zinc sulfate, but dissolves in more acidic media to
form ZnOH* and [Zn(H,0)s]** . In a more basic pH, zin¢ oxide
dissolves to form [Zn(OH),]- and [Zn(OH))*. In natural waters
(both freshwater and seawater), identification of which species
of zinc ion is present is difficult due to the presence of organic
and inorganic natural complexing agents.

Based on calculations using equilibrium constants and in
the absence of organic complexing agents, [Zn(H,0),)]**,
ZnOH* and Zn(OH), are the predominant species in freshwater.
Zn-chloro complexes may also be present in seawater.

‘The availability of zinc to plants and other organisms in
soil decreases with increased soil pH. Several components of
soil (clay minerals, mineral oxides and hydroxides, carbonates
and organic matter) can absorb zinc (predominantly as ZnOH?).
Zinc therefore can be considered as relatively immobile in most
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b. Environmental Fate Assessment

Zinc is necessary to all forms of life and any toxicity
associated with zinc can be attributed to the presence of "free”
zinc and not to total zinc concentration. The Agency has
concluded that the addition of zinc to the eavironment in the
form of zinc salts used as pesticides will not result in a
significant increase in "free" zinc. This conclusion is based on
indications that “free" zinc is immobilized by various organic
and inorganic substances and by formation of insoluble phases.
thereby making it less bioavailable. Therefore, the terrestrial use
of the pesticidal products containing the zinc salts covered in
this document is not likely to result in the movement of "free"
zinc in soils, and there are no additional environmental fate data
required for the reregistration of the zinc salts.

2. Ecological Effects

Ecological effects data have been submitted for zinc oxide only.
Published information also was used by the Agency to assess the risk
posed by the use of pesticides containing zinc to non-target organisms.

a. Ecological Hazard
1. Ecological Effects Data

Avian toxicity studies were submitted by registrants.
Since most of the applied zinc salts will transform (or become
immobile in soil) to zinc oxide/hydroxide, and since the use of
these products is on a relatively low volume basis, the avian
studies for zinc oxide are sufficient for the other active
ingredients. An acute oral toxicity study in bobwhite quail
provided an LDy, of 606 mg/kg. In an acute dietary study in
bobwhite quail, the LC,, was greater than 5000 ppm. These
studies provide sufficient information to classify the acute
toxicity of zinc salts as slightly to practically non-toxic to birds.
Published studies show that coturnix quail fed a diet containing
1.5% zinc oxide had reproductive effects (4). Mallards fed a
diet of 3,000-12,000 ppm zinc showed decreased feed
consumption and body weight (5) and laying hens showed
decreased egg production, shell strength and hatchability on a
diet containing 20,000 ppm zinc (6).
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Since most of the applied zinc salts will transform (or become
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Studies submitted to the Agency, as well as published
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literature, were used to assess the toxicity of these zinc salts to
non-target organisms in aquatic or estuarine ecosystems;
however, the results were highly variable. The LC,, for bluegill
sunfish was greater than 320 ppm but was 1.1 ppm in rainbow
trout in studies submitted to the Agency, while the 96 hr LC,,
reported in the literature ranged from 1.2-17.9 ppm for
freshwater fish (7,8). Acute toxicity in Daphnia magna was
greater than 1000 ppm (i.e. practically non-toxic) in a study
submitted to the Agency. Data from the literature were variable.
indicating that zinc may be highly toxic to freshwater
invertebrates (9). However, in two published studies, the 96 hr
LCy, values ranged from 0.25-18.4 ppm in freshwater
invertebrates (7,8). In conclusion, although the data showed
extreme variability of results, at least two of the studies
indicated that zinc oxide may be highly toxic to both freshwater
fish and freshwater invertebrates.

b. Ecological Effects Risk Assessment

Zinc is relatively non-toxic to avian populations
and is used as a feed additive for animals. Given the use
patterns and frequency of application of pesticidal
products containing these zinc salts, it is unlikely that
zinc would be available in toxic amounts to avian or
other non-target animal and insect populations in
terrestrial environments as a result of their use. Although
zinc may be toxic to aquatic organisms in some
environments, based on the environmental fate
assessment, aquatic exposure resulting from the use of
these products is expected to be negligible. Therefore,
the Agency has determined that these products, as they
are currently registered, pose no unreasonable risk to the
environment.

The textile industrial preservative use of zinc
oxide results in indirect discharge of effluent containing
zinc into natural waters. An assessment of the risk posed
to aquatic organisms resulting from this route of
exposure is under the purview of the Agency’s Office of
Water and will not be covered in this document.
Although the aquatic toxicity studies showed variability
in results, they are adequate to determine the appropriate
label statements for this industrial preservative. The
required label precaution statement is included in section
V.

13




A. Determination of Eligibility

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, after
submission of relevant data concerning an active ingredient, whether products
containing the active ingredient are eligible for reregistration. The Agency has
completed its review of data from the open literature and generic data submitted by
registrants, and has determined that the data are sufficient to support reregistration of
products containing zinc salts. Appendix B identifies the generic data that the Agency
reviewed as part of its determination of reregistration eligibility of zinc salts, and lists
the submitted studies that the Agency found acceptable.

The data identified in Appendix B were sufficient to allow the Agency to
assess registered uses of zinc salts and to determine that these uses can be used
without resulting in unreasonable adverse effects to humans and the environment.

The Agency therefore finds that products containing zinc salts as an active ingredient
are eligible for reregistration. The reregistration of particular products is addressed in
Section V of this document.

The Agency made its reregistration eligibility determination based upon the
target data base required for reregistration, the current guidelines for conducting
acceptable studies to generate such data and the data identified in Appendix B.
Although the Agency has found that current products containing zinc salts are eligible
for reregistration, it should be understood that the Agency may take appropriate
regulatory action, and/or require the submission of additional data to support the
registration of products containing zinc salts, if new information comes to the
Agency’s attention or if the data requirements for reregistration (or the guidelines for
generating such data) change.

The following is a summary of the regulatory positions and rationales for zinc
salts, Where labeling revisions are imposed, specific language is set forth in Section
V of this document.

Eligibility Degisi

The Agency has sufficient information on the human health effects of zinc salts
and on its potential for causing effects in fish and wildlife and the environment when
used to control moss and fungus growth in outdoor residential areas, on structures, in
pressure-treated lumber and incorporated into fibers used in carpet. The Agency
concludes that products containing zinc salts for these uses are eligible for
reregistration. Only certain generic physical chemistry data studies on zinc salts still
are needed as confirmatory information. The Agency has determined that zinc sait
containing products, labeled and used as specified in this Reregistration Eligibility
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Document, will not pose unreasonable risks or adverse effects to humans or the
environment.

Eligibl Ineligible

The Agency has determined that all registered uses are eligible for
reregistration at this time.

B. Regulatory Position
Tolerances and Action Levels

There are no registered food uses or tolerances for products containing zinc
salts as an active ingredient.

ISTRANTS

This section is designed to assist the registrant by providing data requirements and
responses necessary for the reregistration of manufacturing-use and end-use products.

A. Additional Generic Data Requirements

The generic data base supporting the reregistration of zinc salt-containing
products has been reviewed and determined to be substantially complete. Although
some of the generic product chemistry data requirements are acceptable, additional
data are required as confirmatory. These are part of the generic Data Call-In. These
generic data requirements are listed in Appendix F.

B. Product specific data requirements
1. Additional Product-Specific Data Requirements

Based on the. reviews of the generic data for zinc salts, the products containing
zinc salts are eligible for reregistration. Section 4(g)(2)(B) of FIFRA calls for the
Agency to obtain any needed product-specific data regarding the pesticide after a
determination of eligibility has been made. The product specific data requirements
are listed in Appendix G, the Product Specific Data Call-In Notice.

Registrants must review previous data submissions to ensure that they meet
current EPA acceptance criteria (Appendix G; Attachment E) and if not, commit to
conduct new studies. If the registrant believes that previously submitted data meet
current testing standards, then study MRID numbers should be cited according to the
instructions in the Requirement Status and Registrants Response Form provided for
each product.
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a

ling Requi 0 facturing and End- roduct

End-Use Products

The labels and labeling of all products must comply with EPA’s current
regulations and requirements as specified in 40 CFR §156.10. Labels must
consistently reflect any potential eye and skin hazard (Danger, Warning or Caution
Signal Words) and recommend appropriate protective equipment (protective eyeware
[goggles or face shieid), long sleeved shirts and long-legged pants, waterproof gloves.
shoes and socks). Please follow the instructions in the Pesticide Reregistration
Handbook with respect to labels and labeling.

f; i clud jal Preservativ

In addition to the above requirements for end-use products, labels and labeling
of all manufacturing use products must contain the following statement:

"This pesticide is toxic to fish and aquatic invertebrates. Do not discharge
effluent containing this product into lakes, streams, ponds, estuaries, oceans or public
waters unless this product is specifically identified and addressed in an NPDES
permit. Do not discharge this product into sewer systems without previously notifying
the sewage treatment plant authority. For guidance, contact your State Water Board or
Regional Office of U.S. EPA."
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APPENDIX A

Table of Zinc Salts Use Patterns
Subject to Reregistration
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APPENDIX B

Table of The Generic Data Requirements and
Studies Used to Make the Reregistration Decision




JIDE APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for the
zinc salts covered by this Reregistration Eligibility document. It contains generic data
requirements that apply to zinc salts in all products, including data requirements for which a
"typical formulation” is the test substance.

The data table is organized in the following format:

1. Data Requirement (Column 1). The data requirements are listed in the order in which
they appear in 40 CFR Part 158. the reference numbers accompanying each test refer to the test
protocols set in the Pesticide assessment Guidelines, which are available from the National
Technical Information Service, 5285 Port Royal Road, Springfieid, VA 22161 (703) 487-4650.

2. Use Pattern (Column 2). This column indicates the use patterns for which the data
requirements apply. The following letter designations are used for the given use patterns:

Terrestrial food

Terrestrial feed

Terrestrial non-food
Aquatic food

Aquatic non-food outdoor
Aquatic non-food industrial
Aquatic non-food residential
Greenhouse food
Greenhouse non-food
Forestry

Residential

Indoor food

Indoor non-food

Indoor medical.

Indoor residential

CZzrR=""xa"MmyoOwy

3. Bibliographic citation (Column 3). If the Agency has acceptable data in its files, this
column lists the identifying number of each study. This normally is the Master Record
Identification (MRID) number, but may be a "GS" number if no MRID number has been
assigned. Refer to the Bibliography appendix for a complete citation of the study.
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APPENDIX C
ZINC SALTS BIBLIOGRAPHY

Citations Considered to be Part of the Data Base
Supporting the Reregistration of Zinc Salts
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GUIDE TO APPENDIX C

CONTENTS OF BIBLIOGRAPHY. This bibliography contains citations of all studies
considered relevant by EPA in arriving at the positions and conclusions stated elsewhere
in the Reregistration Eligibility Document. Primary sources for studies in this
bibliography have been the body or data submitted to EPA and its predecessor agencies
in support of past regulatory decisions. Selections from other sources including the
published literature, in those instances where they have been considered. are included.

UNITS OF ENTRY. The unit of entry in this bibliography is called a "study”. [n the
case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the Agency, the Agency has sought to identify
documents at a level parallel to the published article from within the typically larger
volumes 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 conventional bibliographic citation. The Agency has also attempted to
unite basic documents and commentaries upon them, treating them as a single study.

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

FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry
consists of a citation ‘containing standard elements followed, in the case of material
submitted to EPA, by a description of the earliest known submission. Bibliographic
conventions used reflect the standard of the American National Standards Institute
(ANSI), expanded to provide for certain special needs.

a. Author. Whenever the author could confidently be identified, the Agency has
chosen to show a personal author. When no individual was identified, the
Agency has shown an identifiable laboratory or testing facility as the author.
When no author or laboratory could be identified, the Agency has shown the first
submitter as the author.

b. Document date. The date of the study is taken directly from the document.
When the date is followed by a question mark, the bibliographer has deduced the
date from the evidence contained in the document. When the date appears as
(1977), the Agency was unable to determine or estimate the date of the document.

c. Title. In some cases, it has been necessary for the Agency bibliographers to
create or enhance a document title. Any such editorial insertions are contained




between square brackets.

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

(H

3]

3)

C)

Submission date. The date of the earliest known submission appears
immediately following the word "received.”

Administrative number. The next element immediately following the
word "under” s the registration number, experimental use permit number,
petition number, or other administrative number associated with the
earliest known submission.

Submitter. The third element is the submitter. When authorship is
defaulted to the submitter, this element is omitted.

Volume Identification (Accession Numbers). The final element in the
trailing parentheses identifies the EPA accession number of the volume in
which the original submission of the study appears. The six-digit
accession number follows the symbol "CDL," which stands for “Company
Data Library." This accession number is in turn followed by an
alphabetic suffix which shows the relative position of the study within the

" volume.
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MRID CITATION

00155224 McAllister, W.; Bowman, J.; Cohle, P. (1985) Acute Toxicity of Zinc Oxide to
Bluegill Sunfish (Lepomis macrochirus):Static Acute Toxicity Report No.
AB-85-134 prepared by Analytical Bio-chemistry Laboratories Inc.

00155225 Beavers, J.; (1985) Zinc Oxide: A Dietary LC;, Study with the Bobwhite: Final
Report Project No. 139-224. Unpublished study prepared by Wildlife
International Ltd.

00155226 Beavers, J. (1985) Zinc Oxide: An Acute Oral Toxicity Study with the Bobwhite:
Final report Project No. 139-224. Unpublished study prepared by Wildlife
International Ltd.

00155227 Forbis, A.; Georgie, L.; Burgess, D. (1985) Acute Toxicity of Zinc Oxide to

' Daphnia magna: Static Acute Toxicity Report No. 33229. Unpublished

Monsanto Study No. AB-85-136 prepared by Analytical Bio-Chemistry
Laboratories, Inc.

00155228 McAllister, W.; Bowman, J.; Cohle, P.-(1985) Acute Toxicity of Zinc oxide 10
Rainbow’ Trout (Salmo gairdneri). Static Acute Toxicity Report No.
33228. Unpublished Monsanto Study no. AB-85-135 prepared by
Analytical Bio-Chemistry Laboratories Inc.

41672401 Waltz, D. (1990) Product Chemistry of Zinc Oxide. Unpublished study prepared
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APPENDIX D

List of Available Related Documents

The following is a list of available documents related to zinc salts. Its purpose is to
provide a path to more detailed information if it is needed. These accompanying documents are
part of the Administrative Record for zinc salts and are included in the EPA’s Office of Pesticide
Programs Public Docket.

1. Health and Environmental Effects Science Chapters

2. Detailed Label Usage Information System (LUIS) Report

3. Zinc salts RED Fact Sheet

4. PR Notice 91-2 (included in this appendix) pertains to the Label Ingredient
Statement




. . g(ﬁ 5",’

&
A UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
M § WASHINGTON, D.C. 20480
”ﬁad@g '
[ X"} 2
’ OFFICE
PR NOTICE 91-2 nmneuoug'roxc
SUBSTANCES

NOTICE TO MANUFACTURERS, PRODUCERS, FORMULATORS,
AND REGISTRANTS OF PESTICIDES

ATTENTION: Persons Responsible for Federal Registration of
Pesticide Products.

SUBJECT: Accuracy of Stated Percentages for Ingredients o,
Statement

I. PURPOSE:

. The purpose of this notice is to clarify the Office of
Pesticide Program's policy with respect to the statement of
percentages in a pesticide's label's ingredient statement.
Specifically, the amount (percent by weight) of ingredient(s)
specified in the ingredient statement on the label must be stated
* as the nominal concentration of such ingredient(s), as that term is
defined in 40 CFR 158.153(i). Accordingly, the Agency has
establigshed the nominal concentration as the only acceptable label

claim for the amount of active ingredient in the product.

II. BACKGROUND

For some time the Agency has accepted two different methods of
identifying on the label what percentage is claimed for the
ingredient(s) contained in a pesticide. Some applicants claimed a
percentage which represanted a level between the upper and the
lower certified limits. This was referred to as the nominal
concentration. Other applicants claimed the lower limit as the
percentage of the ingredient(s) that would be expected to be
present in their product at the end of the product's shelf-life.
Unfortunately, this led to a great deal of confusion among the
regulated industry, the regulators, and the consumers as to exactly
how much of a given ingredient was in a given product. The Agency
has established the nominal concentration as the only acceptable
label claim for the amount of active ingredient in the product.

PN Current regulations require that the percentage listed in the
. active ingredient statement be as precise as possible reflecting
good manufacturing practices 40 CFR 156.10(g)(5). The certified
limits' required for each active ingredient are intended to
encompass any such "good manufacturing practice" variations 40 CFR

" 158.175(c) (3).
& Primod on Recycled Paper




The upper and lower certified limits, which must be proposed in
connection with a product's registration, represent the amounts of
an ingredient that may legally be present 40 CFR 158.175. The lower
certified limit is used as the enforceable lower limit for the
product composition according to PIFRA section 12(a) (1) (C), while
the nominal concentration appearing on the label would be the
routinely achieved concentration used for calculation of dosages
and dilutions. .

The nominal concentration would in fact state the greatest
degree of accuracy that is warranted with respect to actual product
composition because the nominal concentration would be the amount
of active ingredient typically found in the product. .

It is important for registrants to note that certified limits
for active ingredients are not considered to be trade secret
information under FIFRA section 10(b). In this respect the
certified limits will be routinely provided by EPA to States for
enforcement purposes, since the nominal concentration appearing on
the label may not represent the enforceable composition for
purposes of section 12(a) (1) (C). .

III. REQUIREMENTS

As described below under Unit V. ® CONPLIANCE SCHEDULE," all
currently registered products as well as all applications for new
registration must comply with this Notice by specifying the nominal
concentration expressed as a percentage by weight as the label
claim in the ingredient(s) statement and equivalence statements if
applicable (e.g., elemental arsenic, metallic zinc, salt of an
acid). In addition, the requirement for performing sample analyses
of five or more representative samples must be fulfilled. Copies of
the raw analytical' data must be submitted with the nominal
ingredient label claim. Further information about the analysis

‘requirement may be found in the 40 CFR 158.170. All products are

required to provide certified limits for each active, inert
ingredient, impurities of toxitological significance(i.e., upper
linit(s) only).and on a case by case basis as specified by EPA.
These limits are to be set based on -representative sampling and
chemical analysis(i.e., quality control) of the product.

The format.of the ingredient statement must conform to 40 CFR
156-labeling Requirements For Pesticides and Devices.

After July 1, 1997, all pesticide ingredient atatenents must
be changed to nominal concentration.
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IV. PRODUCTS THAT REQUIRE EFFICACY DATA

All pesticides are required to be efficacious. Theretore,
the certified lowver limits may not be lower then the minimum
level to achieve efficacy. - This is extramely important for
products vhich are intended to control pests which threaten the
public health, e.g., certain antimicrobial and rodenticide
_products. Refer to 40 CFR 158.640.

In those cases where efficacy limits have been established,
the Agency will not accept certified lower limits which are below
that level for the shelf life of the product.

V. COMPLIANCE SCHEDULE

As described earlier, the purpose of this Notice is to make
the registration process more uniform and more manageable for
both the agency and the regulated community. It is the Agency's
intention to implement the requirements of this notice as
smoothly as possible so as not to disrupt or delay the Agency's
high priority programs, i.e., reregistration, new chemical, or
fast track (FIFRA section 3(¢c)(3)(B). Therefore, h
applicants/registrants are expected to comply with the
requirements of this Notice as follows:

(1) Beginning July 1, 1991, all new product
registrations submitted to the Agency
areito comply with the requirements of this
Notice.

(2) Registrants having products subject to '
reregistration under FIFRA section 4(a) are to
comply with the requirements of this Notice when
specific products are called in by the Agency
under Phase V of the Reregistration Program.

(3) All other products/applications that are
not subject to (1) and (2) above will have until
July 1, 1997, to comply with this Notice.
Such applications should note "Conversion
to Nominal Concentration® on the application
form. These types of amendments will not be
handled as "Fast Track® applications but
will be handled as routine requests.

VI. PFOR FURTHER INFORMATION
Contact Tyrone Aiken for information or questions concerning

this notice on (703) $57-502¢.
.é“‘-‘-g'waﬁ“

Anne E. Lindsay, Director
Registration Division (H-7505

.
~




o % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

“« us‘“‘,
DATA CALL~-IN NOTICE
OFFICE OF
: PESTCDES AND TOXIC
CERTIFIED MAIL SURSTANCES

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide
products containing the active ingredient identified in
Attachment A of this Notice, the Data Call-In Chemical Status
Sheet, to submit certain product specific data as noted herein to
the U.S. Environmental Protection Agency (EPA, the Agency).

These data are necessary to maintain the continued registration
of your product(s) containing this active ingredient. Within 90
days after you receive this Notice you must respond as set forth
in Section III below. Your response must state:

1. How you will comply with the requirements set forth in
this Notice and its Attachments A through G; or

2. Why you believe you are exempt from the requirements
listed in this Notice and in Attachment C,
! , (see

section III-B): or

3. Why you believe EPA should not require your submission
of product specific data in the manner specified by this
Notice (see section III-D).

If you do not respond to this Notice, or if you do not
satisfy EPA that you will comply with its requirements or should
be exenpt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension.
We have provided a list of all of your products subject to this

Notice in Attachment B, Data Call-In Response Form, &s well as a
list of all registrants who vere sent this Notice (Attachment F).

The authority for this Notice is section 3(c)(2)(B) of the
Federal Insecticide, Fungicide and Rodenticide Act as amended
(FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this
information is authorized under the Paperwork Reduction Act by
OMB Approval No. 2070~0107 (expiration date 12-31-92).
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This Notice is divided into six sections and seven
Attachments. The Notice itself contains information and
instructions applicable to all Data Call-In Notices. The
Attachnents contain specific chexical information and
instructions. The six sections of the Notice are:

Section I -~ Why You Are Receiving This Notice
Section II -~ Data Required By This Notice
Section III - COmgliancc With Regquirezents Of This
. Notice L
Section IV = Conseguences Of PFailure To Comply With
This Notice
. Section V =~ Registrants' Obligaticn To Report
Possible Unreasonable Adverse Effects
. » Section VI =~ Ingquiries And Responses To This Notice

-~ . The Attachments to this Notice are:

EEH
EEI;F

oM Taowd»

SECTION I. WY XQU ARE RECEIVING THIS NOTICE

.- The Agency has reviewed existing data for this active
ingredient and reevaluated the data needed- to support continued
registration of the subject active ingredient. The Agency has
concluded that the only additional data necessary are preoduct
specific data. No additional generic data requirements are being
imposed. You have been sent this Notice because you have
product(s) containing the subject active ingredient.

SECTION II. DATA REQUIRED BY THIS NOTICE
II-A. DATA REQUIRED

The product specific data required by this Notice are

specified in Attachment C, '
. Depending on the results of the studies required in

Response Fornm
this Notice, additional testing may be required.
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- 1I-B. SCHEDULE FOR SUBMISSION OF DATA
You are required to submit the data or otherwise satisfy the

data requirenents specified in Attachment C,
and Registrant's Response Porm, within the timeframes provided.

o b0 w eenammme o

I1-C. ZESTING PROTOCOL

All studies required under this Notice must be conducted in
accordance vith test standards outlined in the Pesticide Assessment
Guidelines for those studies for which guidelines have been
established.

g These EPA Guidelines are available from the National Technical
Information Service (NTIS), Attn: Order Desk, 5285 Port Royal Road,
Springfield, Va 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Economic
Cooperation and Development (OECD) are also acceptable if the OECD-
recommended test standards conform to those specified in the

.Pesticide Data Requirements regqulation (40 CFR § 158.70). When
using the OECD protocols, they should be modified as appropriate so
that the data generated by the study will satisfy the requirements
of 40 CFR § 158. Normally, the Agency will not extend deadlines
for complying with data requirements when the studies were not
conducted in accordance with acceptable standards. The OECD
protocels are available from OECD, 1750 Pennsylvania Avenue N.W.,
washington, D.C. 20006.

- All new studies and proposed protocols submitted in response
to this Data Call-In Notice must be in accordance with Good
Laboratory Practices [40 CFR Part 160.3(a)(6)].

II-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(c)(2)(B) NOTICES
ASSUED BY THE AGENCY

Unless otherwise noted herein, this Data Call-In does not in

v
Call-In{s), or any other agreenents sntered into with the Agency
pertaining to such prior Notice. Registrants must comply with the
requirements of all Notices to aveid issuance of a Notice of Intent
to Suspend their affected products.

SECTION IIT. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE
.1114"- SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially reguired by this Notice
for product specific data must be subnitted to the Agency within 90
days after your receipt of this Notice. Failure to adeguately
respond to this Notice within 50 days of your receipt will be a
basis for issuing a Notice of Intent to Suspend (NOIS) affecting
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your products. This and other bases for issuance of NOIS due to
failure to comply with this Notice are presented in Section IV-A
and Iv-B.

III-B. OQPTIQONS FOR RESPONDING TO THE AGENCY

The options for responding to this Notice for product specific
data are: (a) voluntary cancellation, (b) agree to satisfy the
product specific data rcquirancnt- imposed by this Notice or '(¢)
request 8 data vaiver(s). i

A discussion of how to rospond if you choose the Veluntary
Cancellation option is presented below. A discussion of the
variocus options available for satisfying the product specific data
requirenents of this Notice is contained in Section III-C. A
discussion of options relating to requests for data waivers is
contained in Section III-D.

There are two forms that accompany this Notice of which,
depending upon your response, one or both must be used in your
response to the Agency. These fornms are the Data-Call-In Response
Form, and the t ' ‘
Attachment B and Attachment C. The Data Call-In Response Form must
be subnitted as part of every response to this Notice. 1In
addition, one copy of the
ngggnﬁg_zg:m_ must be subnmitted for each product listed on the

unless the voluntary cancellation option
is selected or unless the product is identical to another (refer to
the instructions for completing the Data Call-In Response Form in
Attachnent B). Please ncte that the conpany's authorized
representative is regquired to sign the first page of the Data Call-
In Response Form and
Form (i2 this form is required) and initial any subsequent pages.
The forms contain separate detailed instructions on the response
options. Do not alter the printed material. If you have gquestions
or need assistance in preparing your response, call or write the
contact person(s) identified in Attachment A.

1. Yoluntary Cancellation - You may avoid the regquirements of
this Notice by requesting veluntary cancellation of your product(s)
containing the active ingredient that is the subject of this :
Notice. If you wish to voluntarily cancel your product, you must
submit a completed Data Call-In Response Form, indicating your
election of this option. Voluntary cancellation is item number 5
on the - . It you choose this option, this

is the only form that you are required to complete.

If you choose to voluntarily cancel your product, further sale
and distribution of your product after the effective date of
cancellation must be in accordance with the Existing Stocks
provisions of this Notice which are contained in Section 1Iv-C.
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2. Satisfying the Product Specific Data Requirements of this

Notice. There are various options available to satisfy the product

specific data requirements of this Notice. These options are
discussed in Section III-C of this Notice and eonprilo options 1
through 6 on the

and item numbers 7a and 7b on_the -

Deletion of a use(s) and the low volume/minor use option are not
valid options for fulfilling product specific data requirements.

3. Request for Product Specific Data Waivers. Waivers for
product specific data are discussed in Section III-D of this Notice

and ars covorod by option 7 on the
. If you choose this option, you must

subnit both forms as vell as any other information/data pertaining
to the option chosen to address the data requirement.
IIT-C EATISFYING THE DATA REQUIREMENTS OF THIS NOTICE
If you acknowledge on the Data Call-In Response Porm that you

agree to satisfy the product specific data regquirements (i.e. you
select option 7a or 7b), then you must select onc of the six
.options on the Form

" related to data production for each data raquirement. Your option
selection should be entered under item number 9, "Registrant
Response.” The six options related to data production are the
first six options discussed under jitem 9 in the instructions for
completing the Requirements Status and Registrant's Response Form.
These six options are listed immediately below with information in
parentheses to guide registrants to additional 1nstructions
provided in this Section. The options are:

(1) I will generate and submit data within the specified
timefrane (Developing Data)

(2) I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing)

(3) I have made offers to cost-gshare (Offers to Cost Share)

(4) I am submitting an existing study that has not been
submitted previocusly to the Agency by anyone (Subnitting
an Existing Study)

(5) I am subnmitting or citing data to upgrade a ltudy
classified by EPA as partially acceptable and upgradeable
(Upgrading a Study)

(6) I am citing an existing study that EPA has classified as
acceptable or an existing study that has been submitted
but not reviewed by the Agency (Citing an Existing Study)

gption 1. Developing Data -- If you chocose to develop the
quired data it must be in conformance with Agency déadlines and
ith other Agency requirements as referenced herein and in the
attachments. All data generated and submitted must comply with the
Good lLaboratory Practice (GLP) rule (40 CFR Part 160), be conducted
according to the Pesticide Assessment Guidelines (PAG), and be in
conforzance with the regquirsments of PR Notice 86-5.




The time frames in the Reguirements Status and Registrant's
Response Forp are the time frames that the Agency is allowing for
the submission of completed study reports. The noted deadlines run
fron the date of the receipt of this Notice by the registrant. 1If
the data are not submitted by the deadline, each registrant is
subject to receipt of a Notice of Intent to Suspend the affected
registration(s).

If you cannot subnit the data/reports to the Agency in the time
Tequired by this Notice and intend to seek additional time to meet
the requirenents(s), you must submit a regquest to the Agency which
includes: (1) a detailed description of the expected difficulty and
(2) a proposed schedule including alternative dates for meeting
such regquirements on a step-by-step basis. You must explain any
technical or laboratory difficulties and provide documentation from
the laboratory perforning the testing. While EPA is considering
your reguest, the original deadline rezains. The Agency will
respond to your request in writing. If EPA does not grant your
request, the original deadline remains. ' Normally, extensions can
be requested only in cases of extraordinary testing problems beyond
the expectation or control of the registrant. Extensions will not
be given in submitting the 90-day responses. Extensions will not
be considered if the request for extension is not made in a timely
fashion; in no event shall an extension request be considered if it
is submitted at or after the lapse of the subject deadline.

Option 2, Agree to Share in Cost to Develop Data --Registrants
may only choose this option for acute toxicity data and certain
efficacy data and only if EPA has indicated in the attached data
tables that your product and at least one other product are similar
for purposes of depending on the sanme data. If this is the case,
data may be generated for just one of the products in the group.
The registration number of the product for which data will be
submitted pust be noted in the agreement to cost share by the
registrant selecting this option. If you choose to enter into an
agreement to share in the cost of producing the required data but
will not be submitting the data yourself, you must provide the name
of the registrant who will be submitting the data. You must also
provide EPA with documentary evidence that an agreement has been
formed. Such evidence may be your letter offering to join in an
agreenent and the other registrant's acceptance of your offer, or a
vritten statement by the parties that an agreement exists. The
agreement to produce the data nesd not specify all of the terms of
the final arrangement between the parties or the mechanism to
resolve the terms. Section 3(c)(2)(B) provides that if the parties
cannot resclve the terms of the agreement they may resolve their
differences through binding arbitration. -

Qption 3, Offer to Share in the Cost of Data Development
This option only applies to acute toxicity and certain efficacy
data as described in option 2 above. If you have made an offer to
pay in an attempt to enter into an agreement or amend an existing
agreement to meet the regquirements of this Notice and have been

(.
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unsuccessful, you may reguest EPA (by selecting this option) to
exercise its discretion not to suspend your registration(s),
although you do not comply with the data submission regquirsments of
this Notice. EPA has deternmined that as a general policy, absent
other relevant considerations, it will not suspend the registratien
of a product of a registrant who has in good faith sought and
continues to seek to enter into a joint data develcpment/cost
sharing program, but the other registrant(s) developing the data
has refused to accept your offer. To qualify for this eoption, you
nust subamit documentation to the Agency proving that you have made
an offer to another registrant (wvho has an obligation to submit
data) to share in the burden of developing that data. You must
also submit to the Agency a completed EPA Form 8570-32,
Certification of Offer to Cost Share in the Development of Data,
Attachment G. In addition, you must demonstrate that the other
registrant to wvhem the offer was made has not accepted your offer
to enter into a costsharing agreement by including a copy of your
offer.and proof of the other registrant's receipt of that offer
(such as a certified mail receipt). Your offer must, in addition
to anything else, offer to share in the burden of producing the.
data upon terms to be agreed or failing agreement to be bound by
binding arbitration as provided by FIFRA section 3(c) (2) (B) (iii)
.and nust not qualify this offer. The other registrant must also
inform EPA of its election of an opticn to develop and subnmit the
data required by this Notice by submitting a Data Call-In Response

Form and a '
comnmitting toc develop and submit the data required by thisg Notice.
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In order for you to avoid suspension under this option, you may
not withdraw your offer to share in the burdens of developing the
data. In addition, the other registrant mpust fulfill its
commitment to develop and submit the data as reguired by this
Notice. If the other registrant fails to develop the data or for
sone other reason is subject to suspension, your registration as
well as that of the other registrant will normally be subject to
initiation of suspension proceedings, unless you commit to submit,
and do submit the required data in the specified time frame. 1In
such cases, the Agency generally will not grant a time extension
for submitting the data.

Sption 4, Submitting an Existing Studv == If you choose to
submit an existing study in response to this Notice, you must
deternine that the study satisfies the requirements imposed by this
Notice. You may only submit a study that has not been previously
submitted to the Agency or previously cited by anyone. Existing
studies are studies which predate issuance of this Notice. Do not
use this option if you are submitting data to upgrade a study. (See

option 8).

‘I’ You should be aware that if the Agency determines that the
study is not acceptable, the Agency will require you to comply with
this Notice, normally without an extension of the required date of
submission. The Agency may deternine at any time that a study is
not valid and needs to be repeated.
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To meet the requirements of the DCI Notice for submitting an
existing study,
Ret:

a. You must certify at the time that the existing study is
submitted that the raw data and spscinmens from the study are
available for audit and review and you must identify where they
are availadble. This must be done in accordance with
the requirements of the Good lLaboratory Practice (GLP)

. regulation, 40 CFR Part 160. As stated in 40 CFR 160.3(J)

" ® f[rlaw data' means any laboratory worksheets, records,
meporanda, notes, or exact copies thereof, that are the result

. ©f original observations and activities of a study and are

" necessary for the reconstruction and evaluation of the report

. of that study. In the event that exact transcripts of raw data
- have been preparsd (e.g., tapes which have been transcribed
verbatim, dated, and verified accurate by signature), the exact
copy or exact transcript may be substituted for the original
source as raw data. 'Raw data' may include photographs, )
microfilm or microfiche copies, computer printouts, magnetic
media, including dictated observations, and recorded data from .
automated instruments." The ternm “specimens", according to 40
CFR 160.3(k), means "any material derived from a test system
for examination or analysis."

b. Health and safety studies conmpleted after May 1984 must alsc
contain all GLP-regquired quality assurance and quality control
information, pursuant to the requirements of 40 CFR Part 160.
Registrants must also certify at the time of submitting the
existing study that such GLP information is available for post-
May 1984 studies by including an appropriate statement on or
attached to the study signed by an authorized official or
representative of the registrant.

¢. You must certify that each study fulfills the acceptance

criteria for the Guideline relevant to the study provided in . ., .eE)
the FIFRA Accelerated Reregistration Phase 3 Technical Guidance ,

and that the study has been conducted according to the i

Pesticide Assesspent Guidelines (PAG) or meets the purpose. of

the PAG (both available from NTIS). A study not conducted

according to the PAG may be submitted to the Agency for .o
consideration if the registrant believes that the study clearly

meets the purpose of the PAG. The registrant is referred to 40

CFR 158.70 which states the Agency's policy regarding .

acceptable protocols. If you wish to subnit the study, you

must, in addition to certifying that the purposes of the PAG

are met by the study, clearly articulate the rationale why you .
believe the study meets the purpose of the PAG, including ‘l’
copies of any supporting information or data. It has been the

Agency's experience that studies completed prior to January

1970 rarely satisfied the purpose of the PAG and that necessary

raw data are usually not available for such studies.
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If you subnit an existing study, you must certify that the
study meets all requirezents of the criteria outlined above.

If you know of a study pertaining to any requirement in this
Notice which does not mest the criteria cutlined above but does
contain factual information regarding unreasonable adverse effects,
you must notify the Agency of such a study. If such study is in
the Agency's files, you need only cite it along with the
notification. If not in the Agency's files, you must subnit a
sumnary and copies as regquired by PR Notice 86-5.

.@ption 5, Upgrading a Study -- If a study has been classified
as partially acceptable and upgradeable, you may submit data to
upgrade that study. The Agency will reviev the data submitted and
deternine if the reguiresment is satisfied. If the Agency decides
the requirement is not satisfied, you may still be required to
submit new data normally without any time extension. Deficient,
but upgradeable studies will normally be classified as
supplenental. However, it is important to note that not all
studies classified as supplemental are upgradeable. If you have
questions regarding the classification of a study or vhether a

Qtudy may be upgraded, call or write the contact person listed in

ttachment A. If you submit data to upgrade an existing study you
nust satisfy or supply information to correct all deficiencies in
the study identified by EPA. You must provide a clearly
articulated rationale of how the deficiencies have been remedied or
corrected and why the study should be rated as acceptable to EPA.
Your submission must also specify the MRID number(s) of the study
which you are attezpting to upgrade and rust be in conformance with
PR Notice 86-5.

Do not submit additional data for the purpose of upgrading a
study classified as unacceptable and determined by the Agency as
not capable of being upgraded.

This option should alsc be used to cite data that has been
previcusly submitted to upgrade a study, but has not yet been
revieved by the Agency. You pust provide the MRID number of the -
data ;ugmissien as well as the MRID number of the study being
upgraded. ‘

The criteria for submitting an existing study, as specified in
opticn 4 above, apply to all data submissions intended to upgrade
studies. Additionally your submission of data intended to upgrade
studies must be accompanied by a certification that you comply with
each of those criteria as vell as a certification regarding
protocol compliance with Agency requirenments.

option €6, Citing Existing Studies -~ If you choose to cite &
study that has been praeviously submitted to EPA, that study nmust

have been previously classified by EPA as acceptable or it must be
a study which has not yet been reviewed by the Agency. Acceptable
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toxicology studies generally will have been classified as “core-
guideline®™ or "core minimum."™ For all other disciplines the
_classification would be "acceptable.® " With respect to any studies
for vhich you wish to select this option you must provide the MRID
number of the study you are citing and, if the study has been
reviewed by the Agency, you must provide the Agency's
,classification of the study.

If you are citing a study of which you are not the original
:;;: subzitter, you must submit a completed copy of EPA Form

=31, Certification with Respect to Data Compensgation
Requirements

. - ¢ Registrants who select one of the above 6 options must meet all
of the requirements described in the instructions for completing
Requirements Status and

the Data Call-In Response Form and the
Registrant's Response Form, as appropriate.

III-D REQUESTS FOR DATA WAIVERS

If you regquest a waiver for product specific data because you
believe it is inappropriate, you must attach a complete
justitication for the request, including technical reasons, Qdata
and references to relevant EPA regulations, guidelines or policies.
(Note: any supplemental data must be submitted in the format
required by PR Notice 86-5). This will be the gnly opportunity to
state the reascns or provide information in support of your
request., If the Agency approves your waiver request, you will not
be required to supply the data pursuant to section 3(c)(2)(B) of
FIFRA. If the Agency denies your waiver request, you must choose
an option for meeting the data regquirements of this Notice within
30 days of the receipt of the Agency's decision. You must indicate
and subnit the opticn chosen on the

s ' Form. Product specific data requirements for
product chemistry, acute toxicity and efficacy (where appropriate)
are required for all products and the Agency will grant a waiver
only under extraordinary circumstances. You should also be awvare
that subnitting a waiver request will pot automatically extend the
due date for the study in gquestion. Waiver requests submitted
without adeguate supporting rationale will be denied and the
original due date will remain in force. .

IV. CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE
IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of Intent to Suspend products
subject to this Notice due to failure by a registrant to comply
vith the requirements of this Data Call-In Notice, pursuant to
FIFRA section 3(c)(2)(B). Events which may be the basis for
issuance of a Notice of Intent to Suspend include, but are not
limited to, the following:
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1. Pailure to respond as required by this Notice within 90
days of your receipt of this Notice.

2. Pailure to submit on the required schedule an acceptable
proposed or final protocol if such is required to be submitted
to the Agency for review.

3. TFailure to subnit on the required schedule an adegquate
progress rsport on a study if regquired by this Notice.

4. Pailure to submit on ‘the required schedule acceptable
data as reguired by this Notics.

8. Failure to take & reguired action or submit adequate

. -information pertaining to any option chosen to address the data

. regquirements (e.g., any required action or information

- pertaining to subaission or citation of existing studies or
offers, arrangements, or arbitration on the sharing of costs or
the formation of Task Forces, failure to comply with the terms
of an agreement or arbitration concerning joint data
dngalopncnt or failure to comply with any terms of a data
waiver).

. €. Failure to submit supportable certifications as to the
conditions of submitted studies, as required by Sectioen III-C
of this Notice.

7. Withdrawal of an offer to share in the cost of developing
required data.

8. Failure of the registrant to whom you have tendered an offer
to share in the cost of developing data and provided proof of
the registrant's receipt of such offer sither to:

a. Inform EPA of intent to develop and submit the data
required by this Notice on & Data Call~In Response Form and a
Requirements Status and Registrant's Response

Form;

b. Fulfill the commitment to develop and submit the data as
required by this Notice; or -

c. Otherwvise take appropriate steps to mest the reguirements
stated in this Notice, unless you commit to submit and do
submit the required data in the specified time franme.

9. PFailure to take any required or appropriate steps, not
mentioned above, at any time following the issuance of this

Notice.
‘lkﬁih HA5IS_IQR_EEIE8HIEAIIQE_IHAI_EHBBIIZED_szﬂnx;IS
UNACCEPTARLE A

The Agency may determine that a study (even if submitted within
the reguired time) is unacceptable and constitutes a basis for
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issuance of a Notice of Intent to Suspend. The grounds for
suspension include, but are not limited to, failure to meet any of
the following:

1. EPA requirenents specified in the Data Call~-In Notice or
other documents incorporated by reference (including, as
applicable, EPA Pesticide Assessment Guidelines, Data Reporting
Guidelines, and GeneTox Health Effects Test Guidelines)
regarding the design, conduct, and reporting of regquired
studies. Such requirements. include, but are not limited to,
. those relating to test material, test procedures, selection of

species, number of animals, sex and distribution of animals,

* dose and effect levels to be tested or attained, duration of

. test, and, as applicable, Good lLaboratoery Practices.

~ 2. EFA requirements regarding the subnmission of protocols (if
- "applicable), including the incorporation of any changes
required by the Agency following review.

3. EPA requirements regarding the reporting of data, including
the manner of reporting, the completeness of results, and the
adequacy of any reguired supporting (or raw) data, including,
but not limited to, requirements referenced or included in this
Notice or contained in PR 86-5. All studies must be submitted
in the form of a final report; a preliminary report will not be
considered to fulfill the subnmission requirement.

Iv-C EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS

EPA has statutory authority to permit continued sale,
distribution and use of existing stocks of a pesticide product
vhich has been suspended or cancelled if doing so would be
consistent with the purposes of the Act.

The Agency has determined that such disposition by registrants
of existing stocks for a suspended registration when a section
3(c) (2) (B) data request is ocutstanding would generally not be
consistent with the Act's purposes. Accordingly, the Agency
anticipates granting registrants permission to sell, distribute, or
use existing stocks of suspended product(s) only in exceptional
circumstances. If you believe such disposition of existing stocks
of your product(s) which may be suspended for failure to comply
with this Notice should be permitted, you have the burden of
clearly demonstrating to EPA that granting such permission would be
consistent with the Act. You must also explain why an "existing
stocks™ provision is necessary, including a statement of the
quantity of existing stocks and your estimate of the time required
for their sale, distribution, and use. Unless you meet this burden
the Agency will not consider any request pertaining to the
continued sale, distribution, or use of your existing stocks after
suspension.

If you request a voluntary cancellation of your product(s) as a
response to this Notice and ycur product is in full compliance with
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all Agency requirements, you will have, under most circumstances,
one year from the date your 90 day response to this Notice is due,
to sell, distridbute, or use existing stocks. Normally, the Agency
will allow persons other than the registrant such as independent
distributors, retailers and end users to sell, distribute or use
such existing stocks until the stocks are exhausted. Any sale,
distribution or use of stocks of veluntarily cancelled products
containing an active ingredient for wvhich the Agency has particular
risk concerns will be deterzined on a case-by-case basis.

Requests for voluntary cancellation received after the 90 day
response period required by this Notice will not result in the
Agency granting any additional time to sell, distribute, or use
existing stocks beyond a year from the date the 90 day response was
due’'ynlegss you demonstrate to the Agency that you are in full
compliance with all Agency requirenments, including the requirements
of this Notice. For example, if you decide to voluntarily cancel
your registration six months before a 3 year study is scheduled to
be subnmitted, all progress reports and other information necessary
to establish that you have been conducting the study in an )
acceptable and good faith manner must have been submitted to the
Agency, before EPA will consider granting an existing stocks

. provisioen.

SECTION V. REGISTRANTS' ORLIGATION TO REPORT POSSIBLE
UNREASONABLE ADVERSE EFFECIS

Registrants are reminded that FIFRA section 6(a)(2) states that
if at any time after a pesticide is registered a registrant has
additional factual information regarding unreascnable adverse
effects on the environment by the pesticide, the registrant shall
submit the information to the Agency. Registrants must notify the
Agency of any factual information they have, from wvhatever source,
including but not limited to interim or preliminary results of
studies, regarding unreascnable adverse effects on man or the
environment. This requirsment continues as long as the products
ars registered by the Agency.

SECTION VI. ZINQUIRIES AND RESPONSES TO THIS NOTICE

- If you have any questions regarding the requirements and
procedures established by this Notice, call the contact person(s)
listed in Attachment A, the - .

All responses to this Notice (other than veluntary cancellation

requests) must include a conpleted Data Call-In Response FPorm and a

ompletead '

(Attachment B and Attachment C) and any other documents required by
this Notice, and should be subnmitted to the contact person(s)
identified in Attachment A. If the voluntary cancellation optien is

chosen, only the Data Call-In Response Form need be submitted.
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The Office of Compliance Monitoring (OCM) of the Office of
Pesticides and Toxic Substances (OPTS), EPA, will be menitoring the
data being generated in response to this Notice.

Sincerely yours,

.Daniel M. Barolo, Director
.« Special Review and
Reregistration Division

: Attachrents

N
N

G onNwd




ATTACHMENT A

CHEMICAL STATUS SHEET




ZINC SALTS: DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

You have been sent this Generic Data Call-In Notice because you have product(s)
containing zinc chloride or zinc sulfate.

This Generi¢c Da 1-In Chemical Status Sheet, contains an overview of data required
by this notice, and point of contact for inquiries pertaining to the reregistration of zinc salts.
This attachment is to be used in conjunction with (1) the Generic Data Cali-In Notice, (2) the
Generic Data Call-In Response Form (Attachment B), (3) the Requirements Status and
Registrant’s Form (Attachment C), (4) a list of registrants receiving this DCI (Attachment D),
(5) the EPA Acceptance Criteria (Attachment E), and (6) the Cost Share and Data Compensation

Forms in replying to this Zinc Salts Generic Data Call-In (Attachment F). Instructions and
guidance accompany each form.

DATA REQUIRED BY THIS NOTICE

The additional data requirements needed to complete the generic database for zinc salts
are contained in the Requirements Status and Registrant’s Response, Attachment C. The Agency
has concluded that additional product chemistry data on zinc chloride, zinc sulfate and zinc oxide
are needed. These data are needed to fully complete the reregistration of all eligible zinc salts
products. '

IN IES A PONSES THIS NOTI

If you have any questions regarding the generic data requirements and procedures
established by this Notice, please contact Mark Wilhite at (703) 308-8586.

All responses to this Notice for the generic data requirements should be submitted to:

Mark Wilhite, Chemical Review Manager
Accelerated Reregistration Branch

Special Review and Registration Division (H7508W)
Office of Pesticide Programs

U.S. Environmental Protection Agency

Washington, D.C. 20460

RE: ZINC SALTS




ATTACHMENT B

GENERIC DATA CALL-IN RESPONSE FORMS (Form A)
PLUS INSTRUCTIONS




SPECIFIC INSTRUCTIONS FOR
THE DATA CALL-IN RESPONSE FORM

This form is designed to be used to respond to call-ins for
generic and product specific data for the purpose of
reregistering pesticides under the Federal Insecticide Fungicide
and Rodenticide Act. Fill out this form each time you are
responding to a data call-in for which EPA has sent you the form
entitled "Requirements Status and Registrant's Response.™

Items 1 -4 will have been preprinted on the form. Items 5
through 7 must be completed by the registrant as appropriate.
Items 8 through 11 must be completed by the registrant before
submitting a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 15 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.

INSTRUCTIONS

Item 1. This item identifies your company name, number and
address.

Item 2. This item identifies the case number, case name, EPA
chemical number and chemical name.

Item 3. This item identifies the date and type of data call-in.

Item 4. This item identifies the EPA product registrations
relevant to the data call-in. Please note that you are
also responsible for informing the Agency of your
response regarding any product that you believe may be
covered by this data call-in but that is not listed by
the Agency in Item 4. You must bring any such apparent
omission to the Agency's attention within the period
required for submission of this response form.

Item 5. Check this item for each product registration you wish
to cancel voluntarily. If a registration number is
listed for a product for which you previously requested
voluntary cancellation, indicate in Item 5 the date of
that request. You do not need to complete any item on




Item
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Item

Item

6a.

6b.

7a.

7b.

2

the Reguirements Status and Registrant's Response Form
for any product that is voluntarily cancelled.

Check this item if this data call-in is for generic
data as indicated in Item 3 and if you are eligible for
a Generic Data Exemption for the chemical listed in
Item 2 and used in the subject product. By electing
this exemption, you agree to the terms and conditions
of a Generic Data Exemption as explained in the Data
Call-In Notice.

If you are eligible for or claim a Generic Data
Exemption, enter the EPA registration Number of each
registered source of that active ingredient that you
use in your product.

Typically, if you purchase an EPA-registered product
from one or more other producers (who, with respect to
the incorporated product, are in compliance with this
and any other outstanding Data Call-In Notice), and
incorporate that product into all your products, you
may complete this item for all products listed on this
form. If, however, you produce the active ingredient
yourself, or use any unregistered product (regardless
of the fact that some of your sources are registered),
you may not claim a Generic Data Exemption and you may
not select this item.

Check this Item if the data call-in is a generic data
call-in as indicated in Item 3 and if you are agreeing
to satisfy the generic data requirements of this data
call-in. Attach the Reguirements Status and
Registrant's Response Form that indicates how you will
satisfy those requirements.

Check this item if this call-in is a data call-in as
indicated in Item 3 for a manufacturing use product
(MUP), and if your product is a manufacturing use
product for which you agree to supply product-specific
data. Attach the Requirements Status and Registrants'
Response Form that indicates how you will satisfy those
requirements.

Check this item if this call-in is a data call-in for
an end use product (EUP) as indicated in Item 3 and if
your product is a end use product for which you agree
to supply product-~specific data. Attach the

Requirements Status and Registrant's Response Form that
indicates how you will satisfy those requirements.

This certification statement must be signed by an
authorized representative of your company and the




Item 9.

Item 10.

Itenm 11.

3
person signing must include his/her title. Additional
pages used in your response must be initialled and
dated in the space provided for the certification.
Enter the date of signature.

Enter the name of the person EPA should contact with
questions regarding your response.

Enter the phone number of your company contact.
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United States Environmental Protection Agency
Washington, D.C.

20460

DATA CALL-IN RESPONSE

Form Approved
oM8 No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.
Use additional sheet(s) if necessary

please read carefully the attached instructions and supply the information requested on this form.

13903 S.E.

4. EPA Product

1. Company name and Address
DAVID A. WALTZ IMPORTS
D/B/A MENZIES SHEET METAL

L VANCOIVER WA __ Q98684

14TH ST

058509

2. Case # and Name

4099 Zinc salts
Chemical # and Name 088502
Zinc oxide

3. Date and Type of DCI
GENERIC

5. I wish to

6. Generic Deta

7. Product Specific Data

Registration cancel this éa. 1 am claiming & Generic 6b. 1 sgree to satisfy Generic | 7a. My product is an MUP and 7b. My product is an EUP and
product regis- | pae, Exemption because | Data requirements as indicated | | agree to satisfy the mp 1 agree to sstisfy the EUP
tration volun- | jheain the active ingredient on the sttached form entitled | requirements on the attached requirements on the attached
tarily from the source £PA regis- "Requirements Status and form entitled “Requirements form entitled "Requirements

tration number listed below. Registrant's Response." Status and Registrant's Status and Registrant's
Response.” Response. *
58509-1

8. Certification 9. Date

{ certify that the statements made on this form and all attachments are true, accurate, and complete.

1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.

signature and Title of Company's Authorized Representative

10. Name of Company Contact 11. phone Number
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Washington,

United States Environmental Protection Agency

D.C. 20460

DATA CALL-IN RESPONSE

Form Approved
OMB No, 2070-0107
Approval Expires 12-31-92

Use additional sheet(s) if necessary

INSTRUCTIONS: Please type or print in ink,

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address
WESPAC ENTERPRISES INC

SEATTLE WA, 98146

055500
2415 S 200TH ST BOX 46337

2. Case # and Name

4099 Zinc salts

Chemical # and Neme 088502
Zinc oxide

3. Date and Type of DC!
GENERIC

6. Generic Data

7. Product Specific Data

éa. 1 am claiming & Generic
Data Exemption because |
obtain the active ingredient
from the source EPA regis-
tration number listed below.

éb. 1 agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
"Requirements Status and
Registrant's Response."

7a. My product is an MUP and
1 agree to satisfy the MUP
requirements on the attached
form entitled "Requirements
Status and Registrant's
Response.®

7b. My procct is an EUP and
] agree to setisfy the EUP
requirements on the attached
form entitled “"Requirements
Status and Registrant's

Response."

4. EPA Product 5. I wish to
Registration cancel this
product regis-
tration volun-
tarily
55500-1

8. Certification

or both under applicable law.

Signature and Title of Company's Authorized Representative

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misteading statement may be punishable by fine, imprisonment

9. Date

10. Name of Company Contact

11. Phone Number
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United States Environmental Protection Agency

Washington,

D.C. 20460

DATA CALL-IN RESPONSE

form Approved
OMB No, 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use additional sheet({s) if necessary

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address

JAMES W. NIELSEN

BOX 6669

BROOKINGS OR, 97415

050019

2. Case # and Name

4099 Zinc salts

Chemical # and Name 088502
2inc oxide

3. Date and Type of 0CI
GENERIC

4. EPA Product
Registration

S. 1 wish to
cancel this
product regis-
tration volun-
tarily

6. Generic Data

7. Product Specific Datas

éa. I am claiming a Generic
Data Exemption because |
obtain the active ingredient
from the source EPA regis-
tration number listed below.

6b. ] agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
"Requirements Status and
Registrant's Response.”

7a. My product is an WUP and
1 agree to satisfy the MUP
requirements on the attached
form entitied “Requirements
Status and Registrant’s
Response.™

7b. My product is an EUP and
I agree to satisfy the EUP
requirements on the attached
form entitled “Requirements
Status and Registrant's
Response.”

50019-1

8. Certification

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
! acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.

Signature and title of Company's Authorized Representative

9. Date

10. Name of Company Contact

11. Phone Number
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Washington,

United States Environmental Protection Agency

D.C. 20460

DATA CALL-IN RESPONSE

Form Approved
OMB No. 2070-0107
Approval Expires 12-31-92

Use additional sheet(s) if necessary

INSTRUCTIONS: Please type or print in ink.

Please read careful ly the attached instructions and supply the information requested on this form.

1. Company name and Address
BAXTER J H & COMPANY

1700 S EL CAMINO REAL
SAN MATEO CA, 94402

003098

2. Cose # and Name

4099 Zinc salts

Chemical # and Name 088502
2inc oxide

3. Date and Type of DCI)
GENERIC

6. Generic Data

7. Product Specific Date

6a. 1 em claiming a Generic
Data Exemption because [
obtain the active ingredient
from the source EPA regis-
tration number listed below.

6b. 1 agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
"Requirements Status and
Registrant's Response.*

78. My product is an MUP end
1 agree to satisfy the W@
requirements on the attached
form entitled "Requirements
Status end Registrant's
Response.®

5. My product is an EUP and
1 agree to satisfy the EUP
requirements on the attached
form entitled "Requirements
Status and Registrant’s
Response.*

4. EPA Product 5. 1 wish to
Registration cancel this
product regis-
tration volun-
tarily
3098-18

8. Certification

or both under applicable law,

Signature and Title of Company's Authorized Representative

I certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

9. Date

10. Wame of Company Contact

11. Phone Number
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United States Environmental Protection Agency

Washington,

D.C. 20460

DATA CALL-IN RESPONSE

Form Approved
OMB No. 2070-0107
Approvat Expires 12 31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.

Use additional sheet(s) if necessary

1. Company name and Address
CHAS H. LILLY CO.

7737 N.E. KILLINGSWORTH

PORTLAND OR, 97218

000802

2. Case # and Name

4099 Zinc salts

Chemical # and Name 087801
Zinc chioride

3. Date and Type of DCt
GENERIC

6. Generic Data

7. Product Specific Dats

6a. 1 em claiming a Generic
Data Exemption because |
obtain the active ingredient
from the source EPA regis-
tration number listed below.

&b, [ agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
“Requirements Status and
Registrant's Response. "

8. My product is an WP and
i egree to satisfy the MUP
requirements on the attached
form entitied "Requirements
Status and Registrant’s
Response.®

Tb. My product is an EUP and
1 agree to satisfy the EUP
requirements on the attached
form entitled “Requirements
Status and Registrant's
Responge. "

4. EPA Product 5. 1 wish to

Registration cancel this
product regis-
tration volun-
tarily

802-508

802-553

8. Certification

1 certify that the statements made on this form and all attachments are true, maccurate, and complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicable lauw.

Signature and Title of Company's Authorized Representative

9. Date

10. Name of Company Contact

11. Phone Number
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United States Environmental Protection Agency

washington,

D.C. 20460

DATA CALL-IN RESPONSE

Form Approved
OoMB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTJONS: Please type or print in ink.

Use additional sheet(s) if necessary

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address 000802 2. Case # and Name ) 3. Date and Type of DCI
CHAS H. LILLY CoO. 4099 Zinc salts GENERIC
7737 N.E. KILLINGSWORTH Chemical # and Name 527200
PORTLAND OR, 97218 2inc Sulfate Monchydrate
4. EPA Product 5. 1 wish to 6. Generic Data 7. Product Specific Dats
Registration cancel this 6a. | am claiming a Generic 6b. ! agree to satisfy Generic | 7a. My product is an MUP and 7b. My product is sn EUP and
product _‘mw_n” Dats Exesption because | Date requirements as indicated | 1 agree to satisfy the M 1 agree to satisfy the EUP
n;m“o: volun obtain the active ingredient on the attached form entitled | requirements on the attached requirements on the sttached
tarily from the source EPA regis- “Requirements Status and form entitled "Requirements form entitled "Requirements
tration mmber {isted below. Registrant’s Response," Status and Registrant's Status and Registrant's
Response.” Response.*
802-591

8. Certification

I certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicable law.

Signature and Title of Company's Authorized Representative

9. Date

10. Name of Company Contact

11. phone Number




ATTACHMENT C

GENERIC REQUIREMENT STATUS AND REGISTRANT'S RESPONSE
FORMS (Form B) PLUS INSTRUCTIONS




SPECIFIC INSTRUCTIONS FOR COMPLETING
THE REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE FORM

Generic Data

This form is designed to be used for registrants to respond
to call-ins for generic and product-specific data as part of
EPA's reregistration program under the Federal Insecticide
Fungicide and Rodenticide Act. Although the form is the same for
both product specific and generic data, instructions for
completing the forms differ slightly. Specifically, options for
satisfying product specific data requirements do not include (1)
deletion of uses or (2) request for a low volume/minor use
waiver. These instructions are for completion of generic data
requirements.

EPA has developed this form individually for each data call-
in addressed to each registrant, and has preprinted this form
with a number of items. DO NOT use this form for any other
active ingredient.

Items 1 through 8 (inclusive) will have been preprinted on
the form. You must complete all other items on this form by
typing or printing legibly. :

Public reporting burden for this collection of information
is estimated to average 30 minutes per response, including time
for reviewing instructions, searching existing data sources,
‘'gathering and maintaining the data needed, and completing and
- reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.




INSTRUCTIONS

Item 1.

Item 2.

Item 3.

Item 4.

Item S.

Item 6.

This item identifies your company name, number, and
address.,

This item identifies the case number, case name, EPA
chemical number and chemical name.

This item identifies the date and type of data call-in.

This item identifies the guideline reference numbers of
studies required to support the preduct(s) being
reregistered. These guidelines, in addition to
requirements specified in the Data Call-In Notice,
govern the conduct of the required studies.

This item identifies the study title associated with
the guideline reference number and whether protocols
and 1, 2, or 3-year progress reports are required to be
submitted in connection with the study. As noted in
Section III of the Data Call-In Notice, 90-day progress
reports are required for all studies.

If an asterisk appears in Item 5, EPA has attached
information relevant to this guideline reference number
to the Requirements Status and Registrant's Response
Fornm.

This item identifies the code associated with the use
pattern of the pesticide. A brief description of each
code follows:

Terrestrial food
Terrestrial feed
Terrastrial non-food
Agquatic food

Aquatic non-food outdoor
Aquatic non-food industrial
Aquatic non-food residential
Greenhouse food

Greenhouse non-food crop
Forestry

Residential

Indoor focd

Indoor non-food

Indoor medical

Indoor residential

CZIRNUHITOMMOO W



Itenm 7.

Item 8.

Item 9.

3

This item identifies the code assigned to the substance

that must be used for testing.

A brief description of

each code follows:

EP End-Use Product

MP Manufacturing-Use Product

MP/TGAI Manufacturing-Use Product and Technical
Grade Active Ingredient

PAI . Pure Active Ingredient

PAI/M Pure Active Ingredient and Metabolites

PAI/PAIRA Pure Active Ingredient or Pure Active
Ingredient Radiolabelled

PAIRA Pure Active Ingredient Radiolabelled

PAIRA/M Pure Active Ingredient Radiolabelled and
Metabolites

PAIRA/PM Pure Active Ingredient Radiolabelled and

. Plant Metabolites

TEP Typical End-Use Product

TEP __ % Typical End-Use Product, Percent Active
Ingredient Specified

TEP/MET Typical End-Use Product and Metabolites

TEP/PAI/M Typical End-Use Product or Pure Actlve

' Ingredient and Metabolites .

TGAI Technical Grade Active Ingredient

TGAI/PAI Technical Grade Active Ingredient or
Pure Active Ingredient

TGAI/PAIRA Technical Grade Active Ingredient or
Pure Active Ingredient Radiolabelled

TGAI/TEP Technical Grade Active Ingredient or
Typical End-Use Product

MET Metabolites

IMP Impurities

DEGR Degradates

* See: guideline comment

This item identifies the time frame allowed for
submission of the study or protocol identified in
item 2. The time frame runs from the date of your
receipt of the Data Call-In Notice.

Enter the appropriate Response Code or Codes to show
how you intend to comply with each data requirement.
Brief descriptions of each code follow. The Data Call-
In Notice contains a fuller description of each of
these options.

1. (Developing Data) I will conduct a new study and .
submit it within the time frames specified in item
8 above. By indicating that I have chosen this
option, I certify that I will comply with all the
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requirements pertaining to the conditions for
submittal of this study as outlined in the Data
Call-In Notice and that I will provide the
protocols and progress reports required in item 5
above.

(Agreement to Cost Share) I have entered into an
agreement with one or more registrants to develop
data jointly. By indicating that I have chosen

- this option, I certify that I will comply with all

the requirements pertaining to sharing in the cost
of developing data as outlined in the Data Call-In
Notice.

(Offer to Cost Share) I have made an offer to
enter into an agreement with one or more
registrants to develop data jointly. I am
submitting a copy of the form "Certification of
Offer to Cost Share in the Development of Data®
that describes this offer/agreement. By
indicating that I have chosen this option, I
certify that I will comply with all the
requirements pertaining to making an offer to
share in the cost of developing data as outlined
in the Data Call-In Notice.

(Submitting Existing Data) I am submitting an
existing study that has never before been
submitted to EPA. By indicating that I have
chosen this option, I certify that this study
meets all the requirements pertaining to the
conditions for submittal of existing data outlined
in the Data Call-In Notice and I have attached the
needed supporting information along with this
response,

(Upgrading a Study) I am submitting or citing data
to upgrade a study that EPA has classified as
partially acceptable and potentially upgradeable.
By indicating that I have chosen this option, I
certify that I have met all the requirements
pertaining to the conditions for submitting or
citing existing data to upgrade a study described
in the Data Call~-In Notice. I am indicating on
attached correspondence the Master Record
Identification Number (MRID) that EPA has assigned
to the data that I am citing as well as the MRID
of the study I am attempting to upgrade.

(Citing a Study) I am citing an existing study
that has been previously classified by EPA as
acceptable, core, core minimum, or a study that
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has not yet been reviewed by the Agency. I am
providing the Agency's classification of the
study.

7. (Deleting Uses) I am attaching an application for
amendment to my registration deleting the uses for
which the data are required.

8. . (Low Volume/Minor Use Waiver Request) I have read
the statements concerning low volume-minor use
data waivers in the Data Call-In Notice and I
request a low-volume minor use waiver of the data
requirement. I am attaching a detailed
justification to support this waiver request
including, among other things, all information
required to support the request. I understand
that, unless modified by the Agency in writing,
the data requirement as stated in the Notice

governs.

9, (Request for Waiver of Data) I have read the
statements concerning data waivers other than low- .
volume minor-use data waivers in the Data Call-In

Notice and I request a waiver of the data
requirement. I am attaching an identification of
the basis for this waiver and a detailed
justification to support this waiver request. The
justification includes, among other things, all
information required to support the request. I
understand that, unless modified by the Agency in
writing, the data requirement as stated in the
Notice governs.

Item 10. This item must be signed by an authorized
representative of your company. The person signing
must include his/her title, and must initial and date
all other pages of this form.

Item 11. Enter the date df signature.

Item 12. Enter the name of the person EPA should contact with
guestions regarding your response.

Item 13. Enter the phone number of your company contact.




Page 1 of 1

United States Environmental Protection Agency Form Approved
Washington, D.C. 20460 OB No. 2070-0107
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form,
Use additional sheet(s) if necessary
1. Company name and Address 003098 2. Case # and Name 3. Date and Type of DCI

BAXTER J H & COMPANY 4099 Zinc salts GENERIC

1700 S EL CAMINO REAL Chemical # and Name 088502

SAN MATEO CA 94402 Zinc oxide
4. Guideline 5. Study Title Progress 6. Use 7. Test 8. Time 9. Registrant
Requirement Reports Pattern Substance Frame Response
Number

1 2 3

61-1 Chemical ldentity all TGAl 12 mos.
61-2 (a) Begin, mat. & mnfg. proc all TGAl 12 mos.
61-2 (b) Discussion of Impurities all TGAI 12 mos.
62-1 Preliminary Analysis all TGAl 12 mos.
62-2 Certification of limits all TGAlL 12 mos.
62-3 Analytical Method all YGAL 12 mos.
63-2 Color all TGAl 12 nmos.
63-3 Physical State all 1GAl 12 mos.
63-4 odor all TGAL 12 mos.
63-5 Melting Foint all TGAL 12 mos.
63-6 Boiling Point all TGAI 12 mos,
63-7 Density all TGAl 12 mos.
63-8 Solubility all TG6Al 12 mos.
63-9 Vapor Pressure all TGAL 12 mos.
63-13 Stability all TGAl 12 mos.
10. Certification 11, Date
I certify that the statements made on this form and all attachments are true, accurate, and complete.
! acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.
signature and Title of Company’'s Authorized Representative
12. Name of Company Contact 13. Phone Number




U.S. Envirormental Protection Agency
Response to Phase 3 Submission Pg. .

Company Number / Name BAXTER J H & COMPANY
003098 / Address SAN MATEO, CA

Chemical Number / Name

088502 Zinc oxide ) .
Case Number / EPA Manager Use Pattern
4099 Mark Wilhite C
REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISICN
61-1 Chemical Identity
Comments: This guideline appears as a data gap for another

registrant. It does not apply to you.

61-1 Chemical Identity 42126501 Pending
61~2(a) Begin. mat. & mnfg. proc

Comments: See comments for guideline 61-1. .

61-2(a) Begin. mat. & mnfg. proc 42126501 Pending

61-2(b) Discussion of Impurities

Comments: See comments for guideline 61~-1.
61-2(b) Discussion of Impurities 42126501 Pending
62~1 Preliminary Analysis
Comments: You must provide analysis of five production samples

showing upper, lower and nominal concentrations, in
accordance with PR-Notice 91-2, and the upper limits
of all impurities. A confidential statement of
formula must also be submitted.

62-1 Preliminary Analysis 42126502 Pending
62-2 - Certification of limits Data Gap
62-2 Certification of limits 42126502 Pending .
62-3 Analytical Method S Data Gap
Comments: The anlytical method required must be validated and

sample chromatograms must be submitted.




U.S5. Environmental Protection Agency

Response to Phase 3 Submission Fg.
cmny ”mr / -
088502 4099 003098 BAXTER J H & COMPANY
REGISTRANT'’S

GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
62~3 Analytical Method 42126502 Pending
63-2 Color

Comments: See comments for guideline 61-1.
63=-2 Color 42126503 Pending
63-3 Physical Sstate

Comments: See comments for guideline 61-1.

‘3-3 Physical State. 42126503 Pending

63-4 odor

Comments: See comments for guideline 61-1.
63-4 Odor 42126503 Pending
-63-=5 Melting Point

Comments: See comments for guideline 61-1.
63-6 Boiling Point

Comments: See comments for guideline 61-1.
63-6 Boiling Point 42126503 Pending
637 Density

Data Gap



U.S. Environmental Protection Agency 3
Response to Phase 3 Submission Pg.

Chemical/Case Number Company Number / Name
088502 4099 003098 BAXTER J H & COMPANY
REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
Comments: You did not identify the unit expressed for bulk

density in your submission.

63=-7 Density 42126503 Pending

63-8 Solubility

Comments: See comments for guideline 61-1.
63-8 Solubility 42126503 Pending
63-9 'Vapor Pressure

Comments: See comments for guideline 61-1.

"63-13 Stability

Comments: See comments for guideline 61-1.

160-5 Chemical identity" 41777901 Pending

S 171-2 Chemical identity 41777901 Pending



Page 1 of 1

United States Environmental Protection Agency Form Approved
Washington, D.C. 20460 OMB No. 2070-0107
’
REQUIRENENTS STATUS AND REGISTRANT’S RESPONSE Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form,
Use additional sheet(s) if necessary
1. Company name and Address 050019 2. Case # and Name 3. Date and Type of DCI

JAMES W. NIELSEN 4099 2Zinc salts GENERIC

BOX 6669 Chemical # and Name .Ommmow

BROOKINGS OR 97415 Zinc oxide
4. Guideline 5. Study Title Progress 6. Use 7. Test 8. Time 9. Registrant
Requi rement Reports Pattern Substance Frame Response
Nurber

1 2 3

61-1 Chemical Identity all 1GAL 12 mos.
61-2(a) Begin. mat. & mnfg. proc . all TGAI 12 mos.
61-2(b) Discussion of Impurities all TGAI 12 mos.
62-1 pPreliminary Analysis all TeAl 12 mos.
62-2 Certification of limits all TGAL 12 mos.
62-3 Analytical Method all TGAL 12 mos.
63-2 color all TGAL 12 mos.
63-3 Physical State all 1GAL 12 mos.
63-4 odor all TGAL 12 mos.
63-5 Melting Point all TGAL ‘ 12  mos.
63-6 Boiling Point all TGAI 12 mos.
63-7 Density all TCGAl 12 mos.,
63-8 Solubility all TEAl 12 mos.
63-9 Vapor Pressure all TGAL 12 mos.
63-13 Stability all TGA! 12 mos.
10. Certification 1. Date
| certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisorment
or both under applicable law.
Signature and Title of Company’s Authorized Representative
12. Name of Company Contact 13. Phone Number

® @ o




U.S. Environmental Protection Agency 1

Response to Phase 3 Submission Pg. '
Company Nurber / Name JAMES W. NIELSEN

050019 / Address BROOKINGS, OR
Chemicat Number / Name

088502 Zinc oxide

Case Number / EPA Manager Use Pattern

4099 Mark Wilhite K

REGISTRANT’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
61-1 Chemical Identity Data Gap
61-2(a) Begin. mat. & mnfg. proc Data Gap
61-2(b) Discussion of Impurities Data Gap
62-1 Preliminary Analysis Data Gap
62-2 . Certification of limits Data Gap
62-3 Analytical Method - ) bData Gap
63-2 color ' @
Comments: See comments for guideline 61-1.

63-3 Physical State Data Gap
63-4 Odor Data Gap
63~-5 Mglting Point Data Gap
63-6 Boiling Point Data Gap
63-7 Density Data Gap
63-8 Solubility Data Gap
63-9 Vapor Pressure Data Gap
63-13 Stability Data Gap




Page 1 of 1

United States Environmental Protection Agency

Washington, D.C.

20460

REQUIRENENTS STATUS AND REGISTRANT'S RESPONBE

form Approved
oM8 No. 2070-0107

Approvat Expires 12-31-92

INSTRUCTJONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form,

Use additional sheet(s) if necessary

1. Company name and Address 055500 2. Case # and Name 3, Dste and Type of bCI
WESPAC ENTERPRISES INC 4099 2Zinc salts GENERI1C
2415 S 200TH ST BOX 46337 Chemical # and Name 088502
SEATTLE WA 98146 2inc oxide

4. Guideline S. Study Title Progress 6. Use 7. Test 8. Time 9. Registrant

Recquirement . Reports Pattern Substance Frame Response

Number

1 2 3

61-1 themical Identity all TGAI 12 mos.

61-2(a) Begin. mat. & mnfg. proc all TGA! 12 mos.

61-2(b) Discussion of Impurities all TGAI 12 mos.

62-1 Preliminary Analysis all TGAL 12 mos.

62-2 tertification of limits all TGA! 12 mos.

62-3 Anatytical Method all TGAT 12 mos.

63-2 tolor all TGAI 12 nmos.

63-3 Physical State all 1GAL 12 mos.

63-4 odor all TGAI 12 mos.

63~5 Nelting Point all TGAL 12 mos.

63-6 Boiling Point all TGA{ 12 mos.

63-7 Density all 1GAl 12 nos.

63-8 solubility all TGAI 12 mos.

63-9 Vapor Pressure all TGAI 12 mos.

63-13 Stability all TGAl 12 mos.

10. Certification 11. Date

1 certify that the statements made on this form and all attachments are true, accurate, and complete,
1 acknowledge that any knowingty false or misleading statement may be punishable by fine, imprisonment

or both under applicable law.
Signature and Title of Company’s Authorized Representative

12. Name of Company Contact

13. phone Number

@




U.5. Environmental Protection Agency 1

Response to Phase 3 Submission Pg.
Company Number / Name WESPAC ENTERPRISES INC.

055500 / Address SEATTLE, WA
Chemical Number / Name

088502 Zinc oxide
Case Number / EPA Manager Use Pattern
4099 Mark Wilhite K '
- reessmayrs
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
61-1 Chemical Identity . Data Gap
61-2(a) Begin. mat. & mnfg. proc Data Gap
61-2(b) Discussion of Impurities Data Gap
62-1 Preliminary Analysis Data Gap
62=-2 Certification of limits Data Gap
- 62=3 Analytical Method ' . Data Gap
63-2 Color - Data Ga'p .
63-3 . Physical State Data Gap
63-4 Odor Data Gap
63-5 Melting Point Data Gap
63-6 Boiling Point Data Gap
-63=7 . Density _ Data Gap
63-8 solubility : Data Gap
63-9 Vapor Pressure : Data Gap
63-13 Stability = Data Gap




Page 1 of 1

Washington, D.C. 20460

United States Environmental Protection Agency

REQUIRENENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

Use additional sheet(s) if necessary

INSTRUCTIONS: Please type or print in ink., Please read carefully the attached instructions and supply the information requested on this form.

I certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under appticable law.

signature and Titie of Company’s Authorized Representative

1. Company name and Address 058509 2. Case # and Name 3. bate ond Type of DCI
DAVID A. WALTZ IMPORTS 4099 Zinc salts GENERIC
D/B/A MENZIES SHEET METAL Chemical # and Name 088502
13903 S.E. 14TH ST Zinc oxide

L VANCOUVER WA 98684

4. Guideline 5. Study Title Progress 6. Use 7. Test 8. Time 9. Registrant

Requirement Reports Pattern Substance Frame Response

Number

1 2 3

61-1 Chemical Identity . all TGAl 12 mos.

61-2(a) Begin. mat. & mnfg. proc . all TGAI 12 mos.

61-2(b) Discussion of Impurities all TGAI 12 mos.

62-1 Preliminary Anelysis all TGAl 12 mos.

62-2 Certification of {imits all TGAI 12 mos.

62-3 Analytical Method all TGAL 12 nmos.

63-2 Color all TGAI 12 mos.

63-3 Physical State all 1GAl 12 mos.

63-4 odor all TGAl 12 nmos.

63-5 Melting Point . all TGAI 12 mos.

63-6 Boiling Point all TGAl 12 mos.

63-7 Density all TGAl 12 mos.

63-8 solubility all TGAI 12 mos.

639 Vapor Pressure all TGAl 12 mos.

63-13 Stability all TGAI 12 mos.

10. Certification 11. Date

12. Name of Company Contact

13. Phone Number

“@ @




U.S. Environmental Protection Agency

Response to Phase 3 Submission Pg. 1
Company Nutber / Name DAVID A. WALTZ IMPORTS ﬁ

058509 / Address VANCOUVER, WA
Chemical Number / Name
088502 Zinc oxide
Case Number / EPA Manager Use Pattern
4099 Mark Wilhite K
e e ————————,—,— e e
REGISTRANT'’S
GDLN # DESCRIPTION . COMPLIANCE/MRID EPA DECISION
61-1 Chemical Identity
Comments: This guideline appears as a data gap for another

registrant. It does not apply to you.

61-1 Chemical Identity 41672401 Pending
61-2(a) Begin. mat. & mnfg. proc

Comments: See comments for guideline 61-1.

61-2(a) Begin. mat. & mnfg. proc 41672401 Pending

61-2(b) Discussion of Impurities

Comments: See comments for guideline 61-1.
61~2(b) Discussion of Impurities 41672401 Pending
62-1 Preliminary Analysis Data Gap
62-2 Certification of limits Data Gap
62-2 Certification of limits 41672401 Pending
62-3 Analytical’Method : Data Gap
62-3 Analytical Method 41672401 Pending
63-2 Color

Comments: See comments for guideline 61-1.

o

63-2 Color 41672401 Pending




u.s. Environmental Protection Agency

Response to Phase 3 Submission Pg. 2
Chemical/Case Number Company Number / Name
088502 4099 058509 DAVID A, WALTZ IMPORTS
REGISTRANT'S

GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
63-3 Physical State

Comments: See comments for guideline 61-1.
63-3 Physical State 41672401 Pending
63-4 Cdor

Comments: See comments for guideline 61-1.
63~4 Odor 41672401 Pending

.3-5 Melting Point

Comments: See comments for guideline 61-1.
63-5 Melting Point 41672401 Pending
63-6 Boiling Point

Comments: See comments for guideline 61-1.
63-6 Boiling Point 41672401 Pending
63-7 Density 41672401 Pending
63-8 Solubility

Comments: See comments for guideline 61-1.
63-8 Solubility. 41672401 Pending

Vapor Pressure




U.5. Envircrmental Protection Agency P
Response to Phase 3 Submission 9.

Chemical/Case Number Company Number / Name
088502 4099 058509 DAVID A, WALTZ IMPORTS
REGISTRANT'’S
GDLN #  DESCRIPTION COMPLIANCE/MRID® EPA DECISION
Comments: See comments for guideline 61-1.
63-9 Vapor Pressure 41672401 Pending
63-10 Dissociation Constant 41672401 Pending
63-13 Stability
Comments: See comments ror guideline 61-1.

63-13 Stability 41672401 Pending



Page 1 of 1

United States Environmental Protection Agency Form Approved
Washington, D.C. 20460 oMB No. 2070-0107
’
REQUIREMENTS STATUS8 AND REGISTRANT’S RESPONSE approval Expires 12 31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary
1. Company name and Address 000802 2. Case # and Name 3. Date and Type of DCI

CHAS H. LILLY CO. 4099 Zinc salts GENERIC

7737 N.E. KILLINGSWORTH Chemical # and Name 087801

PORTLAND OR 97218 Zinc chloride
4. Guideline S. Study Title Progress 6. Use 7. Test 8. Time 9. Registrant
Requirement Reports Pattern Substance Frame Response
Humber

1 2 3

62-2 Certification of limits all TGAL 12 mos.
62~3 Analytical Method _ all TGAI 12 mos.
63-12 pH all TGAL 12 mos.
10. Certification 11. Date
| certify that the statements made on this form and all attachments are true, accurate, and complete,
| acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.
Signature and Title of Company’s Authorized Representative
12. Name of Company Contact 13. Phone Number

l | .




U.S. Environmental Protection Agency

Response to Phase 3 Submission Pg.
Company Number / Name CHAS H. LILLY CO.
000802 / Address PORTLAND, OR
Chemical Number / Name
087801 Zinc chloride
Case Number / EPA Manager Use Pattern
4099 Mark Wilhite CK
L — — - e ——_—_—_— ]
REGISTRANT’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
61-1 Chemical Identity 41758802 Pending
61-2(a) Begin. mat. & mnfg. proc 41758802 Pending
61-2(b) Discussion of Impurities 41758802 Pending
62-1 Preliminary Analysis 42261001 Pending
62-2 ‘Certification of limits Data Gap
62-2 Certification of limits 41758802 Pending .
62-3 Analytical Method . Data Gap
Comments: The material you submitted for this guideline does
not address the requirement. The analytical procedure
you described does not apply to zinc chloride.
62-3 Analytical Method 41758802 Pending
63~-2 Color 41758802 Pending
63-3 Physical State 41758802 Pending
63-4 Odor 41758801 Pending
63-5 Melting Point 41758802 Pending
63-6 Boiling Point 41758802 Pending
63-7 Density 41758802 Pending
63-8 Solubility 41758802 Pending
63-9 Vapor Pressure 41758802 Pending .
63-10 Dissociation Constant 41758802 Pending
63-12 ° PpH Data Gap




sChemical/Case Nurber
087801 4099

U.S. Envirormental Protection Agency
Response to Phase 3 Submission

Pg. 2

Company Number / Name
000802

CHAS H. LILLY CO.

REGISTRANT'’S

GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
Comments: You reported two widely different values for pH in
two physical chemistry data submissions. You must
provide the correct value and explain the
discrepancy.
63-12 pH 41758801 Pending
63-13 Stability 41758801 Pending



\
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Page 1 of 2

United States m:%wnossmzﬂmw Protection Agency Form Approved
Washington, D.C. 20460 B No. 2070-0107
REQUIRENENTS STATUS AND REGISTRANT’S RESPONSE approvel Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary
1. Company name and Address 000802 2. Case # and Name 3. Date and Type of DCi

CHAS H. LILLY CO. 4099 Zinc salts GENERIC

7737 N.E. KILLINGSWORTH Chemical # and Name 527200

PORTLAND OR 97218 Zinc Sulfate Monohydrate
4. Guideline 5. Study Title Progress 6. Use 7. Test 8. Time 9. Registrant
Requirement Reports Pattern Substance Frame Response
Number

1 2 3

61-1 Chemical identity ) all TGAl 12 mos.
61-2(a) Begin. mat. & mnfg. proc . all TGAL 12 mos.
61-2(b) Discussion of Impurities all TGAl 12 mos.
62-1 Preliminary Analysis all TGAI 12 mos.
62-2 Certification of limits all TGAL 12 mos.
62-3 Analytical Method all TGAl 12 mos.,
63-2 Color all TGAL 12 mos.
63-3 Physical State all TGAI 12 mos.
63-4 odor all TGAL 12 mos.
63-5 Melting Point all TGAY 12 mos.
63-6 Boiling Point all TGAL 12 mos.
63-7 Density all TGAl 12 mos.
63-8 Solubility all TGAL 12 mos.
63-9 Vapor Pressure all TGAL 12 mos.
63-10 Dissociation Constant all TGA? 12 mos.
63-12 pH . all TGAl 12 mos.
63-13 Stability all TGAI 12 nmos,
10. Certification 11. Date
I certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.
Signature and Title of Company’s Authorized Representative
12. Name of Company Contact 13. Phone Number




U.S. Environmental Protection Agency

. Response to Phase 3 Submission Pg
,-ompany Number / Name CHAS H. LILLY CO.

000802 / Address Portland, OR
Chemical Number / Name

527200 2inc sulfate monohydrate .
Case Nutber  / EPA Manager Use Pattern
4099 Mark Wilhite CK
REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
61-1 Chemical Identity Data Gap
61-2(a) Begin. mat. & mnfg. proc Data Gap
61-2(b) Discussion of Impurities Data Gap
62-1 Preliminary Analysis Data Gap
62-2 Certification of limits Data Gap
62-3 Analytical Method o Data Gap
.3 -2 Color Data Gap
63-3 Physical State Data Gap
63-4 Odor Data Gap
63-5 Melting Point | | Data Gap
. 63-6 Boiling Point Data Gap
63-7 - Density . bata Gap
63-8 Solubility Data Gap
63-9 Vapor Pressure bata Gap
63-10 Dissociation Constant Data Gap
63-12 pH L Data Gap
63-13 Stability = Data Gap
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Page 1 of 2

| United States Environmental Protection Agency Form Approved
| Washington, D.C. 20460 . OB No. 2070-0107
REQUIRENENTS STATUS AND REGISTRANT’S RESPONSE approval Expires 12-31-92
INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary
1. Company name and Address 2. Case # and Name 3. Date and Type of OCI
Retta Mfg., Inc. 4099 Zinc salts GENERIC
Box 2306 Chemical # and Name 527200
Engene, OR 97402 Zinc Sulfate Monohydrate
4. Guideline 5. Study Titte Progress 6. Use 7. Test 8. Time 9. Registrant
Requirement Reports Pattern _ Substance Freme Response
Number
1 2 3
61-1 Chemical ldentity _ all TGAI 12 mos.
61-2 (a) Begin. mat. & mnfg. proc : all TGAL 12 mos.
61-2(b) Discussion of Impurities all TGAI 12 mos.
62-1 pretiminary Analysis ) all 1GAL 12 nmos.
62-2 Certification of limits all TGAI |12 mos.
62-3 Analytical Method all TGAl 12 mos,
63-2 Cotor all TGAl 12 mos.
63-3 Physical State all TGAl 12. mos.
63-4 odor all TGAI 12 mos.
63-5 Melting Point all : TGAL 12 -mos.
636 Boiling Point all TGAI 12 nmos.
63-7 Density all TGAL 12 - mos.
63-8 Solubility all TGA! 12 mos.
63-9 Vapor Pressure . all TGAl 12 nmos.
63-10 Dissociation Constant all 1GAl 12 mos.
63-12 pH . all TGA! 12 mos.
63-13 Stability all TGAI 12 mos.
10. Certification 1t. Date
1 certify that the statements made on this form and all attachments are true, accurate, and complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.
Signature and Title of Company’s Authorized Representative
12. Name of Company Contact 13. phone Number




U.S. Envirormental Protection Agency
Response to Phase 3 Submission Pg. 1

ny Nutber / Name RETTA MFG., INC.

010699 / Address EUGENE, OR
Chemical Number / Name

527200 Zinc sulfate monohydrate

Case Number / EPA Manager Use Pattern

4099 Mark Wilhite K
e ]

REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
61-1 Chemical Identity
Comments: This guideline appears as a data gap for another

registrant. It does not apply to you.

61-1 Chemical Identity 42233801 Pending

61-2(a) Begin. mat. & mnfg. proc

61-2(a) Begin. mat. & mnfg. proc 42233801 Pending

Comments: See comments for guideline 61-1.

61-2(b) Discussion of Impurities

Comments: See comments for guideline 61-1.
61-2(b) Discussion of Impurities 42233801 Pending
62-1 Preliminary Analysis Data Gap
Comments: In the sample analysis you submitted, you did not

account for the monohydrate. You must either
calculate the amount of all fractions or submit a new

method.
62-2 certification of limits Data Gap
Comments: You must submit the upper, lower and nominal

concentrations of zinc sulfate monchydrate as well as
the upper and lower limit of each impurity of
toxicological concern.

62-2 Certification of limits 42233802 Pending

62-3 Analytical Method Data Gap




U.S. Environmental Protection Agency
Response to Phase 3 Submission Pg. 2

Chemical/Case Number Company Number / Name
527200 4099 010699 RETTA MFG., INC.
REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
Comments: In the analysis you submitted the water content was

not accounted for. You must revise this data
subnission using another analysis or submit a new

method.

62-3 Analytical Method 42233802 Pending
63-2 Color

Comments: See comments for guideline 61-1.
63~2 Color 4225;501 Pending
63-3 Physical State .

Comments: See comments for guideline 61-1.
. 63=3 Physical State 42252501 Pending
63-4 Odor

Comments: See comments for guideline 61-1.
63-4 Odor L ) ‘ 42252501 Pending
63-5 Melting Point ..

Comments: See comments for guideline 61-1.
63-5 Melting Point - - 42252501 Pending
63-6 Boiling Point




U.S. Envircnmental Protection Agency
Response to Phase 3 Submission Pg. 3

emical /Case Number Company Nunber / Name
527200 4099 010699 RETTA MFG., INC.
REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID EPA DECISION
Comments: See comments for guideline 61-1,
63-6 Boiling Point 42252501 Pending
63-7 Density
Comments: See comments for guideline 61-1.
- 63=7 Density 42252501 Pending
63-8  Solubility
. comments: See comments for guideline 61-1.
63-8 Solubility 42252501 Pending
63-9 Vapor Pressure
Comments: See comments for guideline 61-1.
63-9 Vapor Pressure 42252501 Pending
63-10 Dissociation Constant
Comments: See comments for guideline 61-1.
63-10 Dissociation Constant 42252501 Pending
63~13 Stability
Comments: See comments for guideline 61-1.




U.S. Environmental Protection Agency 4
Response to Phase 3 Submission Pg.

Chemical/Case Number Company Number / Name
527200 4099 010699 RETTA MFG., INC.
REGISTRANT'’S
GDLN # DESCRIPTION COMPLIANCE/MRID® EPA DECISION
63-13 Stability 42252501 Pending
81-4 Primary eye irration-rabbit 42233803 Pending
81-5% Primary dermal irritation 42233804 Pending




ATTACHMENT D

LIST OF ALL REGISTRANT(S) SENT THIS DCI




List of All Registrants Sent This Data Call-In Notice

Case # and Name

4099 2Zinc salts
Chemical # and Neme

088502 Zinc oxide

Company Number Company Neme Additional Name Address City & State p
003098 BAXTER J W & COMPANY 700 S EL CAMINO REAL _ SAN MATEQ CA 94402
050019 JAMES W. NIELSEN BOX 6669 BROOK INGS OR o745
055500 WESPAC ENTERPRISES INC 2615 S 200TH ST BOX.46337 ..  SEATTLEMA 9816
058509 DAVID A. WALTZ IMPORTS D/B/A NENZIES SHEET METAL 13903 S.E. 14TH ST .<>:a_<ma WA 98684




List of All Registrants Sent This Data Call-In Notice

Case # and Name

4099 Zinc salts
Chemical # and Name

087801 2Zinc chloride

Company Number Company Name Additional Name Address City L State

2ip

000802 CHAS H. LtLLY CO. 7737 N.E. KILLINGSWORTH PORTLAND OR

97218




List of All Registrants Sent This Data Call-In Notice

Case # and Name

4099 2Zinc salts
Chemical # and Name
527200 2inc sulfate monohydrate

Company Number Company Name Additional Name Address City L State Zip
000802 CHAS H. LILLY CO. 7737 N.E. KILLINGSWORTN PORTLAND OR 97218
10699 t . .
Retta Mfg.,Inc. Box 2306 ." Eugene, OR 97402




ATTACHMENT E

COST SHARE/DATA COMPENSATION FORMS



Unitegd States Environmental Protection Agency ! sorm Approved

2 Washingten, DC 20460 ous
Y/ CERTIFICATION WITH RESPECT TO o BTons
DATA COMPENSATION REQUIREMENTS] Asprevat Explres 12.3v.32

P:ublic feporting burden for this coliection of information Is estimated (o average 15 minutes per response, including
time for reviewing insiructions, searching existing data sources, gathering and maintaining the data needed, and
compisting and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, 1o Chief, information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St.. S.W., Washington, DC 20460; and 10 the Office
of Management and Budget, Paperwork Recuction Project (2070-0106), Washington, DC 20503.

Please fill in blanks below.
Company MNeme

Product Name EPA Reg. No.

I Certity that:

1. For sach study cited in support of registration or reregisiration under the Federal Insecticide, Fungicide and
Redenticide Act (FIFRA) that is an exclusive use studly, | am the original data subrmitter, or | have oblained the b
writien permigsion of the original data submitter 10 cite that study.

2. That for each study cited in support of registration or reregistration under FIFRA that is NOT an exclusive use
study, | am the original data submitter, or | have oblained the writien permission of the original data submitter, or |
have notified in writing the company(ies) 1hat submitted data | have cited and have offersd 10: (a) Pay
compensation 1or those data in accordance with sections 3(¢)(1)(D) and 3(¢)(2)(D) of FIFRA; and (b) Commence
negotiation 10 determine which data are subject 10 the compensation reqQuirement of FIFRA and the amount of
compensation due, # any. The companies | have notified are:

-

—— — A S AN GEEER @ W ® WED - G Gk e@IEEre @ EmS ¢ W GEEm S - S S W W - m— -— - —

[] The companies who have submitted the studies listed on the back of this form or attached
sheets, of indicated on the attached "Requirements Status and Regisirants’' Response Form,*

3. Thati have previously complied with section 3(c)(1)({D) of FIFRA for the studies | have cited in suppont of
registration or reregistration under FIFRA. '

Signature

Nams and Tive (Please Type o¢ Print)

GENERAL OFFER TO PAY: | hereby offer anc agres to pay componsmon fo other pmom with regard 10 the
registration or reregisiration of my products, 1o the extent required by FIFRA sections 3(c)(1)(D) and 3(¢)(2)(D). . .

Dste

Signsture

Nams and Title (Plessa Type e¢ Prind)

T EPA Ferm 8870-3% (490)



——

United States Environmental Protection Agency |perm approves

0n washington, DC 20480
\v’ CERTIFICATION OF OFFER TO COST |OuS No. 20700108
SHARE IN THE DEVELOPMENT OF DATA|appreval Expires 123102

Public nponin_g burden for this collection of information is estimated 1o average 15 minutes per response, inciuding
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
compieting and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, 1o Chief, Information Policy
Branch, PM-223, U.S. Enviconmental Protection Agency, 401 M St., S.W., Washingion, DC 20480 and 1o the Office
of Management and Budget. Paperwork Reduction Project (2070-0108), Washington, DC 20503,

Please fill In bianks below.

Cempany Name

Product Name EPA Reg. No.

| Certify that:

My company is willing to develop and submit the dats required by EPA under the suthority of the Federal
insecticide, Fungicide and Rodenticide Act (FIFRA), if necessary. However, my company would prefer 10
enter into an agreemaent with one or more regisirants to develop jointly or share in the cost of developing

data.

My firm has offered in writing to enter into such an agreement. That offer was irrevocable and included an
offer to be bound by arbitration decision under section 3(c)(2)(B)(ili) of FIFRA if fina! agreemaent on al!
ferms couid not be reached otherwise. This offer was made 10 the following firm(s) on the following

date(s):

Neme of Firm(s) . ) Oste of Offer

Cedification:
| cortily that | am duly authorized 10 represent the company named above, and that the siatements that | have made on

this form and all attachments therein are true, accurste, and compists. | acknowiedge that any knowingly faiss or
migleading statement may be punishadie by fine or imprisonment or both under appiicadle law.

Sigasture ot Coempany's Autherized Representstive Date
Name and Tiue (Plesss Type or Priny)
L o ——

EPA Form 8570-32




APPENDIX G

Product Specific Data Call-In




n ‘g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
9 WASHINGTON, D.C, 20480

DATA CALL=-IN NOTICE

OFFICE OF
PESTICDES AND TOXIC

CERTIFIED MAIL SUBSTANCES

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide
products containing the active ingredient identiticd in
Attachment A of this Notice, the

Sheet, to submit certain product specific data as notad hersin to
the U.S. Environmental Protection Agency (EPA, the Agency).

. These data are necessary to maintain the continued registration
of your product(s) containing this active ingredient., Within 50
days after you receive this Notice you must respond as set forth
in Section III below. Your rasponse must state:

1. How you will comply with the requirements set forth in
this Notice and its Attachments A through G; or

2. Why you belisve you are exampt from the requirezents
listed in this Notice and in Attachwment C,
' , (see

 section III-B); or

3. Why you believe EPA should not require your subamission
of product specific data in the manner specified by this
Notice (sees section III-D).

If you do not respond to this Notice, or if you do not
satisfy EPA that you will comply with its requirements or shoulad
be exampt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension.
We have provided a list of all of your products subject to thit

Notice in Attachment B, Data €all-In Response Form, as well as
list of all registrants who vere sant this Notice (Attachment F)

The authority for this Notice is section 3(c)(2)(B) of the
Federal Insecticide, Fungicide and Rodenticide Act as amended
@ (rirry), 7 u.s.C. section 136a(e)(2)(B). Collection of this
information is authorized under the Paperwork Reduction Act by
OMB Approval No. 2070-0107 (expiration date 12-31-92).

Prewed on Recyaes Paper




This Notice is divided into six sections and seven
Attachpents. The Notice itself contains information and
instructions applicable to all Data Call-In Notices. The
Attachments contain specific chemical information and
instructions. The six sections of the Notice are:

Ssction I - Why You Are Receiving This Notice
Section II - Data Required By This Notice
Section I1I - COnglianco With Reguirements Of This
) Notice
Section IV =~ Conssquences Of PFailure To Comply With
This Notice
Sectien V - Registrants' Obligation To Report
Possible Unreasconable Adverse Effects
Section VI «~ Inquiries And Responses To This Notice

The Attachments to this Notice are:

UM Tvowd»

.
I

SECTION I. NHY YOU ARE RECEIVING THIS NOTICE -

.- The Agency has reviewed existing data for this active
ingredient and reevaluated the data needed to support continued
registration of the subject active ingredient. The Agency has
concluded that the only additional data necessary are product
specific data. No additional generic data requirements are being
inmposed. You have been sent this Notice because you have
product(s) containing the subject active ingredient.

SECTION II. DATA REQUIRED BX IHIS NOTICE

II-A. DATA _REQUIRED

The product specific data regquired by this Notice are

specified in Attachment C,
. Depending on the results of the studies required in

Raspense Form
this Notice, additional testing may be required.
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II-B. SCHEDULE POR SUBMISSION OF DATA .

You are required to submit the data or otherwiso satisfy the

data requirenents specified in Attachment C,
And Registrant's Response Porm, within the timeframes provided.

I1I-C. ZIESTING PROTOCOL

All studies required under this Notice nﬁst be conducted in
accordance with test standards outlined in the Pesticide Assessment
Guidelines for those studies for vhich guidelines have been

estadblished.

d These EPA Guidelines are availadble from the National Technical
Information Service (NTIS), Attn: Order Desk, 5285 Port Royal Road,
Springfield, Va 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Economic
Cooperation and Development (OECD) are also acceptable if the OECD-
reconmended test standards conform to those specified in the
Pesticide Data Requirements regulation (40 CFR § 158.70). When
using the OECD protocols, they should be modified as appropriate so
that the data generated by the study will satisfy the requirements
of 40 CFR § 158. Normally, the Agency will not extend deadlines
for coxplying with data requirements when the studies were not
conducted in accordance with acceptadble standards. The OECD
protocols are available from QECD, 1750 Pcnnsylvania Avenue N.W.,
wWashington, D.C. 20006.

- All new studies and proposed protocols submitted in response
to this Data Call-In Notice must be in accordance with Goed
laboratory Practices [40 CFR Part 160.3(a)(6)].

II-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(C) (23 (B) NOTICES
ASSUED BY THE AGENCY ‘

Unless ctherwise noted herein, this Data Call-In does not in

, OF any - other agreenents sntered into with the Agency
portaininq to such prior Notice. Registrants must comply with the
requirenents of all Notices to avoid issuance of a Notice of Intent
to Suspend their affected products.

SECTION III. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE
1II-A. SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by thic Netice
for product specific data must be submitted to the Agency within 90
days after your receipt of this Notice. PFailure to adequately
respond to this Notice within 90 days of your receipt will be a
basis for 1ssuing a Notice of Intent to Suspend (NOIS) affecting

e — .
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your products. This and other bases for issuance éf NOIS due to
fa;l;re to comply with this Notice are presented in Section IV-A
an V'Bo

1I1-B. QOPTIONS POR RESPONDING TO THE AGENCY

The cptions for responding to this Notice for product specific
data are: (a) voluntary cancellation, (b) agree to satisfy the
product specific data roquiranonts imposed by this Notice or (c)
regquest a data wvaiver(s). i

A discussion of how to rcspond if you choocse the Veoluntary
Cancellaticn option is presented below. A discussion of the
. various options available for satisfying the product specific data
requirexents of this Notice is contained in Section III-C. A
discussion of options relating to rcqucsts for data wvaivers is
contained in Section III-D., :

There are two forms that accompany this Notice of which,
depending upon your rasponse, one or both must be used in your

response to the Agency. These forms are the - - e
Form, and the ' orm,
Attachment B and Attachment C. The Data Call-In Response Form must
be submitted as part of every response to this Notice. In
addition, one copy of the ] '

ngngnag_zgxm_ zust be submitted for each product listed on the
unless the voluntary cancellation eption

is selected or unless the product is identical to another (refer to
the instructions for completing the Data Call-In Response Form in
Attachzent B). Please note that the company's authorized
representative is required to sign the first page of the Data Call-
An _Response Foxm and

Eorm (if this form is required) and initial any subsoqunnt pages.
The forms contain separate detailed instructions on the response
options. Do not alter the printed material. If you have questions
or need assistance in preparing your response, call or write the
contact person(s) identified in Attachment A.

1. ¥Yoluntary Cancellation - You may avoid the regquirenents of
this Notice by requesting voluntary cancellation of your product(s)
containing the active {ngredient that is the subject of this
Notice. 1If you wish to voluntarily cancel your product, you must
subait a completed Data Call-In Response Form, indicating your
election of this option. Voluntary cancellation i{s item number 5
on the Data Call-In Response Form. If you choose this option, this

is the only form that you are required to complste.

If you choose to voluntarily cancel your product, further sale
and distribution of ycur product after the sffective date of
cancellation nust be in accordance with the Existing Stocks
provisions of this Notice which are contained in Section IV-C.




2.
Notice. There are various options available to satisfy the product

specific data requirements of this Notice. These options are
discussed in Section III-C of this Notice and conprilc options 1
through 6 on the

and item numbers 7a and 7b on the

Deletion of a use(s) and the low volunc/ainor use option are not
valid options for fulfilling product specific data requirements.

3. Raguest for Product Specific Data Waivers. Waivers for
product specific data are discussed in Section IIXI-D of this Notice

and are covorad by option 7 on the
. If you choose this option, you must

submit both forms as well as any other information/data pertaining
to the option chosen to address the data requirenment.
IIT-C SATISEYING THE DATA REQUIREMENTS OF THIS NOTICE -

Ig you acknowlodgo on the Data Call-In Responss Porm that you
agrse to satisfy the product specific data requirements (i.e. yocu
sslect option 7a or 7b), then you mpust select onc of the six
options on the Form
related to data production for each data roquircnant. Your optien
seslection should be entered under item number 9, "Registrant
Response." The six options related to data production are the
tirst six options discussed under item 5 in the 1nstructions for
completing the Form.
These gix options are listed immediately below vith information in
parentheses to quide registrants to additional instructions
provzdcd in this Section. The options are:

(1) I will generate and submit data within the specified
timeframe (Developing Data)

(2) - I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing)

(3) I have made offers to cost-share (0Offers to Cost Share)

(¢4) I am subnitting an existing study that has not been
submitted previously to the Agency by anyone (Suhnitting
an Existing Study)

(3) I am submitting or citing data to upgrade a study
classified by EPA as partially acceptable and upgradeabdble
(Upgrading a Stuady)

(6) I am citing an existing study that EPA has classified as
acceptable or an existing study that has been submitted
but not reviewved by the Agency (Citing an Existing Study)

option 1. Developing Data -- If you choose to develop the
required data it must be in conformance with Agency deadlines and
with other Agency reguirezents as referenced herein and in the
attachments. All data generated and submitted must comply with the
Good lLaboratory Practice (GLP) rule (40 CFR Part 160), be conducted
according to the Pesticide Assessnent Guidelines (PAG), and be in
confornance with the requirements of PR Notice 86-5.




The tize frames in the !

Requirements Status and Registrant's
Bgspgnggfzg:n are the tize frames that the Agency is allowing for
the subnission of completed study reports. The noted deadlines run
from the date of the receipt of this Notice by the registrant. 1If
the data are not submitted by the deadline, sach registrant is
subject to receipt of a Notice of Intent to Suspend the affected
registration(s).

If you cannot submit the data/reports to the Agency in the time
required by this Notice and intend to seek additional time to meet
the requirenents(s), you must submit a request to the Agency which
includes: (1) a detailed description of the expected difficulty and
(2) a proposed schedule including alternative dates for meeting
such rsquirements on a step-by-step basis. You must explain any
technical or laboratory difficulties and provide documentation from
the laboratory perforzing the testing. While EPA is considering
your request, the original deadline remains. The Agency will
respond to your request in writing. If EPA does not grant your
request, the original deadline remains. ' Normally, extensions can
be requested only in cases of extracrdinary testing problems beyond .
the expectation or control of the registrant. Extensions will not
be given in submitting the 90-day responses. Extensions will not
be considered if the request for extension is not made in a timely
fashion; in no event shall an extension reguest be considered if it
is submitted at or after the lapse of the subject deadline.

-=Registrants

: v
may only choose this option for acute toxicity data and certain
efficacy data and only if EPA has indicated in the attached data
tables that your product and at least one other product are similar
for purposes of depending on the sane data. If this is the case,
data may be generated for just one ¢f the products in the group.
The registration number of the product for which data will be
subnitted pust be noted in the agreement to cost share by the
registrant selecting this option. If you choose to enter into an
agreenent to share in the cost of producing the required data but
will not be subaitting the data yourself, you must provide the name
of the registrant who will be submitting the data. You must also
provide EPA with documentary evidence that an agresnment has been
forzed. Such evidence may be your letter offering to join in an
agreenent and the other registrant's acceptance of your offer, or a
written statement by the parties that an agreenment exists. The
agreenment to produce the data need not specify all of the terms of
the final arrangement between the parties or the mechanism to
resolve the terms. Section 3(c)(2)(B) provides that if the parties
cannot resclva the terns of the agresnent they may resolve their
differences through binding arbitratien. -

Y L2 ]
This option only applies to acuts toxicity and certain efficacy
data as described in coption 2 above. 1If you have made an offer to
pay in an attempt to enter into an agreement or amend an existing
agresexzent to meet the requirements of this Notice and have been
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unsuccessful, you may raguest EPA (by selecting this option) to
exercise its discretion not to suspend your registration(s),
although you do not comply with the data submission regquirements of
this Notice. EPA has determined that as a general policy, absent
other relevant considerations, it will not suspend the registration
of a product of a registrant who has in good faith sought and
continues to seek to enter into a joint data development/cost
sharing program, but the other registrant(s) developing the data
has refused to accept your offer. To gualify for this option, you
nust submit documentation to the Agency proving that you have made
an offer to another registrant (who has an obligation to submit
data) to share in the burden of developing that data. You must
also submit to the Agency a completed EPA Form 8570-32,
Certification of Offer to Cost Share in the Development of Data,
Attachment G. In addition, you must demonstrate that the other
registrant to wvhom the offer vas made has not accepted your offer
to enter into a costsharing agresement by including a cepy of your
offer .and proof of the other registrant's receipt of that offer
(such as a certified mail receipt). Your offer must, in addition
to anything else, offer to ghare in the burden of producing the.
data upon terms to be agreed or failing agreement to be bound by
binding arbitration as provided by FIFRA section 3(c)(2)(B) (iii)
and must not qualify this offer. The other registrant must also
inform EPA of its election of an opticn to develop and submit the

data required by this Notice by submitting a Data Call-In Response

Form and a '
comnitting to develop and subnmit the data required by this Notice.

In order for you to avoid suspension under this option, you may
not withdraw your offer to share in the burdens of developing the
data. In addition, the other registrant must fulfill its
comnitment to develop and submit the data as reguired by this
‘Notice. If the other registrant fails to develop the data or for
scme other reason is subject to suspension, your registration as
vell as that of the other registrant will normally be subject to
initiation of suspension proceedings, unless you commit to submit,
and do submit the required data in the specified time frame. 1In
such cases, the Agency generally will not grant a time extension

for submitting the data.

== If you choose to
subnit an existing study in response to this Notice, you must
determine that the study satisfies the requirements imposed by this
Notice. You may only submit a study that has not been previously

submitted to the Agency or previously cited by anyone. Existing
studies are studies vhich predate issuance of this Notice. Do not
use this option if you are subnmitting data to upgrade a study. (See

Option 8).

You should be awars that if the Agency determines that the
study is not acceptable, the Agency will require you to comply with
this Notice, normally without an extension of the required date of
submission. The Agency may deternins at any time that a study is

not valid and needs to be repeated.




existing study, W

pet

" ® ‘(rlaw data' means any laboratory vorksheets, records,

". -have been prepared (e.g., tapes vhich have been transcribed
" verbatim, dated, and verified accurate by signature), the exact

8
To meet the requirements of the DCI Notice for subnitting an

- -

a. You must certify at the time that the existing study is
subnitted that the raw data and specimens from the study are
available for audit and review and you pust identify where they
are avajilable. This must be done in accordance with

the requirements of the Good lLaboratory Practice (GLP)
regulation, 40 CFR Part 160. As stated in 40 CFR 160.3(3)

menmoranda, notes, or exact copies therecf, that are the rssult
of original observations and activities of a study and are
necessary for the reconstruction and evaluation of the report
of that study. In the event that exact transcripts of raw data

copy or exact transcript may be substituted for the criginal
source as raw data. 'Raw data' may include photographs,
picrofilm or microfiche copies, computer printouts, magnetic
media, including dictated cobservations, and recorded data from
automated instruments.” The term "specimens”", according to 40
CFR 160.3(k), means "any material derived from a test system
for examination or analysis."

b. Health and safety studies completed after May 1584 must also
contain all GLP-required quality assurance and quality control
information, pursuant to the regquirements of 40 CFR Part 160.
Registrants must also certify at the time of submitting the
existing study that such GLP information is available for post-
May 1984 studies by including an appropriate statezment on or
attached to the study signed by an authorized official or
representative of the registrant.

c. You must certify that each study fulfills the acceptance
criteria for the Guideline relevant to the study provided in .. _,..+%)
the FIFRA Accelerated Reregistration Phase 3 Technical Guidance,
and that the study has been conducted according to the

Pesticide Assessnent Guidelines (PAG) or meets the purpose. cof
the PAG (both available from NTIS). A study not conducted
according to the PAG may be submitted to the Agency for .
consideratiocn if the registrant believes that the study clearly
mests the purpose of the PAG. The registrant is referred to 40
CFR 1%8.70 which states the Agency's policy regarding

acceptable protocols. If you vish to submit the study, you

nust, in addition to certifying that the purpcses of the PAG

are met by the study, clearly articulate the rationale why you
belisve the study meets the purpose of the PAG, including

copies of any supporting information or data. It has been the
Agency's experience that studies completed prior to January

1970 rarely satisfied the purpose of the PAG and that necessary
raw data are usually not available for such studies.
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If you submit an existing study, you must certify that the
study meets all requirements of the criteria outlined above.

I2 you knovw of a study pertaining ¢to any reguirement in this
Notice which does not meet the criteria ocutlined adove but does
contain factual information regarding unreasonable adverse effects,
you must notify the Agency of such a study. If such study is in
the Agency's files, you need only cits it aloeng with the
notitication. If not in the Agency's files, you must submit a
suzmary and copies as required by PR Notice 86-5,

.option S, Upgrading a Study =-- If a study has been classified
as partially acceptable and upgradeadle, you may subzit data to
upgrade that study. The Agency will review the data submitted and
determine if the requirement is satisfied. If the Agency decides
the requirement is not satisfied, you may still be required to
‘submit new data normally without any time extension. Deficient,
but upgradeable studies will normally be classified as
supplenental. However, it is important to note that not all
studies classified as supplemental are upgradeable. If you have
questions regarding the classification of a study or vhether a
study may be upgraded, call or write the contact person listed in
Attachment A. If you submit data to upgrade an existing study you
must satisfy or supply information to correct all deficiencies in
the study identified by EPA. You must provide a clearly
articulated raticnale of how the deficiencies have been renedied or
corrected and why the study should be rated as acceptable to EPA.
Your submission must alsc specify the MRID number(s) of the study
which you are attempting to upgrade and must be in conformance with

PR Notice 86-~5.

Do not submit additional data for the purpose of upgrading a
study classified as unacceptadble and deternined by the Agency as

not capable of being upgraded.

This option should also be used to cite data that has been
previously submitted to upgrads a study, but has not yet been
revieved by the Agency. You must provide the MRID number of the
data sudbnission as well as the MRID number of the study being

upgraded.

The criteria for submitting an existing study, as specified in
option 4 above, apply to all data submissions intended to upgrade
studies. Additicnally your submission of data intended to upgrade
studies must be accompanied by a certification that you cemply with
each of those criteria as well as a certification regarding

protocol compliance with Agency regquirenments.

== 1f you choose to cite a

option 6, Citing Existing Studles
study that has been previcusly submitted to EPA, that study must
have been previcusly classified by EPA as acceptable or it must be
a study which has not yet been reviewed by the Agency. Acceptable
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toxicology studies generally will have been classified as “core-
guideline™ or “core zinimum.” Por all other disciplines the
classification would be "acceptable.” With respect to any studies
for vhich you wish to select this option you must provide the MRID
number of the study you are citing and, if the study has been
revieved by the Agency, you must provide the Agency's

,classification of the study.

If you are citing a study of vhich you are not the original
data subnitter, you must submit a completed copy ©f EPA Form
8570-31, i

< Registrants who select one of the above § options must meet all
of the rgquirencnts described in the instructions for completing

the Data Call-In Response Porm and the
Registrant's Response Form, as appropriate.

I1I1-D REQUESTS FOR DATA WAIVERS

If you regquest a waiver for product specific data because you
believe it is inappropriate, you must attach a complete
justification for the request, including technical reasons, data
and references to relevant EPA regulations, guidelines or pelicies.
(Note: any supplemental data must be submitted in the format
required by PR Notice 86-5). This will be the gnly opportunity to

‘gtate the reasons or provide information in suppert of your

request. If the Agency approves your waiver request, you will not
be regquired to supply the data pursuant to section 3(c) (2)(B) of
FIFRA. If the Agency denies your waiver request, you must choose
an option for meeting the data requirements of this Notice within
30 days of the receipt of the Agency's decision. You must indicate

and submit the option chosen on the
' Form. Product specific data requirements for

preduct chenmistry, acute toxicity and efficacy (where appropriate)
are rejuirsd for all products and the Agency will grant a waiver
only under extraordinary circumstances. You should also be awvare
that submitting a waiver request will pgt automatjically extend the
due date for the study in question. Waiver requests submitted
vithout adegquate supporting rationale will be denied and the
original due date will remain in force.

IV. CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE
IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of Intent to Suspend products
subject to this Notice due to failure by a registrant to comply
wvith the requirements of this Data Call-In Notice, pursuant to
FIFRA section 3(c)(2)(B). Events which may be the basis for
issuance of a Notice of Intant to Suspend include, but are not

limited to, the following:
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1. Failure to respond as required by this Notice within 90
days of your receipt of this Notice.

2. Failure to submit on the required schedule an acceptable
proposed or final protocol if such is required to be submitted
to the Agency for review.

3. Tailure to subnit on the reguired schedule an adequats
progress r.port on a study it required by this Notics.

4. Pailure to submit on tb. required schedule acceptadle
data as required by this Notice.

S. Failure to take 8 required action or submit adequate

- information pertaining to any option chosen to address the data
‘requirements (e.g., any regquired action or information

- pertaining to subnmission or citatiocn of existing studies or
offers, arrangements, or arbitration on the sharing of costs or
the formation of Task Forces, failure to comply with the terms
©f an agreexent or arbitration concerning joint data ,
davelopnent or failure to comply with any terms of a data

wvaiver).

6. Failure to submit supportable certifications as to the .
conditions of submitted studies, as required by Section III-C
of this Notice.

7. Withdrawal of an offer to share in the cost of developing
required data.

8. Failure of the registrant to whom you ha#c tendered an offer
to share in the cost of developing data and provided proeof of
the registrant's receipt of such offer either to:

a. Inform EPA of intent to develop and submit the data

required by this Notice on a Data Call-In Response Form and a
Requirspents Status and Registrant's Response

Form:

b. Pulfill the commitment to develop and submit the data as
required by this Notice; or

c. Otherwvise take appropriate steps to meet the regquirements
stated in this Notice, unless you commit to submit and do
submit the regquired data in the specified time franme.

9. Failure to taks any required or appropriate steps, not
zentioned above, at any time following the issuance of this

Notice.
IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
UNACCEPTABLE : ‘I'

The Agency may determine that a study (even if submitted within
the required time) is unacceptable and constitutes a basis for
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issuance of a Notice of Intent to Suspend. The grounds for
suspension include, but are not limited to, failure to meet any of
the following:

1. EPA requirerxents specified in the Data Call-In Notice or
other documents incorporated by reference (including, as
applicable, EPA Pesticide Assessment Guidelines, Data Reporting
Guidelines, and GeneTox Health Effects Test Guidelines)
regarding the design, conduct, and raporting of required
studies. Such requirezents include, but are not limited to,
. those relating to test material, test procedures, salection of

species, number of animals, sex and distribution of animals,

" dose and effect levels to be tested or attained, duration of
test, and, as applicable, Good laboratery Practices.

- 2. EPA requirsments regarding the submission of protocols (if
"applicable), including the incorporation ¢f any changes
requizred by the Agency following review.

3. EPA requirements regarding the reporting of data, including
the manner of reporting, the completeness of reasults, and the
adequacy of any required supporting (or raw) data, including,
but not limited to, requirezents referenced or included in this
Notice or contained in PR 86-5. All studies must be submitted
in the form of a final report: a preliminary report will not be
considered to fulfill the submission regquirement.

IV-C EXISTING STOCKS OF SUSPENDED OR GANCELLED PRODUCTS

EPA has statutory authority to permit continued sale,
distribution and use of existing stocks of a pesticide product
vhich has been suspended or cancelled if doing so would be

consistent with the purposes of the Act.

The Agency has deternmined that such disposition by registrants
of existing stocks for a suspended registration when a section
3(c)(2) (B) data request is outstanding would generally not be
consistent with thp Act's purposes. Accordingly, the Agency
anticipates granting registrants permission to sell, distribute, or
use existing stocks of suspended product(s) only in exceptional
circumstances. If you belisve such disposition of existing stocks
of your product(s) which may be suspended for failure to comply
with this Notice should be permitted, you have the burden of
clearly demonstrating to EPA that granting such permission would be
consistent with the Act. You must also explain why an "existing
stocks® provision is necessary, including a statement of the
quantity of existing stocks and your estimate of the time required
for their sale, distribution, and use. Unless you meet this burden
the Agency will not consider any request pertaining to the
continued sale, distribution, or use of your existing stocks after

suspension.

If you request a voluntary cancellation of your product(s) as »
response to this Notice and your product is in full compliance with
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all Agency reguirements, you will have, under most circumstances,
one year from the date your 90 day response to this Notice is due,
to sell, distribute, or use existing stocks. Normally, the Agency
will allow persons other than the registrant such as independent
distributors, retailers and end users to sell, distribute or use
such existing stocks until the stocks are sxhausted. Any sale,
distribution or use of stocks of voluntarily cancelled products
containing an active ingredient for which the Agency has particular
Tisk concerns will be deternined on a case-by-case basis.

Requests for voluntary cancsllation received pfter the 90 day
response period regquired by this Notice will not result in the
Agency granting any additiocnal tizme to sell, distribute, or use
existing stocks beyond a year from tha date the 90 day response was
due unless you demonstrate to the Agency that you are in full
compliance with all Agency requirements, including the requirements
of this Notice. For example, if you decide to voluntarily cancel
your registration six months before a 3 year study is scheduled to
be subnitted, all progress reports and other information nacessary
to establish that you have been conducting the study in an
acceptable and good faith manner must have been submitted to the
Agency, bafors EPA will consider granting an existing stocks ‘I'

provision.

SECTION V. REGISTRANTS' OBLIGATION TO REPORT POSSIBLE
UNREASONARLE ADVERSE EFFECTS

Registrants are rexminded that FIFRA section 6(a)(2) states that
if at any time after a pesticide is registered a registrant has
additional factual information regarding unreasonable adverse
effects on the environment by the pesticide, the registrant shall
submit the information to the Agency. Registrants must notify the
Agency of any factual information they have, from whatever source,
including but not limited to interin or preliminary results of
studies, regarding unreascnable advarse effects on man or the
environment. This requirement continues as long as the products

are registerad by the Agency.

SECTION VI. JINQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the requirements and
procedures established by this Notice, call the contact person(s)

listed in Attachment A, the
All responses to this Notice (other than voluntary cancellation

requests) must include a completed - and a
conpleted '
(Attachzment B and Attachment C) and any other docunments regquired by .

this Notice, and should be subnitted to the contact person(s) )
identified in Attachment A. If the voluntary cancellation optien is

chosen, only the Data Call-In Response Forx nesd be submitted.
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The Office of Compliance Monitoring (OCM) of the Office of
Pesticides and Toxic Substances (OPTS), EPA, will be monitoring the
data deing generated in response to this Notice.

Sincerely yours,

.Daniel M. Barole, Director
.« Speclial Reviev and
Rersgistration Division

: Attachments

-

oYMt ONwWdH




ATTACHMENT A

ZINC SALTS: DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

You have been sent this Product Specific Data Call-In Notice because you have
product(s) containing zinc salts.

This Product Specific Data Call-In Chemical Status Sheet, contains an overview of data

required by this notice, and point of contact for inquiries pertaining to the reregistration of zinc
salts. This attachment is to be used in conjunction with (1) the Product Specific Data Call-In
Notice, (2) the Product Specific Data Call-In Response Form (Attachment B), (3) the
Requirements Status and Registrant’s Form (Attachment C), (4) EPA’s Grouping of End-Use
Products for Meeting Acute Toxicology Data Requirement (Attachment D), (5) the EPA
Acceptance Criteria (Attachment E), (6) a list of registrants receiving this DCI (Attachment F)
and (7) the Cost Share and Data Compensation Forms in replying to this zinc saits Product
Specific Data Call-In (Attachment G). Instructions and guidance accompany each form.

DATA REQUIRED BY THIS NOTICE

The additional data requirements needed to complete the database for zinc salts are

contained in the Requirements Status and Registrant’s Response, Attachment C. The Agency
has concluded that additional data on zinc salts are needed for specific products. These data are

required to be submitted to the Agency within the timeframe listed. These data are needed to
fully complete the reregistration of all eligible zinc salts products.

INQUI ND PON TO THIS NOTICE

~If you have any questions regarding the generic database of zinc salts, please contact
Mark Wilhite at (703) 308-8086.

If you have any questions regarding the product specific data requirements and
procedures established by this Notice, please contact Joanne Miller (703) 305-7830.




All responses to this Notice for the Product Specific data requirements should be

submitted to:

Joanne Miller, Product Manager Team 23
Herbicide/Fungicide Branch

Registration Division (H7505C)

Office of Pesticide Programs

U.S. Environmental Protection Agency
Washington, D.C. 20460

RE: ZINC SALTS




ATTACHMENT B

PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A)
PLUS INSTRUCTIONS




SPECIFIC INSTRUCTIONS FOR COMPLETING
THE DATA CALL-IN RESPONSE FORM

Product Specific Data

This form is designed to be used to respond to call-ins for
generic and product specific data for the purpose of
reregistering pesticides under the Federal Insecticide Fungicide
and Rodenticide Act. Fill out this form each time you are
responding to a data call-in for which EPA has sent you the form
entitled "Requirements Status and Registrant's Response."

Items 1-4 will have been preprinted on the form. 1Items 5
through 7 must be completed by the registrant as appropriate.
Items 8 through 11 must be completed by the registrant before
submitting a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 15 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and cempleting and
ceviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M 35t., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503,




INSTRUCTIONS FOR COMPLETING THE "DATA CALL-IN RESPONSE" FORM FOR
PRODUCT SPECIFIC DATA

Item 1-4.

Item S.

Item 6.

Item 7a.

Item 7b.

Already completed by EPA.

If you wish to voluntarily cancel your product, answer
"ves." If you choose this option, you will not have to
provide the data required by the Data Call-In Notice
and you will not have to complete any other forms.
Further sale and distribution of your product after the
effective date of cancellation must be in accordance
with the Existing Stocks provision of the Data Call-In
Notice (Section 1IV-C).

Not applicable since this form calls in product
specific data only. However, if your product is
identical to another product and you qualify for a data
exemption, you must respond with '"yes" to Item 7a (MP)
or 7b (EP) on this form, provide the EPA registration
numbers of your source(s) and complete and submit the
"Generic Data Exemption" form; you would not complete
the "Requirements Status and Registrant's Response"
form. Examples of such products include repackaged
products and Special Local Needs (Section 24c) products
which are identical to federally registered products.

For each manufacturing use product (MP) for which you
wish to maintain registration, you must agree to
satisfy the data requirements by responding "yes."

For each end use product (EP) for which you wish to
maintain registration, you must agree to satisfy the
data requirements by responding "yes." If you are
requesting a data waiver, answer "yes" here; in
addition, on the "Requirements Status and Registrant's
Response" form under Item 9, you must respond with
Option 7 (Waiver Request) for each study for which you
are requesting a waiver. See Item 6 with regard to
identical products anhd data exemptions.

Items 8-11. Self-explanatory.

NOTE:

You may provide additional information that does not
fit on this form in a signed letter that accompanies
this form. For example, you may wish to report that
your product has already been transferred to another
conmpany or that you have already voluntarily cancelled
this product. For these cases, please supply all
relevant details so that EPA can ensure that its
records are correct.




SPECIFIC INSTRUCTIONS FOR COMPLETING
THE REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE FORM

Product Specific Data

This form is designed to be used for registrants to respond
to call-ins for generic and product-specific data as part of
EPA's reregistration program under the Federal Insecticide
Fungicide and Rodenticide Act. Although the form is the same for
both product specific and generic data, instructions for
completing the forms differ slightly. Specifically, options for
satisfying product specific data requirements do not include (1)
deletion of uses or (2) request for a low volume/minor use
waiver. These instructions are for completion of product
specific data requirements.

EPA has developed this form individually for each data call-
in addressed to each registrant, and has preprinted this form
with a number of items. DO NOT use this form for any other
active ingredient.

Items 1 through 8 (inclusive) will have been preprinted on
the form. You must complete all other items on this form by
typing or printing legibly.

Public reporting burden for this collection of information
is estimated to average 30 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St,, S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.
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United States Environmental Protection Agency

Washington, D. C. 20460
DATA CALL-IN RESPONSE

Form Approved
oM8 No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use asdditional sheet(s) if necessary.

Please read carefully the sttached instructions and supply the information requested on this form.

1. Company nsme end Address
RETTA MFG., INC.
BOX 2306 “
EUGENE OR 97402

2. Case ¥ and Nome
4099 Zinc salts

3. Date snd Type of DCI
PRODUCT SPECIFIC

4. EPA v:.ﬁc."n 5. 1 wish to 6. Generic Data . 7. Product Specific Dats

Registration concel this Ga. T om claimimg 8 Generic €b. 1 agree to satisfy Generic | 78. My product is s NP and . My product 18 an EUP and
!.oi..nn regis- Dats Exemption because ! Data requirements as indiceted 1 agree to sstisfy the WP 1 agree to satisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the attached
tarily. from the source EPA regis- - “Requirements Status end form entitied "Requirements form entitled "Requirements

tration number listed below. Registrant’s Response.® Status and Registrant’s Status and Registrant’s
Response.® Response.*
10699-1 N.A. N.A.

8. Certification

1 certify that the statements made on this form and all sttachments are true, accurate, and complete,
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisorment

or both under appticable law.

Signature and Title of Compeny’s Authorized Representative

9. Date

10. Name of Company Contact

11. Phone Number
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United States Environmental Protection Agency Form Approved
. Washington, D. C. 20460 o8 No. 2070-0107

DATA CALL-IN RESPONSE

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Plesse read carefully the attached instructions and supply the information requested on this form.
Use sdditional sheet(s) if necessary.

1. Company name and Address 2. Case # and Name 3. Dete and Type of DCI
DAVID A. WALTZ IMPORTS 4099 Zinc salts . PRODUCT SPECIFIC
D/B/A MENZIES SHEET METAL i
13903 S.E. 14TH ST
VANCOUVER WA 98684

4. EPA Product 5. 1 wish to &, Generic Data ] 7. Product Specific Deta

Registration cancel this %a. | am claimimg & Generic #b. 1 agree to satisfy Generic | 7a. Wy product is a WP and ~ Wy product is en EUP and
product regis- | Data Exemption because ! Data requirements as indicated I agree to satisfy the WUP 1 agree to satisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the attached
tarily. from the source EPA regis- - YRequirements Status end form entitlied “"Requirements form entitled "Requirements

tration number Listed below. Registrant’s Response.® Status and Registrant’s Status and Registrant'’s
Response.® Responge.”
58509-1 N.A. N.A.
8. Certification 9. Date

! certify that the statements mede on this form and all sttachments are true, sccurate, and complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law,

Signature and Title of Compeny’s Authorized Representative
10. Name of Company Contact 11. pPhone Number
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United States Environmental Protection Agency form Approved
Washington, D. C. 20460

DATA CALL~-IN RESPONSE

OMB No. 2070-0107
Approvel Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Plesse read carefully the attached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary.

1. Company neme and Address 2. Cose ¥ and Name 3. Date and Type of OCI
CANADIAN ROOFING PRODUCTS 4099 2Zinc salts . PRODUCT SPECIFIC
555% SALISH RD |
BLAINE WA 98250

4. EPA Product 5. 1 wish to 6. Generic Date 7. Product Specific Dste

Registration cencel ns.a. 6a. 1 om claimimg a Generic 6h. 1 agree to satisfy Generic | 7a. Wy product is a WP and 75. Wy product is en EUP end
product regis- | pate Exemption becew ~ | Data requirements as indicated | 1 agree to satisfy the WP ) agree to setisfy the EUP
tration volun- obtsin the active ingredient on the sttached form entitled requirements on the sttached requirements on the attached
tarily. from the source EPA regis- - “Requirements Status and form entitled "Requirements form entitled "Requirements

tration nunber listed below. Registront’s Response.® Stetus and Registrant’s Status end Registrant’s
Response., * Response.™
58494-1 N.A. - N.A.
8, Certification 9. Date

I certify that the statements made on this form and all attaschments are true, accurate, and complete.
1 acknowledge that any knowingly felse or misleading statement mey be punishable by fine, imprisorment
or both under spplicable law.

Signature and Title of Company’s Authorized Representative
10. Name of Company Contact 11. Phone Number




Page 1 of 1

Washington,

United States Environmental Protection Agency

D. C. 204690

DATA CALL-IN RESPONSE

Form Approved
ONB No. 2070-0107

Approval Expires 12-31-92

Use additional sheet(s) if necessary.

INSTRUCTIONS: Please type or print in ink.

Please read carefully the attached instructions and supply the information requested on this form,

1. Company name and Address
WESPAC ENTERPRISES INC

SEATTLE WA ‘98146

2415 S 200TH ST BOX 46337

2.

Case # and Name
4099 2Zinc salts

3. Date and Type of DCI
- PRODUCT SPECIFIC

4. EPA Product
Registration

*5. 1 wish to
cancel this

6. Generic Data

7. Product Specific Data

product regis-
tration volun-
tarily.

éa. | am claimimg a Generic
Data Exemption because |
cbtain the active ingredient
from the source EPA regis-
tration number listed below.

6b. | agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
"Requirements Status and
Registrant's Response."™

7a. My product is a MUP and
1 agree to satisfy the KUP
requirements on the attached
form entitled "Requirements
Status and Registrant’s
Response.™

7b. My product is an EUP and
| agree to satisfy the EUP
requirements on the attached
form entitled “Requirements
Status and Registrant’s
Response.*

55500-1

N.A.

N.A.

B. Certification

or both under applicable law.

Signature and Title of Company’s Authorized Representative

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

9. Date

10. Name of Company Contact

11. Phone Number
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United States Environmental Protection Agency Form Approved
Washington, D. C. 20460 :

DATA CALL-IN RESPONSE

OoMB No. 2070-0107
Approvel Expires 12-31-92

(NSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary.

1. Compeny name and Address 2. Case # and Neme 3. Date end Type of OCI
BAXTER J H & COMPANY 4099 2Zinc salts . PRODUCT SPECIFIC
1700 S EL CAMINO REAL
SAN MATEO CA 94402

4. EPA Product 5. I wish to 6. Generic Data 7. Product Specific Dats

Registration cancel this Gs. 1 om claimimg a Generic &b, 1 agree to sotisly Generic | 8. My product 18 a NUP end 5. Wy product s en EUP and
v..a_”.na regis- Dats Exemption because 1 Data requirements es indiceted 1 agree to satisfy the mwp 1 sgree to setisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the sttached
terily. from the source EPA regis- . "Requirements Status and form entitled "Requirements form entitled "Requirements

tration nuwber listed below. Registrant‘s Response.” Status end Registrant’s Status and Registrant’s
Response.* Response.*
uomlem z->l . zo’.

8. Certification

I certify that the statements mede on this form and all attschments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisorment
or both under applicable law.

Signature and Title of Compeny’s Authorized Representative
10. Neme of Company Contact

9. Date

11. Phone Number
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United States Environmental Protection Agency

washington, D. C. 20460
DATA CALL~IN RESPONSE

Form Approved
OoM8 Mo, 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.
Use edditionat sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address
CHAS H. LILLY CO.

7737 N.E. KILLINGSWORTH
PORTLAND OR 97218

2. Cese # and Neme
4099 2inc salts

3. Date and Type of OCI
PRODUCT SPECIFIC

4. EPA Product 5. 1 wish to 6. Generic Dats 7. Product Specific Data

Registration cancel this 6a. | am claimimg ® Generic 6b. | agree to satisfy Generic { 7a. My product 1s & MUP and 7b. Wy product s an EUP and
product regis- Data Exemption because 1 Data requirements as indicated 1 agree to satisfy the WP 1 agree to satisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the sttached requirements on the attached
tarily. from the source EPA regis- . "Requirements Status and form entitied "Requirements form entitled “Requirements

tration nurber listed below. Registrant’s Response.” Stetus and Registrant‘s Status and Registrent’s
Response.™ Responge. ™
802-591 N.A. N.A.

8. Certification

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicable law.

Signature and Title of Company’s Authorized Representative

9. Date

10. Neme of Company Contect

11. Phone Number
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United States Environmental Protection Agency

Washington,

D. C. 20460

DATA CALL-IN RESPONSE

form Approved
oMB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address
CHAS H. LILLY CO.

7737 N.E.

KILLINGSWORTH

PORTLAND OR 97218

2. Case # snd Name

4099 2inc salts

3. Date and Type of DCI
PRODUCT SPECIFIC

4. EPA Product 5.1 .;ar.no 6. Generic Data 7. Product Specific Dats

Registration cancel this %a. 1 om claimimg a Generic &b. 1 agree to satisfy Generic | 7e. My product is & MW and 75. Wy product is en EUP and
product regis- | Date Exemption because | Date requirements as indicated | ] agree to satisfy the MW I agree to satisfy the EWP
tration volun- obtain the active ingredient on the attached form entitled requirements on the sttached requirements on the attached
tarily. from the source EPA regis- . “Requirements Status and form entitied "Requirements form entitled “Requirements

tration number listed below. Registrant’s Response.* Status and Registrant’s Status arnd Registrant’s
Response." Regponse.®
802-553 N.A. N.A.

8. Certification

I certify that the statements made on this form and all attachments are true, accurate, and complete.
t acknowledge thet any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.

Signature and Titte of Compeny’s Authorized Representative

9. Date

10. Name of Company Contact

11. Phone Number




Page 1 of 1

United States Environmental Protection Agency
Washington, D. C. 20460

DATA CALL-IN RESPONSE

Form Approved
M8 No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address
CHAS H. LILLY CO.
7737 N.E. KILLINGSWORTH
PORTLAND OR 97218

2. Case # and Name
4099 Zinc salts

3. Date and Type of OCl
PRODUCT SPECIFIC

4. EPA Product 5. 1 wish to 6. Generic Date 7. Product Specific Date .

Registration cancel this 6s. | om claimimg & Generic %b. | sgree to satisfy Generic | 7a. My product is & WP and 7o, Wy product is an EUP and
product regis- Data Exemption becsuse [ Data requirements as indicated 1 agree to satisfy the wwp 1 agree to satisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on n:o.onnao:oa
tarily. from the source EPA regis- . "Requirements Status snd form entitled “Requirements form entitlied “Requirements

tration number listed below. Registrant’s Response.™ Status and Registrent’s Status end Registrant’s
Response.” Response.™
802-508 N.A. N.A.
8. Certification 9. Date

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
1 acknowledge that eny knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicable {aw.

Signature and Title of Company’s Authorized Representative

10. Name of Company Contact

11. Phone Number




..

Page 1 of 1

United States Environmental Protection Agency Form Approved
Washington, D. C. 20460

DATA CALL-IN RESPONSE

OoMB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type of print in ink. Please reed corefully the attasched instructions and supply the information requested on this form.
Use additional sheet(s) if necessesry.

1. Company name and Address 2. Case # and Name 3. Dete and Type of DCI
MONSANTO CO. 4099 Zinc salts : PRODUCT SPECIFIC
700 14TH STREET, N.W. SUITE 1100
WASHINGTON DC 20005

4. EPA Product 5. 1 wish to 6. Generic Date 7. Product Specific Deta

Registration cancel this %a. 1 am claimimg & Generic 3b. | agree to satisfy Generic | 7a. My product is & MUP and . My product is an EUP and
product regis- | pata Exemption because 1 Data requirements as indicated | 1 sgree to satiafy the mW¥ 1 sgree to satisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the attached
tarily. from the source EPA regis- - “Requirements Status and form entitied "Requirements form entitled "Requirements

tration number listed below. Registrant’s Response.” Status and Registrant’s Status and Registrent’s
Response . ™ Response . *
524-354 N.A. N.A.

8. Certification

I certify that the statements made on this form and all attachments are true, accurate, and complete.
1 acknowledge that sny knowingly false or misleading statement mey be punishable by fine, imprisonment
or both under applicable law.

9. Date

Signature and Title of Company’s Authorized Representative
10. Name of Company Contact

11. Phone Number




l

Page 1 of 1

United States Environmental Protection Agency
Washington, D. C. 20460

DATA CALL~IN RESPONSE

Form Approved
ONB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Plesse type or print in ink.

Please read carefully the attached instructions and supply the information requested on this forw.
Use additionsl sheet(s) if necessary.

1. Company name snd Address
JAMES W. NIELSEN
BOX 6669
BROOKINGS OR 97415

2. Coge # and Wame
4099 2Zinc salts

3. Date and Type of OCI
PRODUCT SPECIFIC

4. m,v» v.....acnn 5. 1 wish to 6. Generic Dats - 7. Product Specific Dats

Registration cencel this Ga. I am claimimg & Generic %5. 1 egree to satisfy Generic | 7a. My product 1s @ MJP end 7b. Wy product is en EUP and
product regis- | pata Exemption because ! Dats requirements as indicated | 1 agree to satisfy the NUP t agree to satisfy the EUP
tration volun- obtain the active ingredient on the attached form entitled requirements on the stteched requirements on the attached
tarily. from the source EPA regis- Y"Reuirements Status and form entitled "Requirements form entitied "Requirements

tration number (isted betow. Registrant’s Response.™ Status snd Registrant’s Status snd Registrant’s
Response.® Regponse.”
mocpmlp z-,- z.po

8. Certification

1 certify that the statements made on this form and all attschments are true, accurste, and camplete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under spplicsble law,

Signature and Title of Company’s Authorized Representative
10. Name of Company Contact

9. Date

11. phone Number




ATTACHMENT C

PRODUCT SPECIFIC REQUIREMENT STATUS AND REGISTRANT'S RESPONSE
FORMS (Form B) PLUS INSTRUCTIONS
AND
PR NOTICE 86-5




SPECIFIC INSTRUCTIONS FOR COMPLETING
THE REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE FORM

Product Specific Data

This form is designed to be used for registrants to respond
to call-ins for generic and product-specific data as part of
EPA's reregistration program under the Federal Insecticide
Fungicide and Rodenticide Act. Although the form is the same for
both product specific and generic data, instructions for
completing the forms differ slightly. Specifically, options for
satisfying product specific data requirements do not include (1)
deletion of uses or (2) request for a low volume/minor use
waiver. These instructions are for completion of product
specific data requirements.

EPA has developed this form individually for each data call-
in addressed to each registrant, and has preprinted this form
with a number of items. DO NOT use this form for any other
active ingredient.

Items 1 through 8 (inclusive) will have been preprinted on
the form. You must complete all other items on this form by
typing or printing legibly. :

Public reporting burden for this collection of information
is estimated to average 30 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.




.v

Page

1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
oMB No. 2070-0107
Approvsl Expires 12-31-92

_:m;.cn:ozm" Plense type or print in ink., Please read carefully the attached instructions and supply the information requested on this form,
Use additional sheet(s) if necessary,

1. Company name snd Address
JAMES W.

NIELSEN

2. Case # and Name
4099 Zinc salts

3. Date and Type of DCI
PRODUCT SPECIFIC

BOX 6669 ID§# 50019-RD-2379
BROOKINGS OR 97415 EPA Reg. No. 50019-1
4. Guideline 5. Study Title m Progress | 6.-Use 7. Test 8. Time 9. Registrent
Requi rement Reports Pattern Substance Frame Response
Number m 2 3
L
Prod Chem - Regular Chemical

61-1 Product identity & composition(1) ABCDEFGHIJKLMNO|MP/EP 8 mos.
61-2{a) Descrip of sterting materials,(1,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

production & formulation .
61-2(b) Discussion of formation of 1,3 >wocmmn=H.uNEO S.m.\m.w

impurities e e
62-1 Preliminary analysis (1.4) ABCDEFGHIJKLMNO
62~2 Certification of Limits 0.5 ABCDEFGHIJKILMNO
62~3 Analytical method (4}] ABCDEFGHIJKLMNO
63-2 talor ABCDEFGHIJKLMNO
63~-3 Physical state ABCDEFGHIJKLMNO
63~4 Odor ABCDEFGHIJKLMNO
63~7 Density ABCDEFGHIJKLMNO
63-12 ol ' /] ABCDEFGHIJKLMNO
63-14 Oxidizing or reducing action (10) ABCDEFGHIJKLMNO

10. Certification

1 certify that the statements made on this form and all sttachments are true, sccurate, and complete,
1 acknowledge that any knowingly false or mistesding statement may be punishable by fine, imprisorment
or both under applicable law.

Signature and Title of Company’s Authorized Representative

1. Date

12. Neme of Company Contact

13. Phone Mumber




Page 2 of 2

United States Environmental Protection Agency Form Approved
Washington, D. C. 20460 o No. 2070-0107

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE sopeovel Expires 12-31-02

INSTRUCTIONS: Plesse type or print in ink., Plesse read carefully the attached instructions end supply the information requested on this form.
Use additional sheet(s) if necessary.

1. Company name and Address 2. Case # and Name 3. Date and Type of DCI
JAMES W. NIELSEN 4099 2Zinc salts - PRODUCT SPECIFIC
BOX 6669 . . ID# 50019-RD-2379
mWOONHz&m OR 97415 EPA Reg. No. 50019-1

4. Guideline ' 5. Study Title m Progress | 6. Use 7. Test 8. Time 9. Registrent

Requirement m Reports Pattern Substance Frame Response

Number

0 1 213

63-15 Flammabi Lity «(n ABCDEFGHIJKLMNO[MP/EP 8 mos.

63-16 Explodability Qa2 ABCDEFGHIJKLMNOMP/EP 8 mos.

63-17 Storage stabflity ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-18 Viscosity (45 ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-19 Miscibility (14) ABCDEFGHIJKLMNO|MP/EP - .. 8 mos,

63-20 Corrosion characteristics ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-21 Dfelectric breakdown voitage (15) ABCDEFGHIJKIMNO|EP.. - SE S Mmos.

Touic - L G
81-1 " Acute orat toxici ty-rot 1,368,370 ABCDEFGHIJKLMNOIMP/EP “'8 mos.
81-2 Acute dermal (1,2,30) ABCDEFGHIJKLMNO|MP/EP 8 mos.
toxicity-rabbit/rat STy RERIEE

81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-4 Primary eye irritationrabbit (2) ABCDEFGHIJKLMNO|MP/EP * 8 mos. | . m
81-5 Primary dermel irritation (1,2) ABCDEFGHIJKLMNO 8 mos.

81-6 Dermal sensitizetion (%) ABCDEFGHIJKLMNO 8 mos.

Initial to indicate certification as to information on this page . { Date

(full text of certification is on page one).

. -
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Page 1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 2Zinc salts

Key: WP = manufacturing-use product; EP = end-use product; provided formulators purchase their active ingredient(s) from a registered source, they need not submit or cite
date pertsining to the purchased product.[NOTE: 1f & product is @ 100 percent repackage of snother registered product that is purchased, and sny use for the product does
not differ from those of the purchased snd registered source, users are not subject to sny date requirements identified in the tables.}; TEP = typical end-use product;
TGAl = technical grade of the ective ingredient; PAl = "pure® active ingredient; PAIRA = “pure® active ingredient, radiolsbeled.

Use Categories Key: .

A - Terrestrial food crop B8 - VTerrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop € - Aquetic nonfood outdoor
f - Aquatic nonfood tndustrisl G - Aquatic nonfood residentisl H - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
X - Residential outdoor L « Indoor food M - Indoor nonfood N - Indoor Medical 0 - Indoor residential

Footnotes: [(The following notes are referenced in colum two (5. Study Title) of the REQUIREMENTS STATUS AMD REGISTRANT’S RESPONSE form.]

Prod Chem - Regular Chemical

1 Requirements pertaining to product identity, composition, analysis, snd certification of ingredients are detailed further in the following sections: *158.155 for
product identity and composition (61-1); *158.160, 158.162, and 158.165 for description of starting materials and menufacturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary anslysis (62-1); *158.175 for certificetion of limits (62-2); and *158.180 for enforcement
analytical methods (62-3).

2 A schematic diagram and/or brief description of the production process will suffice if the pesticide is not siresdy under fult scate productfon and an experimental
use permit is being sought.

3 If the pesticide is not already under full scale production and en experimental use permit is sought, a discussion of unintentionel fngredients shall be submitted to
the extent this information is available.

4 Required to support the registration of each manufacturing-use product (including registered TGAIs) as well as end-use products produced by an integrated system.
Data on other end-use products will be required on a case-by-case basis. For pesticides in the development state, a rudimentary product sneiytical method and dats
will suffice to support an experimental use permit.

5 Certified Limits are not required for inert ingredients in products proposed for experimental use.

9 Required if test substances are dispersible with water.

10 Required if product contains an oxidizing or reducing sgent.

11 Required if product contains combustible liquids.

12 Required if product is potentially explosive.

13 Required if product is a liquid.

14 Required if product is an emutsifiable liquid and is to be diluted with petroleum solvents.
15 Required if end-use product is liquid and is to be used around electrical equipment.

Acute Toxic - Regulsr Chemicel

Not required if test material is a gas or highly volatite.

Not qoa:r..oa if test materisl is corrosive to skin or has pH tess than 2 or grester than 11.5; such a product will be classified as Toxicity Category I on the basis
of potential eye ond dermal irritation effects.

aﬂ!m_,oa if the product consists of, or under conditions of use wilt result in, en inhalable material (e. g., gas, voletile substances, or serosol/particulate).
Required unless repested dermal exposure does not occur under corditions of use.

Special testing (acute, subchronic, and/or chronic) is required for organophospetes, snd mey be required for other cholinesterase frhibitors end other pesticides

gru N -




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 2Zinc salts

Footnotes (cont.):

which have demonstrated a potentisl to sdversely affect the visual system. Registrants should consult with the agency for development of protocols snd methodology
prior to initiation of studies.

37 Testing of the EP ditution is required if it can be reasonsbly snticipated that the results of such testing may meet the criterie for restriction to use by certified
applicators specified in 40 CFR 152.970(b) or the criteria for initiation of special review specified in 40 CFR 154.7 (a)(1).
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Page 1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
oM8 No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use additional sheet(s) if necessary.

Please resd carefully the attached instructions end supply the informetion requested on this form.

1.

Company name and Address
MONSANTO CO.

2. Case # and Name
4099 2zinc salts

3. Date and Type of DCI
PRODUCT SPECIFIC

700 14TH STREET, N.W., SUITE 1100 ID# 524-RD-2377
WASHINGTON DC 20005 EPA Reg. No. 524-354
4. Guideline S. Study Title m Progress | 6. Use 7. Test 8. Time 9. Registrent
Requirement m Reports Pattern Substance Frame Response
Number
1 2 3
L

61-1 Product identity & composition(1) ABCDEFGHIJKLMNOMP/EP 8 mos.
61-2(a) Descrip of sterting materisls,(1,2) ABCDEFGHIJKLMNO g .

production & formulation

proc e ]
61-2(b) Discussion of formstion of  (1,3) ABCDEFGHIJKLMNO

impurities e B i
62~-1 Preliminary analysis (1,4) ABCDEFGHIJKIMNO 8
62-2 Certification of timits .5 ABCDEFGHIJKIMNO 8
62-3 Analytical method 4} ABCDEFGHIJKLMNO . 8
63-2 Color . - >mocmmn=u.d.§0ﬁ=@\._mm.. 8°
63-3 Physical state ABCDEFGHIJKLMNOIMP/EP 8
63~-4 Odor ABCDEFGHIJKLMNO |
63~7 Density ABCDEFGHIJKLMNO 8
63-12 ph . : 2 ABCDEFGHIJKLMNO H8
63-14 Oxidizing or reducing action (10) ABCDEFGHIJKLMNO 8

10. Certification

1 certify that the statements mede on this form snd all attachments are true, accurate, and complete,
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.

Signature and Title of Company’s Authorized Representative

11. Date

12. Name of Company Contact

13. Phone Number




Page 2 of 2

United States Environmental Protection Agency Form Approved
Washington, D. C. 20460 oMB No. 2070-0107
REQUIREMENTS STATUS AND REGISTRANT’S N_ngzmm Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Pleasse read carefully the attached instructions end supply the information requested on this form,

Use additional sheet(s) if necessary.

1. Company name and Address 2. Case # and Name 3. Date snd Yype of OCI
MONSANTO CO. 4099 Zinc salts - PRODUCT SPECIFIC
700 14TH STREET, N.W. SUITE 1100 . ID# 524~RD-2377
WASHINGTON DC 20005 EPA Reg. No. 524-354

4. Guideline 5. Study Title ; Progress | 6. Use 7. Test 8. Time 9. Registrant

Requirement Reports Pattern Substance Frome Response

Number

1 F'4 3

63-15 Fiammability (1) ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-16 Explodability 12y ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-17 Storage stability ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-18 Viscosity (333} ABCDEFGHIJKILMNO|MP/EP 8 mos.

63-19 Niscibility (14) ABCDEFGHIJKLMNOIMP/EP 8 mos,

63-20 Corrosion characteristics ABCDEFGHIJKLMNO{MP/EP 8 mos.

63-21 Dielectric breskdoun voltsge (15) ABCDEFGHIJKLMNOIEP B8 mos.

Toxic ~

81-1 " Acute oral toxicity-rat 1,36,30) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-~2 Acute dermat (1,2,37) ABCDEFGHIJKLMNO|MP/EP 8 mos.
toxicity-rabbit/ret S T

81~3 Acute inhaletion toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-4 Primary eye frritation-rabbit (2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-5 Primary dermal irritation Q,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-6 Dermal sensitization %) ABCDEFGHIJKLMNO|MP/EP.. 8 mos.

Initial to indicate certification as to information on this page Date

(full text of certification is on page one). :




.

Page 1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 Zinc salts

Key: MP = manufscturing-use product; EP = end-use product; provided formulators purchese their sctive ingredient(s) from a registered source, they need not submit or cite
data pertaining to the purchased product. {NOTE: 1f m product is a 100 percent repackage of snother registered product thst is purchssed, and any use for the product does
not differ from those of the purchssed and registered gource, users are not subject to any data requirements identified in the tables.); TEP = typical end-use product;
TGAI = technical grade of the active ingredient; PAl = “pure" sctive ingredient; PAIRA = “pure" sctive ingredient, radiolebeled.

Use Categories Key:

A - Terrestrisl food crop B - Terrestrial food feed crop C - Terrestriat nonfood crop D - Aquatic food crop E - Aquatic nonfood outdoor
f - Aquatic nonfood Industrisl G - Aquatic nonfood residential H - Greenhouse food crop 1 - Greenhouse nonfood crop 4 - Forestry
K - Residential .outdoor L - Indoor food M - Indoor nonfood N - Indoor Medical 0 - Indoor residential

Footnotes: (The following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.)

Prod Chem - Reguler Chemical

1 Requirements pertaining to product identity, composition, anelysis, end certification of ingredients are detailed further in the following sections: *158.155 for
product identity and composition (61-1); *158.160, 158.162, and 15B.165 for description of starting ssterials end menufecturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary analysis (62-1); *158.175 for certification of limits (62-2); and *158.180 for enforcement
analytical methods (62-3).

2 A schematic diagrem and/or brief description of the production process will suffice if the pesticide is not elready under full scale production and sn experisentat
use permit is being sought.

3 1f the pesticide is not already under full scale production and an experimental use permit is sought, a discussion of unintentionsl ingredients shatl be submitted to
the extent this information is available.

4 Required to support the registraetion of each menufacturing-use product (including registered TGAls) as well as end-use products produced by an integrated system.
Data on other end-use products will be required on a case-by-case basis. For pesticides in the development state, & rudimentery product anslytical method end date
will suffice to support an experimental use permit. ’

5 Certified limits sre not required for inert ingredients in products proposed for experimentsl use.

9 Required if test substances sre dispersible with water,

10 Required if product contains an oxidizing or reducing sgent.

11 Required if product contsins combustible liquids.

12 Required if product is potentially explosive,

13 Required if product is a liquid. ’

14 Required if product is an emutsifisble liquid end is to be diluted with petroleun solvents.

15 Required if end-use product is liquid and is to be used sround electrical equipment.

Acute Toxic - Regular Chemical

Not required if test material is a gas or highly volatile.

Not required if test material is corrosive to skin or has pH less than 2 or grester than 11.5; such a product will be classified as Toxicity Category I on the besis
of potential eye and dermel irritation effects.

Required if the product consists of, or under conditions of use will result in, an inhalable meterisl (e. 9., gos, volatile substences, or serosol/perticulate).
Required unless repested dermal exposure does not occur under conditions of use. .

Special testing (acute, subchronic, and/or chronic) is required for organophospates, and may be required for other cholinesterase inhibitors and other pesticides

N«

&»u




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case #§ and Name: 4099 Zinc salts

Footnotes (cont.):

which have demonstrated a potentisl to adversely sffect the visual system. Registrants should consult with the sgency for development of protocols and wethodology

prior to initiation of studies.
37 Testing of the EP dilution is required if it cen be reasonably anticipated that the results of such testing moy meet the criteria for restriction to use by certified

spplicators specified in 40 CFR 152.170(b) or the criteria for initiation of specisl review specified in 40 CFR 154.7 (a)(1).




Page 1 of 2

United States Environmental Protection Agency Form Approved
wWashington, D. C. 20460 B No. 2070-0107

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Plesse read carefully the attached instructions snd supply the informetion requested on this form.
Use additionasl sheet(s) if necessary.

1. Company name end Address 2. Case # and Neme 3. Date snd Type of OCI
CHAS H. LILLY CO. 4099 Zzinc salts ' PRODUCT SPECIFIC
7737 N.E. KILLINGSWORTH ID# 802~RD-2341
PORTLAND OR 97218 EPA Reg. No. 802-508
4. Guideline 5. Study Title Progress | 6. Use 7. Test ' 8. Time 9. Registrant
Requirement Reports Pattern Substence Frome Response
Number
% ) 4 3
61-1 Product identity & composition(1) ABCDEFGHIJKLMNO|MP/EP mos.
61-2(a) Descrip of starting materials,(1,2) ABCDEFGHIJKIMNO|MP/EP MoK .-
production & formulation
proc R g LT
61-2(b) Discussion of formetion of  (1,3) ABCDEFGHIJKLMNO mos.
fmpurities S : Bt
62-1 Preliminary analysis €1,4) ABCDEFGHIJKLMNO 8 mos.
62-2 Certification of limfts 1,5 ABCDEFGHIJKLMNO =8 mos,-
62-3 Analytical method o ABCDEFGHIJKLMNO _ 8 mos.
63-2 Color ABCDEFGHIJKIMNOIMP/EP * 8 -mos.
63-3 Physical state ABCDEFGHIJKLMNO[MP/EP 8 mos. A
63-4 Odor ABCDEFGHIJKLMNO|MP/EP: U8 mosi; | e
63-7 Density ABCDEFGHIJKLMNO[MP/EP 8 mos.
63-12 o 0 ABCDEFGHIJKLMNO|MP/EP: ‘58 mod.
63-14 Oxidizing or recucing action (10) ABCDEFGHIJKLMNO|MP/EP 8 mos.
10. Certification 11. Date

I certify that the statements mede on this form and all attachments are true, accurate, snd complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable law.

Signature ond Title of Company’s Authorized Representative
12. Neme of Company Contact 13. Phone Number




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OMB No. 2070-0107

Approvsl Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.
Use additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address

2. Case # snd Name

3. Date and YType of OCt

CHAS H. LILLY CO. 4099 2inc salts PRODUCT SPECIFIC

7737 N.E. KILLINGSWORTH ID$# 802-RD-2341

PORTLAND OR 97218 EPA Reg. No. 802-508
4. Guideline S. Study Title 3 Progress | 6. Use 7. Test 8. Time 9. Registrant
Requi rement “ Reports Pattern Substance Frame Response
Number

m 1123
63-15 FlommobiLity () ABCDEFGHIJKLMNO|MP/EP '8 mos.
63-16 Explodebi lity 02 ABCDEFGHIJKLMNO(MP/EP 8 mos.
63-17 Storage stability ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-18 Viscosity a3 ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-19 Wiscibility (%) ABCDEFGHIJKLMNO|MP/EP '8 mos,
63-20 Corrosion characteristics ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-21 Dietectric breakdown voltage (15) ABCDEFGHIJKLMNO|EP - "B mos.
T et r EERE
81-1 Acute oral toxicity-rat (1,36,30 ABCDEFGHIJKLMNO|MP/EP i g moes”
81-2 Acute derme! (1,2,30) ABCDEFGHIJKLMNO|MP/EP 8 mos.
toxicity-rabbit/ret Bk T

81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO(MP/EP 8 mos.
81-4 Primery eye §rritation-rabbit (2) ABCDEFGHIJKLMNO|MP/EP '8 mos.
81-5 Primary dermel irritation (1,2) ABCDEFGHIJKLMNO 8 mos.
81-6 Dermsl sonsitization (&) ABCDEFGHIJKLMNO ~ 8 mos.,

Initial to indicate certification as to information on this pape
(full text of certificetion is on page one). ’

Date
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Page 1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case §# and Name: 4099 2Zinc salts

Key: MP = manufacturing-use product; €P = end-use product; provided formuletors purchase their active ingredient(s) from a registered source, they need not submit or cite
data pertaining to the purchesed product. [NOTE: {f a product is a 100 percent repackage of snother registered product that is purchased, end any use for the product does
not differ from those of the purchased snd registered source, users are not subject to any data requirements identified in the tebles.); TEP = typicsl end-use product;
TGAI = technicel grade of the active ingredient; PAl = “pure” active ingredient; PAIRA = "pure® active ingredient, rediolabeled.-

Use Categories Key:

A - Terrestrial food crop B - Verrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop E - Aquatic nonfood outdoor
F - Aquatic nonfood Industrial G - Aquatic nonfood residential H - Greenhouse food crop I - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - Indoor food M - Indoor nonfood N - Indoor Medical 0O - Indoor residential

Footnotes: [The following notes sre referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT/S RESPONSE form.)

Prod Chem - Regular Chemical

1 Requirements pertaining to product identity, composition, analysis, end certification of ingredients are detailed further in the foilowing sections: *1358.155 for
product identity snd composition (61-1); %158.160, 158.162, end 158.165 for description of starting meterials and menufacturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary snalysis (62-1); *158.175 for certification of limits (62-2); end *158.180 for enforcement
analytical methods (62-3).

2 A schematic diagram and/or brief description of the production process will suffice if the pesticide is not already under full scsle production and sn experimental
use permit is being sought,

3 If the pesticide is not already under full scale production and an experimental use permit is sought, a discussion of unintentionsl ingredients shall be submitted to
the extent this informetion is svailable.

4 Required to support the registration of each manufacturing-use product (including registered TGAls) as well as end-use products produced by an integrated system.
Data on other end-use products will be required on a case-by-case basis. For pesticides in the development state, a rudimentary product snsiytical method end deta
will suffice to support an experimental use permit.

5 Certified limits are not required for inert ingredients in products proposed for experimentsl use.

9 Required if test substances are dispersible with water,

10 Required if product contains an oxidizing or reducing agent.

11 Required if product contains combustible liquids.

12 Required if product is potentially explosive.

13 Required if product is a liquid.

14 Required if product is an emulsifiable liquid and is to be diluted with petroleum solvents.

15 Required if end-use product is Liquid and is to be used around electrical equipment.

Acute Toxic - Regular Chemical

Not required if test material is a gas or highly volatile.

Not required if test meterisl is corrosive to skin or hes pH less than 2 or greater than 11.5; such a product will be classified as Toxicity Category 1 on the basis
of potential eye and dermal irritation effects.

Required if the product consists of, or under conditions of use will result in, an inhatable material (e. ., gas, volatile substances, or aserosol/perticulste).
Required uniess repested dermel exposure does not occur under conditions of use. .
Special testing (acute, subchronic, and/or chronic) is required for organophospates, snd mey be required for other chotinesterase {nhibitors anct other pesticides

g&“ N -
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 Zinc salts

Footnotes (cont.):

which have demonstrated a potential to adversely affect the visual system. Registrants should consult with the agency for development of protocols snd methodology

prior to initiation of studies.
37 Testing of thé €P dilution is required if it can be ressonasbly anticipated that the results of such testing may meet the criterie for restriction to use by certified

applicators specified in 40 CFR 152.170(b) or the criterio for initiation of specisl review specified in 40 CFR 154.7 (a)(1).
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United States Environmental Protection Agency Form Approved
Washington, D. C. 20460 : OHB No. 2070-0107

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE sopruat Expives 12-31-82

INSTRUCTIONS: Please type or print in ink. Pleese read carefully the attached instructions and supply the information requested on this form.
uUse additional sheet(s) if necessary.

1. Company name and Address 2. Cese # and Name 3. Date and Type of DCI
CHAS H. LILLY CO. 4099 Zinc salts . PRODUCT SPECIFIC
7737 N.E. KILLINGSWORTH ID# 802-RD-2342
PORTLAND OR 97218 EPA Reg. No. 802-553

4. Guideline 5. Study Title m Progress | 6. Use . 7. Test 8. Time 9. Registrant

Requirement m Reports Pattern Substance Frame Reaponse

Number

1 2 3
L
61-1 Product identity & composition(1) ABCDEFGHIJKLMNO|MP/EP
61-2(a) Descrip of starting materials,(1,2) : ABCDEFGHIJKLMNO|MP/EP
production & formulation
proc R A :

61-2(b) piscussion of formation of  (1,3) ABCDEFGHIJKLMNO 8

fmpurities . oo :

62-1 Preliminary analysis (1,4) ABCDEFGHIJKLMNO 8

62-~2 Certification of Limits 1,5) ABCDEFGHIJKLMNO 8"

62-3 Analytical method (¢} ABCDEFGHIJKLMNO 8

63-2 color - |ABCDEFGHIJKLMNOIMP/EP -

63-3 Physicsl state ABCDEFGHIJKLMNO ‘8

63-4 odor : - ABCDEFGHIJKLMNO g 1

63-7 Density ABCDEFGHIJKLMNO 8

63-12 o o ™ ABCDEFGHIJKLMNO B

63-14 oxidizing or reducing action (10) ABCDEFGHIJKLMNO 8

10. Certification 11. Date

i certify that the statements made on this form and all attechments are true, accurate, and complete.
t acknowiedge that sny knowingly false or misleading statement may be punishable by fine, imprisonment
or both under epplicable law.

Signature and Title of Company’s Authorized Representative

12. Neme of Compeny Contact 13. Phone Number




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
oM8 No. 2070-0107
Approvel Expires 12-31-92

INSTRUCTIONS: Plesse Q,vo or print in ink.

Use additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the informetion requested on this form,

1. Company name and Address
CHAS H. LILLY CO.

2. Case # and Name

4099 2Zinc salts

3. Date and Type of DCI
PRODUCT SPECIFIC

7737 N.E. KILLINGSWORTH ID§ 802-RD-2342
PORTLAND OR 97218 EPA Reg. No. 802-553
4. Guideline 5. Study Title R Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement m Reports Pattern Substance Frame Response
Number
9 1 2 3
63-15 Flammsbility (§1 ) ABCDEFGHIJKLMNOIMP/EP %8 Mmos.
63-16 Explodebility (12) ABCDEFGHIJKLMNO|MP/EP ~ 8 mos.
63-17 Storage stability ABCDEFGHIJKLMNO|MP/EP 8 mos,
63-18 Viscosity un ABCDEFGHIJKIMNO|MP/EP ~ 8 mos.
63-19 Miscibility (14) ABCDEFGHIJKLMNO|MP/EP '8 mosn.
63-20 Corrosion characteristics ABCDEFGHIJKLMNOIMP/EP 8 mos.
63-21 Dielectric breakdown voltage (15) ABCDEFGHIJKIMNOI|EP =~ 8
Acute Yoxic - Regular themical
8l-1 Acute oral toxicity-rat 1,386,370 ABCDEFGHIJKLMNO|M
81-2 Acute dermal - €1,2,37) ABCDEFGHIJKLMNO
toxicity-rabbit/rat o :
81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO
81-4 Primery eye irritstion-rebbit (2) ABCDEFGHIJKIMNO
81-5 Primary dermal irritation (1,2 ABCDEFGHIJKLMNO
81-6 Dermal sensitizetion %) ABCDEFGHIJKLMNO

Initial to indicate certification es to information on this pege
(full text of certification is on page one).

Date
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_ United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 Zinc salts

Key: NP = marufacturing-use product; EP = end-use product; provided formulators purchase their active ingredient(s) from a registered source, they need not submit or cite
data pertaining to the purchased product. INOTE: If a product is a 100 percent repackage of snother registered product that is purchased, snd any use for the product does
not differ from those of the purchssed snd registered source, users are not subject to eny data requirements identified in the tables.); TEP = typical end-use product;
TGAl = technicel grade of the active ingredient; PAL = “pure® active ingredient; PAIRA = “pure* sctive ingredient, radiolsbeled.

Use Categories Key:

A - Terrestrial food crop 8 - Terrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop E - Aquatic nonfood outdoor
F - Aguatic nonfood Industrisl G - Aqustic nonfood residentisl N - Greenhouse food crop 1 - Greenhouse nonfood crop J ~ Forestry
K - Residential outdoor L - Indoor food M - Indoor nonfood N - Indoor Medicat 0 - Indoor residentisl

Footnotes: (The following notes are referenced in colum two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.}

Prod Chem - Reguiar Chemical

1 Requirements pertaining to product identity, composition, analysis, end certification of ingredients sre detailed further in the following sections: *158.155 for
product identity and composition (81-1); *158.160, 158,162, and 158.165 for description of sterting saterials and senufacturing process (61-2); *158.167 for
discussion of formation of impurities (6)-33; *158.170 for preliminary snalysis (62-1); *158.175 for certification of Limits (62-2); end *158.180 for enforcement
snalytical methods (62-3).

2 A schematic disgram and/or brief description of the production process will suffice if the pesticide is not already under full scale production and an experimentst
use permit is being sought,

3 1f the pesticide is not slready under full scale production and an experimental use permit is sought, a discussfon of unintentional ingredients shalt be submitted to
the extent this information is avaitable.

4 Required to support the registration of each menufacturing-use product (including registered TGAIs) as well as end-use products produced by an integrated system.
Date on other end-use products will be required on a case-by-case basis. For pesticides in the development state, s rudimentary product anaiytical method and data
will suffice to support an experimentat use permit. '

5 Certified Limits ore not required for inert ingredients in products proposed for experimentsl use.

9 Required if test substances are dispersible with water.

10 Required if product contains an oxidizing or reducing agent.
11 Required if product contains combustible {iquids.
12 Required if product is potentially explosive.

13 Required if product is a {iquid.

14 Required if product is an emulsifiable liquid and is to be diiuted with petroleum solvents,

15 Required if end-use product is Lliquid snd is to be used around electrical equipment.

Acute Toxic - Regular Chemical

Not required if test material is & gas or highly volatile,

Not required if test material is corrosive te skin or has pH less than 2 or greater than 11.5; such a product will be classified as Toxicity Category I on the besis
of potential eye and dermal irritation effects.

Required if the product consists of, or under conditions of use will result in, an inhatasble materisl (e. g., gas, volstile substences, or merosol/perticulate).
Required uniess repested dermal exposure does not occur under conditions of use.

Special testing (acute, subchronic, and/or chronic) is required for orgsnophospetes, and may be required for other cholinesterase inhibitors and other pesticides

&&U N -
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 Zinc salts

Footnotes (cont.):

which have demonstrated s potentisl to adversely affect the visusl system. Registrants should consult with the agency for development of protocols and methodology

prior to initiation of studies.
37 Testing of the EP dilution I8 required if it csn be reasonably enticipated that the results of such testing way meet the criteris for restriction to use by certified

applicsators specified in 40 CFR 152.170(b) or the criteria for initiation of special review specified in 40 CFR 154.7 (a)(1).
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United States Environmental Protection Agency Form Approved
wWashington, D. C. 20460 OB No. 2070-0107
’
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Plesse read carefully the atteched instructions and supply the information requested on this form.

Use ndditional sheet(s) if necessery.

1. Company name and Address 2. Case # and Nome 3. Date and Type of DCI
CHAS H. LILLY Co. 4099 2Zinc salts . PRODUCT SPECIFIC
7737 N.E. KILLINGSWORTH . ID# 802-RD-2375
PORTLAND OR 97218 EPA Reg. No. 802-591

4. Guideline ) 5. Study Title ; Progress | 6. Use 7. Test 8. Time 9. Registrant

Requirement w Reports Pattern Substance Frame Response

Nurber

m t|2}3
61-1 " Product identity & composition(1) ABCDEFGHIJKLMNO/MP/EP | 8 mos.
61-2(a) Descrip of stsrting materials,(1,2) ABCDEFGHIJKLMNO|MP/EP e L 8 mos.
production & formulation : .
61-2(b) Discussion of formetion of  (1,3) ABCDEFGHIJKLMNO :w\mv . 8
{mpurities LT : :

62-1 Preliminary snelysis (1,6) ABCDEFGHIJKLMNO :w\ mw 8 mos.

62-2 Certiticstion of Limits .5 ABCDEFGHIJKLMNO y % 8 mos.

62-3 Analytical method (¢} ABCDEFGHIJKLMNO 8 mos.

63-2 Color ABCDEFGHIJKLMNO : 8 mos.-

63-3 Physicsl state | ABCDEFGRIJKLMNO MP/EP 8 mos.

63-4 Odor _ ABCDEFGHIJKLMNO|MP/EP: #8 mos.

63-7 Density : ABCDEFGHIJKLMNO|MP/EP 8 mos.

63~12 pHt : ()] _ ABCDEFGHIJKLMNO|MP/EP L9 MOB.

63-14 oxidizing or reducing action (10) ABCDEFGHIJKLMNO|MP/EP 8 mos.

10. Certification 11. Date

I certify that the statements msde on this form and all attachments are true, accurste, and complete.

1 acknowledge that any knowingly false or mislesding statement moy be punishable by fine, imprisonment

or both under applicable taw.

Signeture and Title of Company’s Authorized Representative

12. Nsme of Compeny Contact ) 13. phone Number
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United States Environmental Protection Agency
washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OMB No. 2070-0107
Approval Expires 12-31 92

INSTRUCTIONS: Please type or print in ink. Please read cerefully the attsched instructions and supply the information requested on this form.
Use additionsl sheet(s) if necessary.

1. Compeny name end Address

2. Case # snd Neme

3. Date snd Type of DC!

CHAS H. LILLY CO. 4099 2Zinc salts PRODUCT SPECIFIC

7737 N.E. KILLINGSWORTH ID# B802-RD-2375

PORTLAND OR 97218 EPA Reg. No. 802-591
4. Guideline 5. Study Title Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement W Reports Pattern Subs tance Frame Response
Number

61112 {3
63-15 Flammability () ABCDEFGHIJKLMNO|MP/EP 8 mos,
63-16 Explodability (12) ABCDEFGHIJKLMNO(MP/EP 8 mos.
63-17 Storage stability ABCDEFGHIJKLMNO|MP/EP © 8 mos.,
63-18 Vviscosity Qa3 ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-19 Miscibility (14) ABCDEFGHIJKLMNO|MP/EP " 8 mos.
63-20 Corrosion cheracteristics ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-21 Dielectric breakdown voltage (15) ABCDEFGHIJKILMNOIEP - . 8 mos.
Acute Toxic - Regulsr Chemical
81-1 Acute orat toxicity-rat (1,36,37) ABCDEFGHIJKLMNO|MP/EP ;8 mos.
81-2 Acute dermal €1,2,37) ABCDEFGHIJKLMNO|MP/EP 8 mos.
toxicity-rabbit/rat o R W

81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81-4 Primery eye irritation-rabbit (2) ABCDEFGHIJRLMNO|MP/EP "8 mos.
81-5 Primery dermal ircitation \,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81-6 Oermal sensitizetion (3} ABCDEFGHIJKLMNO|MP/EP =~ - 8 mos.

Initial to indicate certification as to informstion on this pege
(full text of certification is on page one).

Date
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 2Zinc salts

Key: P = menufacturing-use product; EP = end-use product; provided formuletors purchase their active ingredient(s) from s registered source, they need not sutmit or cite
date pertaining to the purchased product, [NOTE: 1f a product is a 100 percent repackage of another registered product thet {s purchased, end eny use for the product does
not differ from those of the purchased snd registered source, users are hot subject to any dsts requirements identified in the tables.]; TEP = typical end-use product;
IGAI = technical grede of the active ingredient; PAl = “pure® active ingredient; PAIRA = "pure® active ingredient, rediolsbeled.

Use Categories Key:

A - Yerrestrial food crop B - Verrestriel food feed crop C - Terrestrisl nonfood crop D - Aquatic food crop € - Aqustic nonfood outdoor
F - Aquatic nonfood Industrial G - Aquatic nonfood residential N - Greenhouse food crop ! - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - Indoor food M - Indoor nonfood N - Indoor Medical : 0 - indoor residentisl

Footnotes: (the following notes are referenced in colum two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.)

Prod Chem - Regular Chemical

1 Requirements pertaining to product identity, composition, analysis, and certification of ingredients are deteiled further in the following sections: *158.155 for
product identity and composition (61-1); 158.160, 158.162, and 158.165 for description of starting materiols and menufacturing process (61-2); *158.167 for
discussion of formstion of impurities (61-3); *158.170 for preliminary snalysis (62-1); *158.175 for certification of Limits (62-2); end *158.180 for enforcement
analyticel methods (62-3).

2 A schematic disgram snd/or brief description of the production process witl suffice if the pesticide is not alresdy under full scale production end an experimental
use permit is being sought.

3 If the pesticide fs not already under full scale production and an experimentsl use permit {s sought, a discussion of unintentional ingredients shall be submitted to
the extent this information is available.

& Required to support the registration of each manufacturing-use product (including registered TGAIs) as well as end-use products produced by an integrated system.
Data on other end-use products will be required on e cese-by-case besis. For pesticides in the development stete, a rudimentery product analytical method and data
will suffice to support an experimental use permit.

5 Certified limits are not required for inert ingredients in products proposed for experimental use,

9 Required if test substances ere dispersible with water.

10 Required if product contains an onidizing or reducing sgent.

%1 Required if product contains combustible liquids.

12 Required if product is potentially explosive.

13 Required if product is & liquid.

14 Required if product is an emulgifisble Liquid and is to be diluted with petroleum solvents.

15 Required if end-use product is liguid and is to be used around electrical equipment.

Acute Toxic - Regular Chemical

Not required if test materisl is o gas or highly volatile.

Not required if test material is corrosive to skin or has pH less than 2 or grester then 11.5; such a product will be cltassified as Toxicity Category 1 on the basis
of potential eye and dermal frritation effects, .

Required if the product consists of, or under conditions of use will result in, en inhatsble material Ce. g., gos, volatile substances, or serosol/particulate).
Required unless repeated dermel exposure does not occur under conditions of use. .
Special testing (acute, subchronic, andsor chronic) is required for organophospates, snd mey be required for other cholinesterase inhibitors and other pesticides

g"ﬁ N -




Page 2 of 2

United States Environmental Protection Agency
) wWashington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 2Zinc salts

Footnotes (cont.):

which have demonstrated s potential to adversely affect the visusl system. Registrants should consult with the agency for development of protocols and methodology

prior to initiation of studies. :
37 Testing of the EP dilution is required if it can be ressonably anticipated that the results of such testing may meet the criteris for restriction to use by certified

applicators specified in 40 CFR 152.170(b) or the criteria for initistion of special review specified in 40 CFR 154.7 (a)(1).
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United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT‘’S RESPONSE

Form Approved
OMB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print tn ink,

Use sdditional sheet(s) if necessary.

Please read carefully the sttached instructions and supply the informstion requested on this form.

1. Company name and Address
BAXTER J H & COMPANY
1700 S EL CAMINO REAL
SAN MATEO CA 94402

2. Case # and Name

4099 Zinc salts

EPA Reg. No. 3098-18

3. Oate and Type of OCI
PRODUCT SPECIFIC
ID§ 3098-RD-~2378

4. Guideline Study Title ; Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement w Reports Pattern Substance Frame Response
Number 5
1 2 3
Prod Chem - Regular Chemical

61-1 Product fdentity & composition(1) ABCDEFGHIJKLMNO|MP/EP 8 mos.
61-2(a) Descrip of starting materials,(1,2) ABCDEFGHIJKIMNO|MP/EP .. 8 mos.

production & formulation

proc . e
61-2(b) Discussion of formetion of  (1,3) ABCDEFGHIJKLMNO|MP/EP

impurtties T e
62-1 Preliminary analysis €1,4) ABCDEFGHIJKLMNO
62-2 Certification of limits (1.5 ABCDEFGHIJKLMNO 8
62-3 Analytical method M ABCDEFGHIJKLMNO 8
632 Cotor ABCDEFGHIJKLMNO el
63-3 Physical stete ABCDEFGHIJKLMNO 8
63-4 Odor ABCDEFGHIJKLMNO =N
63-7 Density ABCDEFGHIJKLMNO 8
63-12 pH ) <) ABCDEFGHIJKLMNO i @
63-14 Oxidizing or reducing action (10) ABCDEFGHIJKLMNO 8

10. Certification

I certify that the statements made on this form and all ettachments are true, accurate, snd complete.
1 acknouledge that any knowingly false or misleading statement mey be punishsble by fine, imprisorment
or both under applicable law.

Signsture and Title of Company’s Authorized Representative

11. Date

12. Neme of Compeny Contact

13. Phone Mumber




Page 2 of 2

United States Environmental mnonmoﬁwo: Agency Form Approved
Washington, D. C. 20460 o8 No. 2070-0107
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Pleese read cerefully the sttached instructions and supply the information requested on this form.
Use additional sheet(s) if necessary.
1. Companyy name and Address 2. Case # and Name 3. Date and Type of DCI

BAXTER J H & COMPANY 4099 2Zinc salts . PRODUCT SPECIFIC

1700 S EL CAMINO REAL . ID# 3098-RD-2378

SAN MATEO'CA 94402 EPA Reg. No. 3098-18
4. Guideline - |'s. study Title 3 Progress | 6. Use 7. Test 8. Time 9. Registrant
Requi rement w Reports Pattern Substance Frome Response
Number w

P 1 2 3
63-15 Flasmabil ity (113 . ABCDEFGHIJKLMNO(MP/EP - 8 mos.
63~16 Explodabil ity (2) ABCDEFGHIJKLMNO|MP/EP 8 mos. {
63-17 Storage stabjlity ABCDEFGHIJKLMNO(MP/EP 8 mos.
63-18 Viscosity (13) ABCDEFGHIJKLMNO{MP/EP 8 mos.
63-~19 Miscibitity (14) P&OUMMGZHUNEO MP/EP 8 mos,
63-20 Corrosion characteristics ABCDEFGHIJKIMNO|MP/EP 8 mos.
63-~-21 Dietectric breakdown voltage (15) ABCDEFGHIJKLMNOIEP ~ - 8 mos.
Acute Texic - Reguler Chemical
81-1 " cute oral toxicity-rat €1,38,37) ABCDEFGHIJKLMNOI|MP/EP
g81-2 Acute dermal 1,2,3D ABCDEFGHIJKLMNO
toxicity-rabbit/rat. S SRAE e

81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO ZQ\NU
81~4 Primary eye irritation-rabbit (2) : ABCDEFGHIJKLMNO(MP/E
81~5 Primary dermat irritation €1,2) ABCDEFGHIJKLMNO
81~6 Dermal sensitizetion %) ABCDEFGHIJKLMNO
Initisl to indicete certification as to information on this page Date
(full text of certification is on page one). ’
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 2Zinc salts

Key: MP = manufscturing-use product; EP = end-use product; provided formulators purchase their active ingredient(s) from a registered source, they need not submit or cite
data pertaining to the purchased product. [NOTE: If a product {s a 100 percent repackage of snother registered product thet is purchesed, snd sny use for the product does
not differ from those of the purchesed and registered source, users are not subject to any dsta requirements identified in the tebles.}; TEP = typicel end-use product;
YGA] = technical grade of the active ingredient; PAl = “pure® sctive ingredient; PAIRA = "pure® active ingredient, rediolabeted.

Use Categories Key:

A - Terrestrial food crop . B - Terrestriat food feed crop C - Terrestrial nonfood crop D - Aquetic food crop E - Auatic nonfood outdoor
F - Aquatic nonfood Industrial G - Aquatic nonfood residential H - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - Indoor food M - Indoor nonfood N - Indoor Medical O - Indoor residential

Footnotes: (The following notes are referenced in cotumn two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.)

Prod Chem - Regutar Chemical

1 Requirements pertaining to product identity, composition, enalysis, and certification of ingredients are detailed further in the following sections: *158.155 for
product identity and composition (41-1); *158.160, 158.162, and 158.165 for description of starting materiels end menufacturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary snalysis (62-1); *158.175 for certification of limits (62-2); and *158.180 for enforcement
analytical methods (62-3).

2 A schemstic diagram and/or brief description of the production process will suffice if the pesticide is not already under full scale production end an experimentst
use permit is being sought.

3 If the pesticide is not already under full scale production end an experimental ugse permit is sought, a discussion of unintentional ingredients shall be submitted to
the extent this information is availsble.

4 Required to support the registration of cach menufacturing-use product Cincluding registered TGAIs) as well us end-use products produced by en integrated system.
Data on other end-use products will be required on a cese-by-case basis. For pesticides in the development state, a rudimentary product snelytical method and dets
will suffice to support an experimental use permit.

S Certified limits are not required for inert ingredients in products proposed for experimental use.

9 Required {f test substances asre dispersibte with water.

10 Required if product contains sn oxidizing or reducing agent.

11 Required if product contains combustible liquids.

12 Required if product is potentially exptosive,

13 Required if product is a liquid.

14 Required if product is sn emulsifiable liquid and is to be dituted with petroletm solvents.
15 Required if end-use product is liquid and is to be used around electrical equipment.

Acute Toxic - Reguler Chemical

Not required if test material is a gas or highly volatile,

Not required if test material is corrosive to skin or has pH less than 2 or greater than 11.5; such a product will be clessified as Toxicity Category I on the basis
of potential eye and dermal irritation effects.

aoa:m:& if the product consists of, or under conditions of use will result in, an inhaleble material (e. g., ges, volatile substances, or eerosol/perticulate).
Required unless repested dermal exposure does not occur under conditions of use.

Special testing (acute, subchronic, snd/or chronic) is required for organophospates, snd mey be required for other cholinesterase {nhibitors and other pesticides

gau N -
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 Zinc salts

Footnotes (cont.):

which have demonstrated & potentisl to adversely affect the visual system. Repistrents should consult with the agency for development of protocols and methodology
prior to initistion of studies.

37 Testing of the EP dilution is required if it can be ressonsbly anticipated that the results of such testing mey meet the criteria for restriction to use by certified
appl icators specified in 40 CFR 152.170(b) or the criteria for initiation of specisl review specified in 40 CFR 154.7 (a)(1).
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United States Environmental Protection Agency

Washington,

D. C.

20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OMB No. 2070-0107

Approvel Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use additional sheet(s) if

necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address

WESPAC ENTERPR

ISES INC

2415 S 200TH ST BOX 46337

2. Case # and Name
4099

Z2inc salts

3. Date and Type of DCI
- PRODUCT SPECIFIC
ID# 55500~RD-2380

SEATTLE WA 98146 EPA Req. No. 55500-1
¥
4. Guideline S, Study Title m Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement 5 Reports { Pattern Substance Frame Response
Number [
ot 213

61-1 Product identity & composition(1) ABCDEFGHIJKLMNO(MP/EP 8 mos.
61-2(a) Descrip of starting materials,(1,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

production & formulation

proc
61-2(b) Discussion of formation of (1,3 ABCDEFGHIJKLMNO(MP/EP 8 mos.

impurities
62-1 Preliminary analysis (1,8 ABCDEFGHIJKLMNO|MP/EP. 8 mos.
62-2 Certification of limits Q,5) ABCDEFGHIJKLMNO|MP/EP 8 mos.
62-3 Analytical method (S} ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-2 Color ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-3 Physical state ABCDEFGHIJKLMNO|MP/EP 8 mos.
634 odor ABCDEFGHIJKLMNOMP/EP 8 mos.
63-7 Density ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-12 pH ¢ ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-14 Oxidizing or reducing action (10) ABCDEFGHIJKLMNO|MP/EP 8 mos.

10. Certification

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicable la

Signature and Title of Company’s Authorized Representative

11. Date

12. Name of Company Contact

13. Phone Number
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United. States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OoMB No. 207G-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink,

Use additional sheet(s) if

necessary.

Please read carefully the attached instructions and supply the information requested on this form.

t. Company name and Address 2. Case # and Name 3. Date end Type of DC)
WESPAC ENTERPRISES INC 4099 Zinc salts " PRODUCT SPECIFIC
2415 S 200TH ST BOX 463137 . ID# 55500-RD-2380
SEATTLE WA 98146 EPA Reg. No. 55500-1

14

4. Guideline 5. Study Title m Progress | 6. Use’ 7. Test 8. Time 9. Registrant

Requirement m Reports Pattern Substance Frame Response

Number C

m 1 2 3

63-15 flammability an ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-16 Explodability Q\12) ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-17 Storage stability ABCDEFGHIJKIMNOIMP/EP 8 mos.

63-18 Viscosity (3 ABCDEFGHIJKLMNOIMP/EP 8 mos.

63-19 Miscibility (14) ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-20 Corrosion characteristics ABCDEFGHIJKLMNOMP/EP 8 mos.

63-21 Dielectric breakdown voltage (153 ABCDEFGHIJKILMNOI|EP 8 mos.

81-1 Acute oral toxicity-ret (1,36,37) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-2 Acute dermal (1,2,37) ABCDEFGHIJKLMNO(MP/EP 8 mos.

toxicity-rebbit/rat

81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-4 Primary eye irritation-rabbit (2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-5 Primary dermat irritation ,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

81-6 Dermal sensitizetion ) ABCDEFGHIJKLMNO|MP/EP 8 mos.

Initial to indicate certitication as to information on this page

(full text of certification

is on page one).

Date




Page
United States Environmental Protection Agency Form Approved
Washington, D. C. 20460

OoMB No. 2070-0107
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

1 of 2

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink, Please read carefully the attached instructions and supply the informatfon requested on this form,

Use sdditional sheet(s) if necessary.

3. Dete and Type of DCI
PRODUCT SPECIFIC
ID# 58494-RD-2381

2. Case # and Nome

1. Comperyy name and Address
4099 Zinc salts

CANADIAN ROOFING PRODUCTS
5555 SALISH RD

BLAINE WA 98250 EPA Reg. No. 58494-1

4. Guideline 5. Study Title 3 Progress | 6. Use 7. Test 8. Time 9. Registrant
Requi rement Reports Pattern Substance Frame Response
Number
’ 1 2 3
Prod Chem -~ & ar Chemical .

61~1 Product identity & composition($) ABCDEFGHIJKLMNOMP/EP 8 mos.
61~2(a) Descrip of starting materisls,(1,2) ABCDEFGHIJKLMNOMP/EP - = " | 8 mos.

production & formulation o

proc R TN PR N
61~2(b) Discussion of formation of  (1,3) ABCDEFGHIJKLMNO|MP/EP

fspurities . S N
62-1 Prel iminary snatysis (1,4) ABCDEFGHIJKLMNO SW\MU.
62-2 Certification of limits .5 ABCDEFGHIJKLMNO :
62-3 Analyticsl method (¢} ABCDEFGHIJKLMNO
63-2 Color ABCDEFGHIJKIMNO
63~3 Physical state ABCDEFGHIJKLMNO
63-4 Odor ABCDEFGHIJKLMNO
63-7 Density ABCDEFGHIJKLMNO
63-12 pH . (4] ABCDEFGHIJKLMNO
63-14 Oxidizing or reducing action (10) ABCDEFGHIJKLMNO

10. Certification

1 certify that the statements mede on this form and all attachments are true, accurate, and complete,
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisorment
or both under applicable lew.

Signature and Title of Company’s Authorized Representative

11. Date

12. Neme of Company Contact

13. Phone Number




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
oN8 No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the sttached instructions snd suppty the informetion requested on this form.
Use additional sheet(s) if necessary.

1. Company name and Address
CANADIAN ROOFING PRODUCTS
5555 SALISH RD

2. Case # and Name

4099 Zinc salts

3. Dste and Type of DCI

PRODUCT SPECIFIC
ID# 58494-RD-2381

BLAINE WA 98250° EPA Reg. No. 58494-1
4. Guideline 5. Study Title 3 Progress | 6. Use 7. Test 8. Time 9. Registrant
Requi rement “ Reports Pattern Substance Frame Response
Number 5
1 2 3
63-15 Flammsbility (1) ABCDEFGHIJKLMNO|MP/EP 8 MOB.,
63-16 Explodabil ity a2y ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-17 Storage stability ABCDEFGHIJKIMNO|MP/EP : 8 mMOS.
63—-18 Viscosity (13 ABCDEFGHIJKIMNO|MP/EP 8 mos.
63-19 Miscibility (14} ABCDEFGHIJKLMNO|MP/EP - 8 mos.
63-20 Corrosion charscteristics ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-21 Dielectric breakdown voltage (15) ABCDEFGHIJKLMNO|EP - .. ./° .7 8 mos.
Acute Yexic - Regulsr Chewicel
81-1 Acute oral toxicity-rat 1,36,37) ABCDEFGHIJKLMNO
81-2 Acute dermel (1,2,30 ABCDEFGHIJKLMNO
toxicity-rebbiv/rat R LA .
81-3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP
81-4 Primary eye irritstion-rabbit (2) ABCDEFGHIJKLMNO|MP/EP
81-5 Primary dermal rritation (1,2 ABCDEFGHIJKLMNO
81~-6 Dermal sensitization %) ABCDEFGHIJKLMNO

Initial to indicate certification as to informmtion on this pege
(full text of certification is on page one).

Date
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 Zinc salts

Key: MP = manufecturing-use product; EP = end-use product; provided formulators purchese their active ingredient(s) from a registered source, they need not submit or cite
data pertaining to the purchased product.[NOTE: If & product is » 100 percent repsckege of another registered product that is purchased, and eny use for the product does
not differ from those of the purchssed and registered source, users are not subject to any dsts requirements identified in the tebtes.]; TEP = typicsl end-use product;
1GA] = technical grade of the active ingredient; PAl = “pure® active ingredient; PAIRA = “pure® active ingredient, radiolebeled.

Use Categories Key:

A - Terrestrial food crop . 8 - Terrestrial food feed crop C - Terrestrisl nonfood crop D - Aquatic food crop € - Aquetic nonfood outdoor
F - Aquatic nonfood Industrial G - Aquatic nonfood residential h - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Residential outdoor t - Indoor food M - Indoor nonfood N - Indoor Medical ‘ 0 - Indoor resfdential

Footnotes: (The following notes are referenced in colum two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.]

Prod Chem - Regular Chemical

1 Requirements pertaining to product identity, composition, analysis, and certification of ingredients are detailed further in the following sections: *158.155 for
product identity and composition (61-1); *158.160, 158.162, and 158.165 for description of starting materisls and menufacturing process (61-2); *158.167 for
discussion of formstion of impurities (61-3); *158.170 for preliminary analysis (62-1); *158.175 for certification of limits (62-2); snd *158.180 for enforcement
enalytical methods (62-3).

2 A schematic diagram and/or brief description of the production process will suffice if the pesticide is not already under full scele production end an experimentel
use permit is being sought.

3 If the pesticide is not already under full scale production and an experimental use permit is sought, » discussion of unintentional Ingredients shall be submitted to
the extent this information is aveilable.

4 Required to support the registration of each manufacturing-use product (inciuding registered TGAIs) as well es end-use products produced by an fntegreted system.
Data on other end-use products witl be required on a case-by-cose besis. For pesticides in the development state, & rudimentary product snelyticsl method end dete
will suffice to support an experimental use permit.

5 Certified limits are not required for inert ingredients in products proposed for experimental use.

9 Required if test substances are dispersible with water.

10 Required if product conteins an oxidizing or reducing sgent,

11 Required if product contains combustible liquids.

12 Required if product is potentislly explogive.

13 Required if product is a liquid.

14 Required if product is an emulsifiable liquid and is to be diluted with petroleum solvents,
15 Required if end-use product is liquid and is to be used around electrical equipment.

Acute Toxic - Regular Chemical

Not required if test meterial is & gas or highly volatile.

Not required if test material is corrosive to skin or has pH less than 2 or greater than 11.5; such a product will be classified as Toxicity Category I on the besis
of potential eye and dermsl irritation effects. ; i

Required if the product consists of, or under conditions of use wilt result in, an inhalsble material (e. 9., ges, volatile substances, or serosol/perticulate).
Required unless repeated dermal exposure does not occur under conditions of use,

Special testing (acute, subchronic, and/or chronic) is required for orgsnophospates, snd mey be required for other cholinesterase inhibitors and other pesticides

g»u N




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case §# and Name: 4099 2Zinc salts

Footnotes (cont.):

which have demonstrated a potential to adversety affect the visusl system. Registrants should consult with the agency for development of protocols snd methodology

prior to initiation of studies.
37 Testing of the EP dilution is required if it can be reasonably anticipated that the results of such testing mey meet the criteria for restriction to use by certified

applicators specified in 40 CFR 152.170(b) or the criteria for initiation of specisl review specified in 40 CFR 1564.7 (a)(1).




Page 1 of 2

United States Environmental Protection Agency Form Approved
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and suppty the information requested on this form.
Use additional sheet(s) if necessery.

1. nm”ﬂwvalﬂ Q&Zwy&ﬂmwa IMPORTS 2. Case # and Neme ) 3. Date end Type of DCI
. R 4099 Zinc salts PRODUCT SPECIFIC
D/B/A MENZIES SHEET METAL . ID# 58509-RD-2382
VANCOUVER WA 98684 EPA Reg. No. 58509-1
4. Guideline 5. Study Title m Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement Reports Pattern Substance Frame Response
Number m
1 2 3
L
Prod Chem - Regular Chemical

61-1 " Product identity & composition(1) ABCDEFGHIJKLMNO|MP/EP 8 mos.
61-2(a) Descrip of starting meterisls,(1,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.

production & formulation -

proc
61-2(b) Discussion of formation of  (1,3) ABCDEFGHIJKLMNO|MP/EP 8 mos.

impurities ’
62-1 Preliminary anelysis a,& ABCDEFGHIJKLMNO|MP/EP 8 mos.
62-2 Certification of limits 1,5 ABCDEFGHIJKLMNO|MP/EP 8 mos,
62-3 Analytical method (¢} ABCDEFGHIJKLMNO|MP/EP 8 -mos.
63-2 Color ABCDEFGHIJKIMNO|MP/EP 8 mos.
63-3 Physical state ABCDEFGHIJKLMNO|MFP/EP 8 ,mos.
63-4 Odor ABCDEFGHIJKLMNO|MP/EP 8 mos.
63~7 Density - ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-12 P % ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-14 oxidizing or reducing action (10) ABCDEFGHIJKLMNO|MP/EP 8 mos.
10. Certification 11. Date

| certify that the statements made on this form and sll attachments are true, accurate, and complete.
1 acknowledge that any knowingly fsise or misleading statement may be punishable by fine, imprisonment
or both under epplicable law.

Signature and Title of Compeny’'s Authorized Representative
12. Neme of Company Contsct 13. Phone Number




Page
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United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved

OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.
Use additional sheet(s) if necessery.

Please read carefully the attached instructions and supply the informetion requested on this form.

DAVID A.
13903 S.E.

1. Company name ard Address

WALTZ IMPORTS
D/B/A MENZIES SHEET METAL
14TH ST
VANCOUVER WA 98684

Case # and Wame
4099 Zinc salts

EPA Reg. No. 58509-1

3. Dote and Type of OC!

PRODUCT SPECIFIC
ID# 5$8509-RD-2382

4
4. Guideline 5. Study Title 5 Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement Reports Pattern Substance Frame Response
Nurber m

0 2 3
63-15 Flammability an ABCDEFGHIJKLMNO|MP/EP 8 mos.
63~16 Explodability Q1) ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-17 Storage stabitity ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-18 Viscosity 3 ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-19 Migcibility (14 ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-20 Corrosion characteristics ABCDEFGHIJKILMNO|MP/EP 8 mos.
63~-21 Dietectric breakdown voltage (15) ABCDEFGHIJKLMNOIEP 8 mos.
Acyte Yonic - Reguler Chemical
81-1 Acute aral toxicity-ret €1,36,30) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81-2 Acute dermal 1,2,37) ABCDEFGHIJKLMNOIMP/EP 8 mos.
toxicity-rabbit/rat *
81-3 Acute inhaletion toxicity-ret (3) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81-4 Primary sye irritation-rabbit (2) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81~-~5 Primery dermal irritation (1,2) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81-6 Dermal sensitization ) ABCDEFGHIJKLMNO|MP/EP 8 mos.
l
[

Initial to indicate certification as to informstion on this pege

2__. text of certification is on page one).

Date
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4099 Zinc salts

Key: MP = monufacturing-use product; EP = end-use product; provided forsulators purchese their active ingredient(s) from a registered source, they need not submit or cite
data pertsining to the purchased product.[NOTE: If & product is a 100 percent repackege of snother registered product thet s purchesed, snd sny use for the product does
not differ from those of the purchased and registered source, users are not subject to any date requirements identified in the tables.]; TEP » typical end-use product;
TGAI = technical, grade of the sctive ingredient; PAI = "pure® active ingredient; PAIRA = “pure active ingredient, rediolsbeled.

Use Categories Key:

A - Terrestrial food crop 8 - Yerrestrial food feed crop C - Terrestrisl nonfood crop D - Aquetic food crop E - Aquetic nonfood outdoor
F - Aquatic nonfood Industrial G - Aquatic nonfood residentisl H - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - indoor food M - Indoor nonfood N - Indoor Medical 0 « Indoor residentisl

Footnotes: (The following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.)

Prod Chem - Regular Chemical

1 Requirements pertaining to product identity, composition, snalysis, and certification of ingredients are deteiled further in the fotlowing sections: *158.155 for
product identity and composition (61-1); *158.160, 158.162, end 158.165 for description of starting materials and menwfacturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary analysis (62-1); *158.175 for certification of limits (62-2); end *138.180 for enforcement
snalytical methods (62-3). ’

2 A schemotic diagrem andfor brief description of the production process will suffice if the pesticide is not alresdy under full scale procxtion and an experimental
use permit is being sought.

3 if the pesticide is not alreedy under full scale production and an experimental use permit is sought, a discussion of unintentionst ingredients shall be submitted to
the extent this informetion is svailable.

4 Required to support the registration of esch manufacturing-use product (including registered TGAls) as well as end-use products produced by an integrated system.
Osta on other end-use products will be required on a case-by-cese basis. For pesticides in the development state, s rudimentary product snalytical method and date
will suffice to support an experimentsl use permit.

S Certified limits are not required for inert ingredients in products proposed for experimentel use.

9 Required if test substances are dispersible with water.

10 Required if product contains an oxidizing or reducing agent.

11 Required if product contains combustible liquids.

12 Required if product is potentially enplosive.

13 Required if product is a liquid.

16 Required if product is an emutsifiable liquid and is to be diluted with petroleum solvents.
15 Required if end-use product is liquid and is to be used around electricel equipment.

Acute Toxic - Regular Chemical

1 Not required if test material is o gas or highly volatile.
2 Not required if test materisl is corrosive to skin or has pH less then 2 or greater than 11.5; such a product will be classified as Toxicity Category I on the basis
of potential eye and dermal irritation effects. :
3 Required if the product consists of, or under conditions of use will result in, an iphalable materisi (e. 9., gos, volatiie substances, or aerosol/particulate).
4 Required unless repeated dermal exposure does not occur under conditions of use.
36 Special testing (acute, subchronic, andfor chronic) is required for organophospates, and may be cequired for other cholinesterase irhibitors snd other pesticides




Page 2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 2Zinc salts

Footnotes (cont.):

vhich have demonstrated s potential to adversely affect the visual system. Registrents should consult with the sgency for development of protocols and methodology

prior to initiation of studies.
37 Testing of the P ditution s required 1f it can be reasonably anticipated that the results of such testing mey meet the criteria for restriction to use by certified

applicators specified in 40 CFR 152.170¢(b) or the criteria for initiation of special review specified in 40 CFR 154.7 (8)(1).
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United States Environmental Protection Agency . Form Approved
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

OoNB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please resd carefully the attached instructions and supply the information requested on this form,
Use additionsl sheet(s) if necessary.

1. Compeny neme and Address 2. Cose # and Name ’ 3. Dete and Type of DCI
RETTA MFG., INC. 4099 zinc salts PRODUCT SPECIFIC
BOX 2306 ID# 10699-RD-2376
EUGENE OR 97402 EPA Reg. No. 10699-1

4. Guideline 5. Study Title ) Progress | 6. Use 7. Test 8. Time 9. Registrant

Requirement ) Reports Pattern Substance Frame Response

Rumber

D 1 2 3
61-1 Product identity & composition(1) ABCDEFGHIJKLMNO{MP/EP 8 mos.
61-2(a) Descrip of starting materials,(1,2) ABCDEFGHIJKLMNOMP/EP 8 mos.
production & formulation
proc

61-2(b) Discussion of formation of  (1,3) ABCDEFGHIJKLMNO/MP/EP 8 mos.

impurities ) :

62-1 Preliminary analysis (1,4) ABCDEFGHIJKLMNO|MP/EP 8 mos.

62-2 Certification of limits 1,5 ABCDEFGHIJKLMNO|MP/EP 8 mos.

62-3 Anetytical method m ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-2 Color ABCDEFGHIJKLMNOIMP/EP 8 mos.

63~3 Physical state ABCDEFGHIJKIMNOMP/EP 8 mos.

63~4 Odor - ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-7 Density ABCDEFGHIJKILMNO|MP/EP 8 mos.

63-12 ] 144 ABCDEFGHIJKLMNO|MP/EP 8 mos.

63-14 Oxidizing or reducing action (10) ABCDEFGHIJKLMNO/MP/EP 8 mos.

10. Certification 11. Date

I certify that the ststements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or mislesding statement may be v::mn_:&-o by fine, imprisorment
or both under applicable law.

Signature snd Vitle of Company’s Authorized Representstive
12. Neme of Company Contact 13. Phone Wumber




Page

2 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved

OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form.
Use sdditional sheet(s) if necessary.

1. Company name and Address

2. Case # and Name

3. Date and Type of DCI

RETTA MFG., INC. 4099 Zinc salts PRODUCT SPECIFIC
BOX 2306 ID§ 10699-RD-2376
EUGENE OR 97402 EPA Reg. No. 10699-1
4. Guideline 5. Study Title ; progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement w Reports Pattern Substance F rame Response
Number
'] 2 3
63-15 Flammability «an ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-16 €xplodability 02) ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-17 Storage stability ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-18 Viscosity (3 ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-19 Niscibili'y (14) ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-20 Corrosion characteristics ABCDEFGHIJKLMNO|MP/EP 8 mos.
63-21 Dielectric breakdown voltege (15) ABCDEFGHIJKLMNO|EP 8 mos.
Acute Voxic - Reguler Chewical
81-1 Acute oral toxicity-rat (1,36,37) ABCDEFGHIJKLMNOIMP/EP 8 mos.
81-2 Acute dermal €1,2,30) ABCDEFGHIJKLMNO|MP/EP 8 mos.
toxicity-rabbit/rat " '
81~3 Acute inhalation toxicity-rat (3) ABCDEFGHIJKLMNO|MP/EP 8 mos,
81-4 Primary eye irritstion-rabbit (2) ABCDEFGHIJKLMNO|MP/EP 8 mos.
81-5 Primery dermel irritation 01,2) ABCDEFGHIJKIMNO|MP/EP 8 mos.
81-6 Dermal sensitization %) ABCDEFGHIJKLMNO|MP/EP 8 mos,

tnitial to indicate certification as to information on this page
(full text of certification is on page one}.

Date
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Page 1 of 2

United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case § and Name: 4099 Zinc salts

Key: WP = monufecturing-use product; EP = end-use product; provided formuletors purchase their sctive ingredient(s) from a registered source, they need not submit or cite
data pertaining to the purchased product. NOTE: If & product is a 100 percent repackage of another registered product thet is purchased, snd sny use for the product does
not differ from those of the purchased and registered source, users are not subject to any data requirements identified in the tables.]; TEP = typical end-use product;
TGAL = technical grade of the active ingredient; PAl = “pure" sctive ingredient; PAIRA = ..vc..a.. sctive ingredient, radiolabeled.

Use Categories Key:

A - Terrestrial food crop 8 - Terrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop € - Aquatic nonfood outdoor
F - Aquatic nonfood Industrisl G - Aquatic nonfood residential H - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - Indoor food M - Indoor nonfood N - Indoor Medicat 0 - Indoor residential

Footnotes: (The following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE form.]

Prod Chem - Reguiar Chemical

1 Requirements pertaining to product identity, composition, analysis, and certification of ingredients are detailed further in the following sections: *158.155 for
product identity snd composition (61-1); *158.160, 158.162, end 158.165 for description of starting materisls and menufacturing process (61-2); *158.167 for
discussion of formation of impurities (61-3); *158.170 for preliminary snalysis (62-1); *158.175 for certification of limits (62-2); and *158.180 for enforcement
snalytical methods (62-3).

2 A schematic diagram and/or brief description of the production process wilt suffice if the pesticide is not already under futl scale production and an experimental
use permit is being sought.

3 if the pesticide is not aiready under full scale production and an experimental use permit is sought, s discussion of unintentional ingredients shall be submitted to
the extent this information is availsble.

4 Required to support the registration of each menufacturing-use product (including registered TGAls) as wetl as end-use products produced by an integrated system.
Data on other end-use products will be required on a case-by-case basis. For pesticides in the deveiopment stste, a rudimentary product anstyticsl wethod and data
will suffice to support an experimental use permit.

5 Certified Limits are not required for inert ingredients in products proposed for experimentsl use,

9 Required if test substances are dispersible with uater.

10 Required if product contains an oxidizing or reducing agent.

11 Required if product contains combustible liquids.

12 Required if product is potentially explosive.

13 Required if product is 8 tiquid.

14 Required if product is an emulsifiable liquid and is to be diluted with petroleum solvents.
15 Required if end-use product is liquid and is to be used around electrical equipment.

Acute Toxic - Regulsr Chemicsl

Rot required if test material is & gas or highly volatile,

Not required if test material is corrosive to skin or has pH les~ than 2 or greater than 11.5; such a product will be classified as Toxicity Category | on the basis
of potentiasl eye and dermal irritation effects.

Required if the product consists of, or under conditions of use will result in, an inhalable material (e. 9., goas, volatite substences, or serosol/perticulste).
Required unless repeated dermal exposure does not occur under conditions of use.

Special testing (acute, subchronic, and/or chronic) is required for organophospetes, and may be recquired for other cholinesterase inhibitors and other pesticides

g‘“u N -




United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS POR GUIDELINE REQUIREMENTS
Case # and Name: 4099 Zinc salts

Footnotes (cont.):

which heve demonstrated a potentisl to adversely affect the visual system. Registrants should consult with the agency for development of protocols and methodology

prior to initiatjon of studies. -
37 Testing of the EP dilution is required if it can be ressonably anticipsted that the results of such testing mey meet the criteria for restriction to use by certified

applicators specified in 40 CFR 152.170(b) or the criterin for initiation of special review specified in 40 CFR 154.7 (a8)(1).
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PR NOTICE B86-5 PESTICIONS AN TOAIC SUSSTARCES

NOTICE TO PRODUCERS, FORMULATORS, DISTRIBUTORS
AND REGISTRANTS

Attention: Persons responsible for Pederal registration of
pesticides,

Subject: Standard format for data submitted under the Pederal
Insecticide, Fungicide, and Rodenticide Act (FPIFPRA)
and certain provisions of the Federal Pood, Drug,
and Cosmetic Act (FFDCA).

I. Purpose
To require data to be submitted to the Environmental
Protection Agency (EPA) in a standard format. This Notice also

provides additional guidance about, and illustrations of, the
required formats,

II. Applicability

This PR Notice applies to all data that are submitted to EPA
to satisfy data requirements for granting or maintaining pesticide
registrations, experimental use permits, tolerances, and related
approvals under certain provisions of PIPRA and PPDCA. These
data are defined in PIPRA §10(d)(1). This Notice does not apply
to commercial, financial, or production information, which are,
and must continue to be, submitted differently under separate

cover,

I111. Effective Date

This notice is effective on November 1, 1986, Data formatted
according to this notice may be submitted prior to the effective
date, As of the effective date, submitted data packages that do
not conform to these requirements may be returned to the submitter

for necessary revision,

Iv. Backgtound

On September 26, 1984, EPA pudblished proposed regulations
in the Pederal Register (49 PR 379%6) which include Requirements
for Data Submission (40 CPR §158.32), and Procedures for Claims

of Confidentiality of Data (40 CFR §158.33). These regulations




specify the format for data submitted to EPA undecr Section 3 of
FIFRA and Sections 408 and 409 of FFDCA, and procedures which
must be followed to make and substantiate claims of confiden=-
tiality, No entitlements to cdata confidentiality are changed,
either by the proposed regulation or by this notice,

OPP? is making these reguirements mandatory through this
Notice to gain resource-saving benefics from their use before the
entire proposed regulation becomes finmal, Adeguate leal time is
being provided for submitters to comply with the new requirements,

V. Relationship of this Notice to Other OPP Policy and Guidance

While this Notice contains requirements for organizing and
formatting submittals of supporting data, it does not address
the substance of test reports themselves, "Data ceporting®
guidance is now under development in OPP, and will specify how
the study objectives, protocol, obsecvations, findings, and
conclusiong are organized and presented within the study report,
The data reporting guidance will be compatible with submjittal

format requirements described in this Notice,

OPP has also promulgated a policy (PR Notice 86~-4 dated
April 1S, 1986) that provides for early screening of certain
applications for reyistration under FI¥RA §3. The objective of
the screen is to avoid the additional costs and prolonged delays
associated with handling significantly incomplete application
packages, As of the effective date of this Notice, the screen
will include in its criteria for acceptance of application
packages the data formatting reguirements described herein,

OPP has also established a public docket which imposes dead-
lines for inserting into the docket documents submitted in con-
nection with Special Reviews and Registration Standards (see
40 CFR $154.15 and §155,32). To meet these deadlines, OPP is

requiring an additional copy of any data submitted to the docket.
Please refer to Page 10 for more information about this reguirement,

application for

Por several years, OPP has required that each
applicable

registration or other action include a list of all
data requirements and an indication of how sach is satisfied--the
statement of the method of support for the application, Typically,
many requirements are satisfied by reference to data previously
submitted--either by the applicant or by another party. That re-
quirement is not altered by this notice, which applies only to

data submitted with an application,

vI., Format Requirements

A more detailed discussion of these format requirements
follows the index on the next page, and samples of some of the
requirements are attached., Except for the language of the two
alternative forms of the Statement of Data Confidentiality Claims
{shown in Attachment 3) which cannot be altered, these samples
are illustrative. As long as the required information is included
and clearly identifiable, the form of the samples may be altered

to reflect the submitter's preference.

2




- INDEX =
Text Example
Page Page
A. Organization of the Submittal Package ., . + + « .« « & 3 17
B. Transmittal DOCUMENE 4 & ¢ « o o 4 o« o s s s o » s 4 il
C. IndiVidua].Studies ® 0 6 & & 6 & & 8 0+ 8 e & e & e @ 4
C.1l Special Considerations for Identifying Studies. . 5
D. Organjization of each Study VOlume . + « « « s s o » » 6 i7
D.lStudyTitlePage S & e+ 4 e+ & 9 6 ¢ & 8 & * e s & ? 12
D.,2 Statement of Data Confidentiality Claims
(based on FIFRA S§10(d)(Ll)} o o o o o ¢ ¢ o & o 8 13
D.3 Confidential Attachment . . o+ &« « o ¢ ¢ 4 o « & s 8 15

D.4 Supplemental Statement of Data Confidentiality
Claims {other than those based on FIFRA §10(d)(1))
D.S Good Laboratory Practice Compliance Statement , .
E. Reference to Previously Submitted‘oata e e N

F. Physical Format Requirements & Number of Coples ., . .

o w W wr

G. Special Requirements for Submitting Data to the Docket 1

L S22 AR XD ]

A. Qrganization of Submittal Package

A 'submittal package' consists of all studies submitted at
the same time for review in support of a single regulatory action,
along with a transmittal document and other related administrative
material {e.g. the method of support statement, EPA Porms 8570-],
8570-4, 8570-20, etc.) as appropriate,

Data submitters must organize each submittal package as
described in this notice, The transmittal and any other admin-
istrative material must be grouped together in the first physical
volume, Bach study {ncluded in the submittal package must then
be bound separately, .

Submitters sometimes provide additional materials that are
intended to clarify, emphasize, or otherwise comment to help
Product Managers and reviewers better understand the subamittal.

~ If such materials relate to one study, they should bde
included as an appendix to that study. .

- If syuch materials relate to more than one study (as for
example a summary of all studies in a discipline) or to the
submittal in general, they must be included in the submittal
package as a separate study (with title page and statement
of confidentiality claims),




B. Transmittal Decument

The first item in each submittal package must be a trans-
mittal document, This document identifies the submitter or all
joint submitters; the regulatory action in support of which the
package is being submitted--i.e., a registration application,
petition, experimental use permit (EUP), §3(c)(2)(BJ data call-in,
§6(a){2) submirtal, or a special review; the transmittal date;
and a list of all individual studies included in the package in
the order of their appearance, showing (usually by Guideline
reference number) the data requirement(s) addressed by each one,
The EPA-assigned number for the regulatory action (e.g. the
registration, EUP, or tolerance petition number) should be
included in the transmittal document as well, if it is known to
the submitter., See Attachment ] for an example of an acceptable

t:agsmittal document,

The list of included studies in the transmittal of a data
submittal package supporting a registration application should
be subdivided by discipline, reflecting the order in which data

requirements appear in 40 CFR 158.

The list of included studies in the transmittal of a data
submittal package supporting a petition for tolerance or an
application for an EUP should be subdivided into sections A, B,
Ciees. Oof the petition or application, as defined in 40 CFR
180.7 and 158.125, (petitions) or Pesticide Assessment Guidelines,

Subdivision I (EUPs) as appropriate.

' When a submittal package supports a tolerance petition and
an application for a registration or an EUP, list the petition

studies first, then the balance of the studies., Within these
two groups of studies follow the instructions above.

C. Individual Studies

A study is the report of a single scientific investigation,
including all supporting analyses required for logical complete~
ness. A study should be {dentifiadble and distinguishable by a
conventional bibliographic citation including author, date, and
title, Studies generally correspond {n scope to a single Guide-
line requirement for supporting data, with some exceptions dis-
cussed in section C.l1. Each study included in a submittal package
must be bound as a separate entity. (See comments on binding

studies on page 9,.)

Each study must be consecutively paginated, beginning from
the title page as page 1. The total number of pages in the com-
plete study must be shown on the study title page. 1In addition
(to ensure that inadvertently separated pages can be reassociated
with the proper study during handling or review) use either of

the following:

-~ Include the total number of pages in the complete study
. on each page (ie., 1 of 250, 2 of 250, ...280 of 250).

- Include a company name or mark and study number on each
page of the study, e.g., Company Name-1986-23. Never reuse
a study number for marking the pages of subseguent studies,

4




When a single study is extremely long, dinding it in multiple .
volumes is permissible $0 long as che entire study is paginatea
in a single series, and each volume is plainly identified by the
study title and its position in the multi=-volume sequence,

C.1 special Considerations for Identifying Studies

Some studies raise special problems in study identification,
because they address Guidelines of broader than normal scope or

for other reasons,

a. Safety Studies, Several Guidelines require testing for
safety in more than one species., 1In these cases each species
tested should be reported as a separate study, and bound

separately,

Extensive supplemental reports of pathology reviews, feed
analyses, historical control data, and the like are often assoc-
iated with safety studies, Whenever possible these should be
submitted with primary reports of the study, and bound with the
primary study as appendices, When such supplemental reports are
submitted independently of the primary report, take care to fully
identify the primary report to which they pertain,

Batteries of acyte toxicity tests, performed on the same end
use product and covered by a single title page, may be bound '

together and reported as a single study,

b. Product Chemistry Studies, All product chemistry data
within a submittal package submitted in support of an end-use
product produced from registered manufacturing-use products
should be bound as a single study under a single title page,

Product chemistry data submitted in support of a techni-
cal product, other manufacturing-use product, an experimental
use permit, an import tolerance petition, or an end-use prod-
uct produced from unregistered source ingredients, should be
bound as a single study for each Guideline series (61, 62,
and 63) for conventional pesticides, or for the equivalent
subject range for biorational pesticides, The first of the
three studies in a complete product chemistry submittal for
a biochemical pesticide would cover Guidelines 151-10, 151-11,
and 151-12; the second would cover Guidelines 151-13, 151-15,
and 151-16; the third would cover Guideline 151~17. The
first study for a microbial pesticide would cover Guidelines
151-20, 151-21, and 151-22; the second would cover Guidelines
151-23 and 151-25; the third would cover Guideline 151-26.

Note particularly that product chemistry studies are
likely to contain Confidential Business Information as defined

b 4 ’
in FIFRA §10(d)(1)(A), (B), or (C), and if so must be handled
as described in section D.3., of this notice, . .
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. <. Residue Chemistry Studies, Guidelines 171<4, 19%3-3,
and (53-4 are extremely broad 1n scope; studies addressing
residue chemistry requirements mJust thus be defined at a
level below that of the Guideline code, The general principle,
however, of limiting a study tn the report of a single inves-
tigazion still applies fully. Data should be treated as a
single study and bound separately for each analytical methad,
each report of the nature of the residue in a single crop or
animal species, and for each report of the masanityde of resi~
dues resulting from treatment of a single crop or from proces-
sing a single crop., When more than one commodity is decived
from a single crop (suych as beet tops and beet roots) residue
dJata on all such commodities should he reported as a single
study. When multiple field trials are associated with a
single crop, all such trials should be reported as a single

study,

D. Nrganization of Each Study Volume

Fach complete study must include all applicable elements in
the list below, in the order indicated, (Also see Page 17,)
Several Of these elements are further explained in the following
paragraphs, Entries in the column headed 'example' cite the
page number of this notice where the element is illustrated,

' Element When Reguired Example
‘ Study Title Page Always Page 12
" Statement of Data One of the two alternative Page 13
Confidentiality forms of this statement
Claims is always required,
Certification of Good I1f study reports laboratory Page 16
Laboratory Practice work subject to GLP require~
mants
Flagging statements For certain toxicology studies. (When

flagging requirements are finalized.)

Always - with an English language

8ndy of Study
translation if requirced,

Study Appendices At submitter's cption

Cover Sheet to Confi- If CBI is claimed under FIFRA
dential Attachment $10{(8)Y{(1)(A), (B}, or (C)

If CBI is claimed under FIFRA Page 15

CBI Attachment
§10(d)(1)(A), (B), or (C)

Q Supplemental Statement Only i{f confidentiality is Page 14
" of Data Confidentiality claimed on a basis other than
Claims FIFRA §10(d)(1)(A), (B), or (C)
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D.1 Title Page .

A title page is always required for each sudbmitted study,
Published or unpublished., The title page must always be freely
releasable to requestors: DO NOT INCLUOE CHBI ON THE TITLR PAGE,
An example of an acceptadble ti:le page is on page 12 of this
notice, The feollowing information must appear on the title

page:

a., Study title. The study title should he as descriptive as
possible, It must clearly identify the substance(s) tested and
correspond to the name of the data requirement as it appears

in .the Guidelines,

'b.  Data requirement addressec. Include on the title page the
GuideTine number(s) of the specific requirement{s) addressed by

the study,

C. Author(s), Cite only individuals with primary intellectual
responsibility for the content of the study. Identify them
plainly as authors, to distinguish them from the performing
laboratory, study sponsor, or other names that may also appear on

the title page,

d. Study Date, The title page must include a single date for-
the study., If parts of the study were performed at different ’
times, use only the date of the latest alement in the study, /

e. Performing Laboratory Identification. 1If the study reports
work done by one or more laboratories, lnclude on the title page
the name and address of the performing laboratory or laboratories,
and the laboratory's internal project number(s) for the work,
Clearly distinguish the ladboratory's project identifier from any

other reference numbers provided by the study sponsor or submitter,

£. 5ugglemental Submissions, If the study is a commentary on

: or supplement to another previously submitted study, or if it
responds to EPA questions raised with respect to an earlier study,
include on the title page elements a., through d. for the previously
subnitted study, along with the EPA Master Record ldentifier (MRID)
or Accession number of the earlier study if you know these numbers,
(Supplements submitted in the same submittal package as the primary
study should be appended to and bound with the primary study. Do
not include supplements to more than one study under a single

title page), '

- Facts of Publication, If the study is a reprint of a pub-
lished document, identify on the title page all relevant tacts
of pudblication, such as the journal title, volume, issue, inclusive

page numbers, and publication date.
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D.2. Statements of Data Confidentiality Claims Under FIFRA §10(a)(1y,

Each submitted study must be accompanied by one of the two
alternative forms of the Statement of Data Confidentiality Claims
specified in the proposed regulation in €1%8,33 (b) and (c).

(See Attachment 3) These statements apply only to claims of data
confidentiality hased on FIFRA §10{(d)(1)(A), (B), or (C). Use

the appropriate alternative form of the statement either to

assert a claim of §1N(d){1) daca confidentiality (€§158,33(b))

or to waive such a claim (§153.33(¢))., 1In either case, the
statement must be signed and dated, and must inc¢lude the typed

name and title nf the official who signs it. Do not make CBI
claims with respect to aralytical methods assnciated with petitions
for tolerances or emergency exemptions (see NOTE Pg 11).

0;3. Confidential Attachment

If the claim is made that a study includes confidential busi-
ness information as defined by the criteria of FIFRA §10(d)(1)(A),
(B), or {(C) (as descrihed in D,2. above) all such information must
be excised from the body of the study and confined to a separate
study-specific Confidential Attachment. Each passage of CBI so
isolated must be identified by a reference number cited within the
body of the study at the point from which the passage was excised

{See Attachment %), .

The Confidential Attachment to a study must be i{dentified by a
cover sheet fully identifying the parent study, and must be clearly
marked 'Confidential Attachment,' An appropriately annotated
photocopy of the parent study title page may be used as this cover
sheet. Paginate the Confidential Attachment separately from the

body of the study, beginning with page 1 of X on the title page.

Each passage confined to the Confidential Attachment must be assoc-
iated with a specific cross reference to the page(s) in the main

body of the study on which it is cited, and with a reference to the
applicable passage(s) of FIFRA §10(d)(l) on which the confidentiality

claim is based.

D.4. Supplemental Statement of Data Confidentiality Claims (See
Attachment 4) :

If you wish to make a claim of confidentiality for any
portion of a submitted study other than described by PIFRA §10(d)
{1)(A), (B), or (C), the following provisions apply:

The specific information to which the claim aﬁplies must be
Clearly marked in the body of the study as subject to a

claim of confidentiality,

- A Supplemental Statement of Data Confidentiality Claims
must be submitted, identifying each passage claimed conti-
dential and descridbing in detail the basis for ‘the claim,
A list of the points to address in such a statement is

included in Attachment 4 on Pg 14,

= The Supplemental Statement of Data Confidentialicy Claims
must be signed and dated and must include the typed name
and title of the official who signed it,

B8




D.S5 Good Laboratory Practice Compliance Statement

This statement is required if the study contains laboratory
work subject to GLP reguirements specified in 40 CFR 160. Sam~-
ples of these statements are shown in Attachment 6.

E. Reference to Previously Submitted Data

DO NOT RESUBMIT A STUDY THAT HAS PREVIOUSLY BEEN SUBMITTED
FOR ANCTHER PURPOSE unless EPA specifically requests it. A copy
of the title page plus the MRID number (if known) is sufficient
to allow us to retrieve the study immediately for review. This
prevents duplicate entries in the Agency files, and saves you
--the cost of sending more copies of the study. References to pre-
viously submitted studies should not be included in the transmit-
tal document, but should be incorporated into the statement of

the method of support for the application.

F. Physical Format Requirements

All elements in the data submittal package must be on uniform
8 1/2 by 11 inch white paper, printed on one side only in black
ink, with high contrast and good resolution, Bindings for indi-
vidual studies must be secure, but easily removable to permit ‘

disassembly for microfilming. Check with EPA for special
instructions before submitting data in any medium other than '

paper, such as film or magnetic media,

Please be particularly attentive to the following points:

© Do not include frayed or toran pages.

© Do not include carbon copies, or copiés in other than
black ink.,

o Make sure that photocopies are clear, complete, and fully
readable. ' '

o Do not include oversize computer printouts or fold-out pages.
Do not bind any documents with glue or binding tapes.

Make sure that all pages of each study, including any attach-
ments of appendices, are present and in correct sequence.

Number of Copies Required - All submittal packages except
those associated with a Registration Standard or Special Review
(see Part G below) must be provided in three complete, identical

copies. (The proposed regulations specifled two copies; three

are now being reguired to expedite and reduce the cost of proces-
sing data into the OPP Pesticide Document Management Systes and

getting it into reviev.)

r'(




G. Special Regquirements for Submitting Data to the Docket

Data submittal packages associated with a Registration Stan-
dard or Special Review must be provided in four copies, from one
of which all material claimed as CBI has been excised. This
fourth copy will become part of the public docket for the RS or
SR case. If no claims of confidentiality are made for the study,
the fourth copy should be identical to the other three, Wwhen
portions of a study submitted in support of an RS or SR are
claimed as CBI, the first three copies will include the CBI
material as provided in section D of this nctice, The following
special preparation is required for the fourth copy.

© .Remove the 'Supplemental Statement of Data Confidentiality
Claims’,
"0 Remove the ‘Confidential Attachment',

o Excise from the hody of the study any information you claim
as confidential, even if it does not fall within the scope
of FIFRA §10(ad)(2)(A), (B), or (C). DO not close up or
paraphrase text remaining after this excision,

© Mark the fourth copy plainly on both its cover and its title
page with the phrase “"Public Docket Material - contains no
information claimed as confidential”,

V. For Further Information

For further information contact William C, Grosse, Chief,
Information Services Branch, Program Management and Support

Division, {(703=557=2613).
\ \
1
vizs (U (L svg~

; pames W, Akerman
Acting Director,
Registration Division

Attachment 1, Sample Transmittal Document

Attachment 2, Sample Title Page for a Newly Submitted Study
Attachment 3, Statements of Data Confidentiality Claims
Attachment 4. Supplemental Statement of Data Confidentiality
Attachment 5, Samples of Confidential Attachments .
Attachment 6. Sample Good Laboratory Practice Statements
Attachment 7, Format Diagrams for Submittal Packages and Studies

Claims
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ATTACHMENT 1. ‘ i

ELEMENTS TO BE INCLUDED IN THE TRANSMITTAL DOCUMENT?*

1. Name and address of submitter (or all joint submitters®?*)

Tsmith Chemical Corporation Jones Chemical Company
1234 west Smith Street -~and- 5679 Wilson Blvd
Cincinnati, On 98765 Covington, KY 56789

tSmith Chemical Corp. will act as sole agent for all submitters,

2. Regulatory action in support cf which this package is submitted

Use the EPA identification number (e.g. 359-EUP-67) {f you
know it Otherwise describe the type of request (e.,q., experi-
mental use permit, data call-in - of xx=-xx-xx date),

3. Transmittal date

4., List of submitted studies

Vol 1. Administrative materials - forms, previous corres-
pondence with Project Managers, and so forth,

Vol 2. Title of first study in the submittal (Guideline No.) .

Voi n. Title of nth study in the submittal (Guideline No.)

* Applicants commonly provide this information in a trans-
mittal letter, This remains an acceptable practice so
long as all four elements are included,

** Indicate which of the joint submitters is empowered to
act on behalf of all joint submitters in any matter con-
cerning data compensation or sudbsequent use or release

of the data,

Company Officlal:
Name Slgnature
Company Name:
Company Contact: o
Name Phone

11
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ATTACHMENT 2,

SAMPLE STUDY TITLE PAGE FOR A NEWLY SUBMITTED STUDY

Study Title

{Chemical name) - Magnitude of Residue on Corn

Data Regquirement

Guideline 171-4

Author

John C, Davis

Study Completed On

January S, 1979

Performing Laboratory

ABC Agricultural Laboratories
940 West Bay Drive
Wilmington, CA 39897

Laboratory Project ID
ABC 47=79

Page 1 of X
(X is the total number of pages in the study)

12




ATTAGMENT 3,

STATEMENTS OF DATA CONFIDENTIALITY CLAIMS

1, No claim of confidentiality under FIFRA §10(d)(1}(A),(B}, or {C)

STATEMENT OF NO DATA CONFIMENTIALITY CLAIMS

No claim of conkidentiality is made for any information contaimed in this study
on the basis of its falling within the scope of FIFRA §10{(d)(1)(A), (B), or (C),

Camparny
Campany Agent: Typed Name Date:
Title Signature

2, Claim of confidentiality under FIFRA §10(d)(1)(A), (B), cr (C).

STATEMENT OF DATA CONFIDENTIALITY CLAIMS

Information claimed confidential on the basis of its falling within the scope
of FIFRA §10(d)(1)(A), (B), or (C) has heen rexoved to a confidential appendix,

ard is cited hy crose~reference number in the body of the stdy.

Campary':
Company Agent: _Typed Name Date:
Title Signature

NOTE: Applicants for psrmanent or temporary tolerances should note that it

is OPP policy that no permanent tolerance, temporary tolerance, or request for

an emargency examption incorporating an snalytical method, can be approved

unless the applicant waives all claims of confidentiality for the analytical
method., These analytical msthods are pulished in the FOA Pesticide Analyt-

ical Methods Marual, and therefore cannot be claimed as confidential, OPP
implemants this policy by returning submitted analytical methods, for which
which confidentiality claims have been made, to the submitter, to obtain

the confidentiality waiver betfore they can de processed. .

13




ATTACHMENT 4,

—
‘ SUPPLEMENTAL STATEMENT OF DATA CONFIDENTIALITY CLAIMS

For any portion of a submitted study that is not described
by FIFRA §10(d)(l}(A), (B), or (C), but for which you claim
confidential treatment on another basis, the following informa-
tion must be included within a Supplemental Statement of Data

Confidentiality Claims:

© Identify specifically by page and line number(s) each
portion of the study for which you claim confidentiality,

@ Cite.the reasons why the cited pagsage qualifies for
" confidential treatment,

© Indicate the length of time--until a specific date or
event, or permanently--for which the information should

be treated as confidential,

Q@ Identify the measures taken to guard against undesired
" disclosure of this information,

© Describe the extent to which the information has been
disclosed, and what precautions have been taken in cone-

. nection with those disclosures.

Enclose copies of any pertinent determinations of confi-
dentiality made by EPA, other Federal agencies, or courts
concerning this information,

© If you assert that disclosure of this information would
be likely to result i{n substantial harmful effects to
you, describe those harmful effects and explain why they

should be viewed as substantiai.

If you assert that the information {s voluntarily sub-
mitted, indicate whether you believe disclosure of this
information might tend to lessen the avajilabkility to

EPA of similar information in the future, and if so, how,

® 16




XTTACHMENT S. b
EXAMPLES OF SEVERAL CONFIDENTIAL ATTACHMENTS

Example )} (Confidential word or phrase that has been deleted fram the study)

P

CROSS REFERENCE NUMBER 1 This cross reference nunber is used in the stud

l
y |
in place of the following words or phrase at the |
indicated volume and page references. l

I

DELETED WORDS OR PHRASE: Ethylene Glycol

PAGE LINE REASON FOR THE DELFTION FIFRA REFERENCE

6 14 Identity of Inert Ingredient §10(ad) (1) (C)
m B [ ] [ ]

|

l

|

100 19 _ . E

Example 2 (Confidential paragraph(s) that have been deleted fram the study)

CROSS .REFERENCE NUMBER __ S This cross reference mumber is used in the study .

in place of the following paragraphi(s) at the
indicated volume and page references,

DELETEDERRAGRAPH(S) @ .
( )
{ Reproduce the deleted paragraph(s) here )
( )

PAGE : LINFS REASON FOR THE DELETION FIFRA REFERENCE

20 &7 Dascription of the quality control process §10(a) (1) (C)
Exampie 3 {Confidential pages that have been deleted fram the study)

1
CROSS SEFERRF NUMBER __7

This cross reference number noted on a place-holder
pege is used in place of the following whole pages
at the indicated volum and page references,

DELEYPD PRGE(SY: are attached immediately behind this page.
PACE(S) REASON POR THE DELETION FIFRA REFERENCE |

34 Description of product marufacturing process §10(a) (1) (A}

15




ATTACHMENT 6.,

LN

SAMPLE GOOD LABORATORY PRACTICE STATEMENTS

Example 1.

This study meets the reguirements for 40 CFR Part 160

SJbmitter

Sponsor

Study Director

Example 2,

This study does not meet the requirements of 40 CFR
Part 160, and differs in the following ways:

® |

2.

3.

Submitter

Sponsor

Study Director

Example 3,

The submitter of this study was neither the sponsor of this
study nor conducted it, and does not know whether it has
been conducted in accordance with 40 CPR Part 160,

Submitter

16




ATTACHMENT 7.

FORMAT OF THE SUBMITTAL PACKAGE

Transmittal Document,

—
Related Administrative Materials

-_“”,;*" _~— (e.g., Method of Support Statement, etc.)

I Other materials about the submittal
i by (8.9, , sSummaries of groups of studies
- to aid in their review).

Studies, submitted as unique
physical entities, according
to the format below.

.

.~
N\
\

) - @
A )

PORMAT OF SUBMITTED STUDIES

Study title page.

Statement of Confidentiality Claims,

GLP and flagging® statements - as appropriate.

Body of the study, with English
_ -~ language translation if required.

Appendices to the study.

-1 .
I - Title Page of the Confidential
| Pk 1' Attachment,
L’T PR s . Confidential Attachment,
i
-1 - Supplemental Statement
| PR | - —=— of Confideatiality Claims,
- .
| »=4  * wnen flagging requirements
- are finalized.

LEGEND .

Documents which must be submitted as
appropriate to meet established requirements.

--1

/ | Documents submitted at submitter's option.

| ¢""J 7
— !
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ATTACHMENT D

EPA GROUPING OF END-USE PRODUCTS FOR MEETING
DATA REQUREMENTS FOR REREGISTRATION




EPA'S BATCHING TO FULFILL ACUTE TOXICITY DATA REQUIREMENTS FOR REREGISTRATION
OF PRODUCTS CONTAINING THE FOLLOWING ZINC SALTS: ZINC OXIDE, ZINC CHLORIDE AND
ZINC SULFATE

In an effort to reduce the time, resources and number of animals needed ta fulfill the acute toxicity
data requirements for reregistration of products centaining the active ingredients zinc oxide, zinc chicride
and zinc sulfate, the Agency has batched products which can be considered similar for purposes of acute
toxicity. Factors considered in the sorting process include each product's active and inert ingredients
(identity, percent composition and biological activity), type of formulation (e.g., emuisifiable concentrate,
aerosol, wettable powder, granular, etc.), and labeling {e.g., signal word, use classification, precautionary
labeling, etc.). Note that the Agency is not describing batched products as *substantially similar since
some products within a batch may not be considered chemically similar or have identical use patterns.

Batching has been accomplished using the readily available information described above, and
frequently acute toxicity data on individual products has been found to be incomplete. Notwithstanding
the batching process, the Agency reserves the right to require, at any time, acute toxicity data for an
individual product should the need arise.

Registrants of products within a batch may choose to cooperatively generate, submit or cite a
singie battery of six acute toxicological studies 1o represent all the products within that batch. it is the
registrants’ option to participate in the process with all other registrants, only some of the other registrants,
or only their own products within a batch, or to generate all the required acute toxicological studies for
each of their own products. If a registrant chooses to generate the data for a batch, he/she must use one
of the products within the batch as the test material. If a registrant chooses to rely upon previously
submitted acute toxicity data, he/she may do so provided that the data base is complete and valid by
today's standards (see acceptance critefia attached), the formulation tested is considered by EPA to be
similar for acute toxicity, and the formulation has not been significantly altered since submission and
acceptance of the acute toxicity data.

In deciding how to meet the product specific data requirements, registrants must follow the
directions given in the Data Cail-in Notice and its attachments appended to the RED. The DCI Notice
contains two response forms which are to be completed and submitted to the Agency within 90 days of
receipt. The first form, “Data Call-ln Response,” asks whether the registrant will meet the data
requirements for each product. The second form, "Requirements Status and Registrant’s Response,” lists
the product specific data required for sach product, including the standard six acute toxicity tests. A
registrant who wishes to participate in a batch must decide whether he/she will provide the data or depend
on someone else to do so. If a registrant supplies the data to support a batch of products, he/she must
select one of the following options: Devetoping Data (Option 1), Submitting an Existing Study (Option 4),
Upgrading an Existing Study (Option 5) or Citing an Existing Study (Option 6). If a registrant depends on
another's data, he/she must choose among: Cost Sharing (Option 2), Offers to Cost Share (Option 3) or
Citing an Existing Study (Option 6). If a registrant does not want to participate in a batch, the choices are
Options 1, 4, 5 or 6. However, a registrant should know that choosing not to participate in a batch does
not preclude other registrants in the batch from citing his/her studies and offering to cost share (Option
3) those studies.

Some products were excluded from the batching process. Products which were not included in
the following batches were either considered not to be similar for purposes of acute toxicity or the Agency
lacked sufficient information for decision making purposes. Registrants of products which were not
batched are responsible for meeting the acute toxicity data requirements for each product.

o~

>




Formulation type

Table H.
Batch EPA Reg. No. % Zinc sulfate Formulation type
802-591 99.0 granular
lL 10899-1 99.0 dust H

The following table show products that were either considered not to be similar for purposes of acute
toxicity or the Agency lacked sufficient information for decision making and were not batched. Registrants

of these products are responsible for meeting the acute toxicity data requirements for each product.

Table I,

EPA Reg. No.

* % Zinc oxide or
znc chioride

Formulation type

802-508 296  Znc chloride liquid

802.553 6.2 Zinc chioride liquid

50019-1 20.78 Zinc oxide powder
235 Copper

¥ prrnﬁ as mﬁiuc oquwﬁom



ATTACHMENT E

EPA ACCEPTANCE CRITERIA



SUBDIVISION D

Guideline Study Title
Series 61 Product Identity and Composition
Series 62 Analysis and Certification of Product Ingredients

‘Series 63 Physical and Chemical Characteristics




61 Product Identity and Composition
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1.___ Name of technical material tested (include product name and
trade name, if appropriate)

2. Name, nominal concentration, and certified limits (upper and
lower) for each active ingredient and each intentionally-
added inert ingredient

3. Name and upper certified limit for each impurity or each

group of impurities present at > 0.1% by weight and for

certain toxicologically significant impurities (e.g.,

dioxins, nitrosamines) present at <0.1%

4. Purpose of each active ingredient and each intentionally-
added inert
5. Chemical name from Chemical Abstracts index of Nomenclature

and Chemical Abstracts Service (CAS) Registry Number for each
active ingredient and, if available, for each intentionally-
added inert
6. Molecular, structural, and empirical formulas, molecular
weight or weight range, and any company assigned experimental
or internal code numbers for each active ingredient
7. Description of each beginning material in the manufacturing
process

EPA Registration Number if registered; for other
beginning materials, the following:
Name and address of manufacturer or supplier
Brand name, trade name or commercial designation
Technical specifications or data sheets by which
manufacturer or supplier describes composition,
properties or toxicity
8. Description of manufacturing process

. Statement of whether batch or continuous process
Relative amounts of beginning materials and order in
which they are added
Description of egquipment
Cescription of physical conditions (temperature,
pressure, humidity) controlled in each step and the
parameters that are maintained
Statement of whether process involves intended chemical

reactions ’

~
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8. (continued)

Flow chart with chemical equations for each intended
chemical reaction

Duration of each step of process

Description of purification procedures

Description of measures taken to assure guality of final
product

9. Discussion of formation of impurities based on established
chemical theory addressing (1) each impurity which may be
present at > 0.1% or was found at > 0.1% by product analyses
and (2) certain toxicologically significant impurities
(see #3)




61 Product Identity and Composition
GUIDANCE FOR SUMMARIZING STUDIES -

The following criteria apply to the technical grade of the active
ingredient being reregistered. Items 1, 2, 3, and 5 can be
satisfied for most registered products by submission of the
Certified Statement of Formula Ingredients Page (EPA Form 8570-4).
Items 7 and 8 can be satisfied for most technical grade active
ingredients (TGAIs) by submission of a flow chart with chemical
equations for each intended chemical reaction. The flow chart
should include complete chemical structures and names for each
reactant and product of all the reactions.

1. Name of technical material (include product name and trade name,
if appropriate).

2. Description of each active and intentionally-added inert
ingredient, including name, concentration, and certified limits.

3. Name and upper limit for all impurities present at > 0.1% and
those toxicologically significant impurities present at <0.1%.

4. The purpose of each active and intentionally-added inert
ingredient.

S. Chemical name and Registry Number for each active and
intentionally-added inert ingredient (if available).

6. Molecular, structural, and empirical formulas, molecular weight,
and any experimental or internal code number for each active
ingredient.

7. Description of each beginning material in the manufacturing
process.

8. Description of manufacturlng process.

9. Discussion of formation of impurities based on established
chemical theory.




62 Analysis and Certification of Product Ingredients

ACCEPTANCE CRITERIA

The following criteria apply to the technical grade of the active
ingredient being reregistered. Use a table to present the
information in items 6, 7, and 8.

Does your study meet the following acceptance criteria?

1.

Five or more representative samples (batches in case of
batch process) analyzed for each active ingredient and all

. impurities present at > 0.1%

Degree of accountability or closure > ca 98%

Analyses conducted for certain trace toxic impurities at

lower than 0.1% (examples, nitrosamines in the case of
products containing dinitroanilines or containing secondary
or tertiary amines/alkanolamines plus nitrites;
polyhalogenated dibenzodioxins and dibenzofurans) [Note
that in the case of nitrosamines both fresh and stored
samples must be analyzed.)

Complete and detailed description of each step in analytical

method used to analyze above samples

Statement of precision and accuracy of analytical method

used to analyze above samples
Identities and quantities (including mean and standard
deviation) provided for each analyzed ingredient

Upper and lower certified limits proposed for each active

ingredient and intentionally added inert along with
explanation of how the limits were determined

Upper certified limit proposed for each impurity present at
> 0.1% and for certain toxicelogically significant
1mpur1ties at <0.1% along with explanation of how limit
determined

Analytical methods to verify certified limits of each
active ingredient and impurities (latter not required if
exempt from requirement of tolerance or if generally
recognized as safe by FDA) are fully described

23 lyeizs) wmatkads (a: disouszad im 200 ks cramifey appkis
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62 Analysis and Certification of Product Ingredients
GUIDANCE FOR SUMMARIZING STUDIES

The followihg criteria apply to the technical grade of the active
ingredient being reregistered.

1. Number of representative samples analyzed for all active
ingredients and all impurities at > 0.1%.

2. Degree of accountability or closure in analyses in item #1.

3. Chemical names of toxic impurities which were analyzed for

levels «<0.1%.

4. Brief description(s) of analytical method(s) used to measure
active ingredients and impurities in items #1 and #3. .

S. Statement of precision and accuracy of method(s) in item #4.

6. Chemical name and guantities observed (range, mean, standard
dev;atlon) for each ingredient (actxves and impurities)
analyzed in item #1.

7. Proposed upper and lower certified limits for each active
ingredient and intentionally added inert with brief explanation
of how limits were determined.

8. Proposed upper certified limit for each impurity present at
>=0.1% and certain toxicologically significant impurities at
<0.1% with brief explanation of how limits were determined.

9. Brief description of analytical method(s) used to verify
certified limits (if same methods as item #£4, may reference
latter).

10. Statement of precision and accuracy of method(s) in item #9
{uay Sioarzale itam F5 if appi.capbis;.
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63 Physical and Chemical Characteristics

ACCEPTANCE CRITERIA

The following criteria apply to the technical grade of the active
ingredient being reregistered.

Does your study meet the following acceptance criteria?

63-2

63-3

63-4

63-5

63-6

63-7

Color

___ Verbal description of coloration (or lack of it)

___ Any intentional coloration also reported in terms of
Munsell color system

Physical State

—— Verbal description of physical state provided using terms
such as "solid, granular, volatile liquid"

___ Based on visual inspection at about 20-25° C

Odor
Verbal description of odor (or lack of it) using terms
such as "garlic-like, characteristic of aromatic
compounds"

___ Observed at room temperature

Melting Point
Reported in C°
Any observed decomposition reported

Boiling Point

___ Reported in C°

__ Pressure under which B.P. measured reported
____ Any observed decomposition reported

Density, Bulk Density, Specific Gravity

Measured at about 20-25° C

Density of technical grade active ingredient reported in
g/ml or the specific gravity of 11qu1ds reported with

——— evﬁ-nﬂg f-d dav-ov- at ‘)JG r" r\ e- b RN me - gy S
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registered products may be reported in lbs/ft or
lbs/gallon.])




®

63-8 Solubility
Determined in distilled water and representative polar and
non-polar solvents, including those used in formulations
and analytical methods for the pesticide
—._ Measured at about 20-25° C
___ Reported in g/100 ml (other units like ppm acceptable if
sparingly soluble)

63-9 Vapor Pressure
___ Measured at 25° C (or calculated by extrapolation from
measurements made at higher temperature if pressure too
low to measure at 25° ()
___ Experimental procedure described
___ Reported in mm Hg (torr) or other conventional units

63~-10 Dissociation Constant
____ Experimental method described
____ Temperature of measurement specified (preferably
about 20 - 25° Q)

63-11 Octanol/water Partition Coefficient
____ Measured at about 20-25° C
Experimentally determined and description of procedure
provided (preferred method-45 Fed. Register 77350)
____ Data supporting reported value provided

63-12 pH
Measured at about 20 ~ 25° C
Measured following dilution or dispersion in distilled
water

63-13 Stability
Sensitivity to metal ions and metal determined
___ Stability at normal and elevated temperatures
___ Sensitivity to sunlight determined




L I

63 Physical and Chemical Characteristics

GUIDANCE FOR SUMMARIZING STUDIES

The following criteria apply to the technical grade of the active
ingredient being reregistered.

1.
2.
3.
4,
5.
6.
7.
8.
9.
10.
11.
12.

Description of color.
Description of physical state.
Description of odor.

Indication
Indication
Indication
Indication
Indication
Indication
Indication
Indication

of
of
of
of
of
of
of
of

melting point (in C°).

boiling point (in C°).

density, bulk density, and specific gravity.
solubility.

vapor pressure.

dissociation constant.

octancl/water partition coefficient.

PH'

Description of stability.




Guideline

81-1
81-2
81-3
81-4
81-5
81-6
81-7

SUBDIVISION F

Study Title

Acute Oral Toxicity in the Rat

Acute Dermal Toxicity in the Rat, Rabbit or Guinea Pig
Acute Inhalation Toxicity in the Rat

Primary Eye Irritation in the Rabbit

Primary Dermal Irritation Study

Dermal Sensitization in the Guinea Pig

Acute Neurotoxicity in the Hen




\ Y

81-1 Acute Oral Toxicity in the Rat
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc)

2. At least S5 young adult rats/sex/group

3. Dosing, single oral may be administered over 24 hrs.

4.*__ Vehicle control if other than water.

5. Doses tested, sufficient to determine a toxicity category
or a limit dose (5000 mg/kg).

6. Individual observations at least once a day.

7. Observation period to last at least 14 days, or until all

test animals appear normal whichever is longer.
8. Individual daily observations.
9. Individual body weights.
10. Gross necropsy on all animals.

Criteria marked with a * are supplemental and may not be required
for every study.




81~1 Acute Oral Toxicity in the Rat
GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g. solid, liquid, percent
Al in technical, end-use product, etc.

The number of animals/dose/sex tested.

Dosing route and regimen.

Vehicle used

Doses tested and results

Individual observations on day of dosing and for at
least 14 days.

Summarization of body weights

Summarization of gross necropsy

Significance of changes from the Acceptance Criteria




81-2 Acute Dermal toxicity in the Rat, Rabbit or Guinea Pig

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1.

2.
3.

4.
5.
6.
7.

8.

9.
10.

11.
12.
13.
14.

| %

| *

Identify material tested (technical, end-use product, etc)

At least 5 animals/sex/group

Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350-
450 gm.

Posing, single dermal.

Dosing duration at least 24 hours.

Vehicle control, only if toxicity of vehicle is unknown.
Doses tested, sufficient to determine a toxicity category
or a limit dose (2000 mg/kg).

Application site clipped or shaved at 1east 24 hours
before dosing

Application site at least 10% of body surface area.
Application site covered with a porous nonirritating cover
to retain test material and to prevent ingestion.
Individual observations at least once a day.

Observation period to last at least 14 days.
Individual body weights.

Gross necropsy on all animals.

Criteria marked with a * are supplemental and may not be required
for every study.



1.

2.
3.
4.
5.
6.
7.
8.
9.
10.
11.

12.
13.
14.

81-2 Acute Dermal Toxicity in the Rat, Rabbit or Guinea Pig
GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g., solid, liquid, percent AI
in technical, end-use product, etc.

The number of animals/sex/dose

Weight range of animals

Verification of single, dermal exposure

Duration of dermal exposure

Statement of vehicle control

Doses tested and results

Preparation of application site

Area of application site (percent body surface)

Occlusion of test material on application site

Individual observations on day of dosing and for at

least 14 days or until all animals.appear normal (whichever is

longer). .
Summarization of body weights ¥
Summarization of gross necropsy

Significance of changes from Acceptance Criteria




81-3 Acute Inhalation Toxicity in the Rat

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1.
2.

9.

10.

11.
12.
13.
14.

Identify material tested (technical, end-use product, etc)
Product is a gas, a solid which may produce a significant
vapor hazard based on toxicity and expected use or contains
particles of inhalable size for man (aerodynamic diameter
15 um or less).

At least 5 young adult rats/sex/group

Dosing, at least 4 hours by inhalation.

Chamber air flow dynamic, at least 10 air changes/hour, at
least 19% oxygen content.

Chamber temperature, 22°-C (+2), relative humidity 40-60%.
Monitor rate of air flow :

Monitor actual concentrations of test material in breathing
zone.

Monitor aerodynamic particle size for aerosols.

Doses tested, sufficient to determine a toxicity category
or a limit dose (5 mg/L actual concentration of respirable
substance) .

Individual observations at least once a day.

Observation period to last at least 14 days.

Individual body weights.

Gross necropsy on all animals.




81-3 Acute Inhalation Toxicity in the Rat
GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g., solid, liquid, percent AI
in technical, end-use product, etc.

Statement of the inhalability of test substance

The number of animals/sex/dose

Duration of inhalation exposure

Number of chamber air changes/hour and the percent oxygen
content of chamber air

Ranges for chamber air temperature and relative humidity

Air flow rate

Analytical concentrations of test material in breathing zone
Results of aerosol particle-size determination

Doses tested (or limit dose of 5mg/L or highest attainable)
Individual observations on day of dosing and for at least 14
days.

Summarization of body weights

Summarization of gross necropsy

Significance of changes from Acceptance Criteria




o
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81-4 Primary Eye Irritation in the Rabbit

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1.

2.

3.

Identify materjal tested (technical, end-use product, etc)
Study not required if material is corrosive, causes severe

‘dermal irritation or has a pH of € 2 or > 11.5.

6 adult rabbits

Dosing, instillation into the conjunctival sac of one eye
per animal.

Dose, 0.1 ml if a liquid; 0.1 ml or not more than 100 mg if
a solid, paste or particulate substance.

Solid or granular test material ground to a fine dust.
Eyes not washed for at least 24 hours.

Eyes examined and graded for irritation before dosing and
at 1, 24, 48 and 72 hr, then daily until eyes are normal or
21 days (whichever is shorter).

individual daily observations. .

Criteria marked with a * are supplemental and may not be required
for every study.




8.
9.

10.

81-4 Primary Eye Irritation in the Rabbit
GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g., solid, liquid, percent AI
in technical, end-use product, etc.

State if material is corrosive, cause severe dermal irritation
or has a pH of <2 or »>11.5

Number of adult rabbits tested

State method of dosing, i.e., instillation into the
conjunctival sac of one eye per animal

Dose administered

Note whether solid or granular test material has been ground to
a fine dust

State whether eyes were washed and at what time post
instillation (not less than 24 hours)

State whether eyes were examined and graded for irritation
before dosing and at what periods after dosing

Individual daily observations afterwards, until eyes are normal
or for 21 days

Significance of changes from Acceptance Criteria

®




81-5 Primary Dermal Irritation Study
ACCEPTANCE CRITERIA

Does your étudy meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc)
2. Study not required if material is corrosive or has a
PH of <2 or > 11.5.

with nonirritating tape

3. 6 adult animals.

4. Dosing, single dermal.

5. Dosing duration 4 hours.

6. Application site shaved or clipped at least 24 hours prior
] to dosing
Z 7. Application site approximately 6 cm.
= 8. Application site covered with a gauze patch held in place

. 9. Material removed, washed with water, without trauma to
application site
10. Application site examined and graded for irritation at 1,
24, 48 and 72 hr, then daily until normal or 14 days
(whichever is shorter).

11. Individual daily observations.

|

Criteria marked with a * are supplemental and may not be required
0 for every study.




1.
2.

3.
4.
5.
6.

7.
8‘
9.
10.
11.

12.

81-5 Primary Dermal Irritation Study
GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g., solid, liquid, percent Al
in technical, end-use product, etc.

State if material is corrosive, has a pH <2 or >»11.5, or has a
dermal LD 50 <200 mg/kg

Number of adult animals tested

Amount applied

Duration of dermal exposure

Preparation of application site (shaved or clipped at specified
time before dosing)

Area of application site

Method for occlusion of application site

Note removal of test material and if skin was washed with water
State times post application when site was graded for
irritation - ~
Individual observations for day of dosing and individual
daily observations thereafter

Significance of changes from Acceptance Criteria.

-4




81-6 Dermal Sensitization in the Guinea Pig

ACCEPTANCE CRITERIA

dose your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc)
Study not required if material is correosive or has a
pH of <2 or > 11.5.

3. One of the following methods is utilized;

Freund's complete adjuvant test

Guinea pig maximization test

Split adjuvant technique

Buehler test

Open epicutaneous test

Mauer optimization test

Footpad technique in guinea pig

2.

. 4. Complete description of test
5.*  Reference for test.
6. Test followed essentially as described in reference
document.
7. Positive control included (may provide historical data -

conducted within the last &6 months)

0 Criteria marked with a * are supplemental and may not be required
for every study.




81-6 Dermal Sensitization in the Guinea Pig
GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g., solid, liquid, percent Al
in technical, end-use product, etc.

State if material is corrosive or has pH <2 or >11.5.

State specific method utilized

Complete description of specific method

Reference for the specific method employed

Note adherence of the protocel to that in the reference for
the specific method utilized

State the positive control tested

Significance of changes from Acceptance Criteria




81-7 Acute Neurotoxicity in the Hen

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1.

2.
3.
4.
5.

6.
7.

8.

9.
10.
11.
l2.

13.
14.
15.
16.
17.

*

|

"]

*

il

Study performed on an organophosphate cholinesterase
inhibiting compound.

Technical form of the active ingredient tested.

Positive control utilized.

Species utilized, domestic laying hen 8-14 months of age.
Dosing oral by gavage or capsule (dermal or inhalation
may be used).

An acute oral LD is determined.

Dose tested equal to an acute oral LD or a limit test of

5000 mg/kg.
Dosed animals may be protected with atropine and/or 2-
PAM.

Sufficient test animals so that at least 6 survive.

Negative (vehicle) control group of at least 6 hens

Positive control of at least 4 hens. (if used)

Test dose repeated if no signs of delayed neurotoxicity

observed by 21 days after dosing.

Observation period 21 days after each dose.

Individual daily observations.

Individual body weights.

Individual necropsy not required.

Histopathology performed on all animals. Tissue to be
fixed in sin preferably using whole animal perfusion

techniques. At least three sections of each of the
following tissues:

brain, including medulla oblongata

spinal cord; upper cervical, mid-thoracic and

lumbro-sacral regions

tibial nerve; proximal regions and branches

sciatic nerve

Criteria marked with a * are supplemental and may not be required
for every study.



ATTACHMENT F

LIST OF ALL REGISTRANTS SENT THIS DATA CALL-IN NOTICE




Page 1 of 1

United States Environmental Protection Agency
Washington, D. C. 20460

LIST OF ALL REGISTRANTS SENT THIS DATA CALL~IN NOTICE
Case # and Name: 4099 Zinc salts

Co. Nr. Company Name Additional Name Address City & ritate Zip
000524 MONSANTO €O, 700 Y4TH STREET, M.W. SUITE 1100 MASHINGIONW Df; 20005
000802 CHAS W. LILLY CO. 7737 M.E. KILLINGSWORTH PORTLAND OR 97218
003098 BANTER J W & COMPANY 1700 S EL CAMING REAL SAN MATEO CA 94402
050019 JANES ¥. NIELSEN BOX 6669 SROOKINGS OR 97415
055500 WESPAC ENTERPRISES INC 26415 S 200TH ST 8OX 46337 SEATTLE WA 90146
05849 CANADIAN ROOFING PRODUCTS 5555 SALISH RD SLAINE WA 98250
058509 DAVID A. VALTZ INPORTS D/B/A MENZIES SHEET METAL 13903. S.E. 1470 ST VANCOUVER WA 98504




ATTACHMENT G

COST SHARE AND DATA COMPENSATION FORMS




United States Environmentsi Protection AQency |reem appreves

o Washington, DC 20480
\" CERTIFICATION OF OFFER TO COST |OUS No. 2070.0108
SHARE IN THE DEVELOPMENT OF DATA|apsrevs! &spires 12.31-92

Fjublic reporting burden for this coliection of information is estimated 1o aversge 15 minutes per responss, inciuding
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding the Burden estimate or any other
aspect of this collection of information, inciuding suggestions for reducing this burgen, to Chief, information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washingion, DC 20480; and 10 the Office
of Managemant and Budget, Paperwork Reauction Project (2070-0108), Washington, DC 20803.

Please i1 In bianks below,

Company Name

- Product Name-

EPA Reg. No.

i Centity that:

My company is willing 1o develop and submit the data required by EPA under the suthority of the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), if necessary. Howaver, my company would prefer 1o
enter into an agreemaent with one or More registrants to develop jointly or share in the cost of develioping

data.
My firm has offered in writing to enter into such an sgreement. That offer was irrevocabis and included an

offer to be bound by arbitration decision under section 3(¢c)(2)(B)(iii) ot FIFRA If final agraement on all
terms could not be reached otherwise. This offer was made 1o the foliowing firm(s) on the foliowing

date(s):

Mame of Firm(s) Dste of Ofter

| canican

I cortity that | am duly suthorized 10 represent the company named above, and that the statements that | have made on
this form and all attachments therein are true, acourate, and complets. | acknowledge that any knowingly 1aise of
migleading statement may be punishadle Dy fine or imprisonment or both under appiicable law.

Sigasture of Company's Avtherized Represeniative L Date

Name and Titie (Plasse Type o¢ Print)

GPA Porm 3570-33







