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EXECUTIVE SUMMARY

This Reregistration Eligibility Document (RED) addresses pesticide uses of putrescent
whole egg solids. Products that contain putrescent whole egg solids are currently registered
for use as a repellent in conifer nurseries, open greenhouses, established forestry plantations,
ornamental woody shrubs and almond, fruit and citrus orchards. All products that contain
putrescent whole egg solids as an active ingredient and that are registered for these uses are
eligible for reregistration.

The U.S. Environmental Protection Agency (EPA) has conducted a review of the
scientific data base and other relevant information supporting the reregistration of putrescent
whole egg solids and has determined that the data base is sufficient to allow the EPA to
conduct a risk assessment. All applicable toxicology, ecological and environmental effect
data requirements have been waived for this active ingredient. However, EPA believes other
available information is sufficient to conclude that the currently registered uses of putrescent
whole egg solids will not result in unreasonable adverse effects to human health or the
environment. Putrescent whole egg solids is exempt from the requirement of a tolerance
when used as an animal repellent in almond orchards (40 CFR part 180.1071).-

Accordingly, EPA has determined that all products containing putrescent whole egg
solids as the active ingredient are eligible for reregistration and will be reregistered when
acceptable labeling and product specific data are submitted and/or cited. Before reregistering
each product, EPA is requiring that product specific data and revised labeling be submitted
by the registrants within eight months of the issuance of this document. In an effort to
reduce the time, resources, and number of animals needed to fulfill the acute toxicology data
requirements for putrescent whole egg solids containing end use products, EPA has attempted
to "batch® products considered to be similar with respect to acute toxicity testing
requirements. However, this was not possible, so the registrant must individually satisfy the
data requirements for each of their products. After reviewing these data and the revised
labels, EPA will determine whether or not the conditions of FIFRA 3(c)(5) have been met,
that is, whether product composition and labeling are acceptable and the product’s uses will
not cause unreasonable adverse effects to humans or the environment. If these conditions are
met EPA will reregister the product. Any end-use products containing putrescent whole egg
solids in combination with other active ingredients will not be reregistered until the REDs for
all active ingredients contained in that product are issued.




INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was
amended to accelerate the reregistration of products with active ingredients first
registered prior to November 1, 1984, The amended Act provides a schedule 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 fuifill the requirements. The fifth phase is an
EPA review of all data submitted to support reregistration.

Section 4(g)(2)(A) of FIFRA states that in Phase § "the Administrator shail
determine whether pesticides containing such active ingredient are eligible for
reregistration® before calling in data on products, section 4(g)(2)(B), and either
reregistering products or taking "other appropriate regulatory action,” sections
4(g)(2)(C) and (D). Thus, reregistration involves a thorough review of the scientific
data base underlying a pesticide’s registration. The purpose of the 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 3(c)(5).

This document presents the EPA’s decision regarding the reregistration

eligibility of the active ingredient putrescent whole egg solids. The document consists

-« of five sections. Section I is this introduction. Section IT describes putrescent whole
egg solids, its uses and regulatory history. Section I discusses the human health and
environmental assessment based on the data available to EPA. Section IV discusses
the reregistration eligibility decision for putrescent whole egg solids and Section V
discusses product reregistration requircments. Additional details concerning the
review of available data are available on request.!

! EPA's reviews of specific reports and information on the set of registered uses
considered for EPA’s analyses may be obtained from: EPA, Freedom of Information,
401 M St., S.W., Washington, D.C. 20460.
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The following active ingredient is covered by this Reregistration
Eligibility Document:

Chemical Name: Putrescent Whole Egg Solids
CAS Number: 51609-52-0

Office of Pesticide Programs Chemical Code: 105101

Use Profile

The following is information on the registered use with specific use
sites and application methods. A detailed table of eligible uses of putrescent
whole egg solids is in Appendix A.

Type of Pesticide: Repellent or Feeding Depressant

Pests: Black- and White-Tailed Deer, Roosevelt Elk and
Mountain Beaver

Use Sttes: Terrestrial Food/Feed Crop: almond - not to be used
within 30 days of harvest, and fruit and citrus orchards
(unspecified) - use only when trees are dormant.

Terrestrial Non-Food Crop: omamental and/or shade
trees, omamental woody shrubs and vines, established
forestry plantations and conifer seedlings.

Greenhouse Non-Food Crop: ornamental and/or shade
trees. '

Outdoor Residential: ormamental and/or shade trees and
ornamental woody shrubs and vines.




Formulation Types

Registered: End-use

Form: Dust at 36% active ingredient (a.i.)
Liquid - Ready to Use (RTU) at 5% a.i.
Emulsifiable Concentrate at 15% and 37% a.i.

Methods of

Application: Dust: The dust is applied to moist plants using a shaker
duster to apply a light coating of the dust on the target
plants. If dry, the plants must be wetted.
Liquid: In nurseries or large greenhouses spray mixtures
are applied to runoff to ensure coverage of the target
seedlings. For established forestry plantations,
omamental woody shrubs,-almond, fruit, and citrus
orchards a pressurized hand-held or back-pack garden
sprayer is used and foliage is sprayed to achieve runoff.
For large trees spray is applied to lateral branches that
are potentially within the animals’ reach.

REGULATORY HISTORY

EPA registered the first putrescent whole egg solid-containing product
on September 8, 1975. The currently registered products are used as
repellents in the sites identified in Section II. B. above. In 1985 EPA
exempted putrescent whole egg solids from the requirement of a tolerance
when used as an animal repellent in almond orchards (40 CFR 180.1071),
Fresh eggs and egg products are Generally Recognized As Safe (GRAS) (21
CFR 170.3), by FDA.



-

. SCIENCE ASSESSMENT OF PUTRESCENT WHOLE EGG SOLIDS

EPA has reviewed the scientific data base for putrescent whole egg solids
relying on information submitted by the registrant. These are cited in Appendix C.

PRODUCT CHEMISTRY ASSESSMENT

Putrescent whole egg solids (inedible egg powder, dried whole egg, or
powdered inedible egg solids), are produced from eggs which the USDA has declared
inedible for human consumption due to cracked shells, excessive blood spots or other
imperfections not conforming to standards set for food use. The final product is
highly proteinaceous (50-55%) containing fat (28-34 %), vitamins and minerals.

Putrescent whole egg solids are produced by centrifuging whole eggs (cracked
or broken) to separate the shell from the liquid egg. The liquid egg is pumped
through a strainer to remove foreign material (shell pieces) then placed in a holding
tank or passed through a pasteurizer. Following pasteurization, the liquid is cooled,
spray dried, bagged and stored untl shipping. At the time of use, the powdered eggs
are hydratad which initiates the decaying process. This is repugnant and acts to repel
the target pests.

Quality control procedures include testing for total protein, fat and solid
content, nutritional composition and for the presence or absence of Salmonella
(standard requires complete absence), yeast and mold (standard requires less than 10
CFU/gm), and coliforms (standard requires less than 10 CFU/gm).

Putrescent whole egg solids have a faint orange to beige color with a slightly
malty odor. The physical state of this material is described as a powder mixture of
fine particles and loosely packed aggregates. Putrescent whole egg solids are
insoluble in water, petroleum distillate, isopropanol and 1,1,1-trichloroethane. The
bulk density is calculated to be 0.514 gm/ml and the pH is 6.4 (10% solution of dried
whole egg in water).

Enviromental and Human Health Assessment
EPA has developed a normative set of data requirements, set forth in the
regulations (40 CFR part 158) and the Agency's Reregistration Phase 2 Technical

Guidance Document. These data requirements must be addressed for pesticide

reregistration. These regulations and the guidance document specify the necessary
data based on such factors including use sites, potential environmental and human

(dietary and occupational) exposures, product formulation types, product application
methods, and results of initial (Tier 1) studies. Due to the diverse nature and
characteristics of pesticide products and their uses subject to reregistration, the
Agency also recognizes the need to modify the data requirements for specific

4
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pesticides, including waiving certain datz requirements, because such requirements are
inappropriate or unnecessary for reregistration.

The case-specific approach to waive individual data requirements has served to
identfy the appropriate data requirement sets for pesticide products. Further, the
Agency believes there is a category of pesticide active ingredients for which a broadly
reduced set of data requirernents are appropriate for reregistration. Specifically,
products in this category would be exempt from the generic data requirements for
toxicology, residue chemistry, human exposure, ecological effects, and environmental
fate on the active ingredient. The Agency believes there are numerous considerations
which, when taken togr.thcr, can form the basis for a conclusion that such a reduction
in data requm:mem.s is appropriate for a particular pesticide active mg-redlcm while
not compromising human health or environmental safety.

There are, however, cem.in data requirements which are essential and may not
be waived. Basic chemistry data on the active ingredient and formulated products are
required for pesticides in this category so that the Agency has reasonable certainty of
the pesticide’s identity and chemical/physical characteristics. Also, acute toxicology
studies for formulated products are required for the Agency to determine appropriate
product labeling for potential hazards to those who handle or apply such products.
However, these toxicology studies may be waived if an assessment of the product
formulation, including the inert ingredients, indicates that such studies are
unnecessary to determine appropriate labeling.

In considering putrescent whole egg solids for reregistration eligibility, the
Agency believes it is an active ingredient that should be considered for this broad
waiver of the generic data requirements. The considerations that lead the Agency to
this conclusion are as follows:

Fresh eggs and egg products are Generally Recognized As Safe (GRAS) (21‘
CFR 170.3), by FDA. Egg solids are also recognized as a common human food or
significant component of a common human food.

No reports of advene effects have been submitted to thc Agency for this active
ingredient. There is no indication of any other significant adverse effects from :
putrescent whole egg solids to humans or the environment associated with its use as a

. icid
This pesticide is used as a repellent in conifer nurseries, open greenhouses,
established forestry plantations, ornamental woody shrubs, almond, fruit, and citrus
orchards. The active ingredient putrescent whole egg solids has a non-toxic mode of
action for its target pest. This pesticide can be presumed non-persistent based on
knowledge of its composition. The egg solids’ organic material is imown to degrade
rapidly in the environment to elemental constituents by normal biological, physical
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and/or chemical processes that can be reasonably expectad to exist where the pesticide
is applied.

Based on these factors the Agency does not believe generic data, beyond those
data required to satisfy basic product identity and chemistry questions (refer to
Appendix B), are necessary to determine if the current registered uses of this active
ingredient pose unreasonable risks to humans or the environment. Therefore, EPA is
not requiring the submission of additional generic data for the active ingredient
putrescent whole egg solids. However, EPA is requiring the submission of product
specific data (product chemistry, acute toxicity and efficacy). The Agency believes
that, based on the above factors, the uses of registered products containing putrescent
whole egg solids do not pose unreasonable risks to humans or the environment.

PUTRESCENT WHOLE EGG SOLIDS

A. D S f Eligibili

Section 4(g)(2)(A) of FIFRA requires the Agency to determine, after -
consideration of relevant data concerning an active ingredient, whether products
containing the active ingredient are eligible for reregistration. For products
containing putrescent whole egg solids as an active ingredient the Agency waived all
generic data requirements except those for basic product identity and chemistry.
These data were submitted and reviewed. In addition to these data the Agency has
considered the factors discussed above in Section III, regarding the natural occurrence
of putrescent whole egg solids, common use as a food item, and the lack of reported
adverse effects information. The Agency has completed its consideration of these -
data and other factors and has determined this information is sufficient to support
reregistration of products containing putrescent whole egg solids as an active
ingredient. The reregistration of particular products is addressed in Section V. of this
document.

-

Although the Agency has concluded that products containing putrescent whole
egg 3olids are eligible for reregistration, the Agency may take regulatory actions in
the future that would affect the continued registration of putrescent whole egg solid-
containing products if significant information about this active ingredient and/or its
products comes to the Agency’s attention. Such regulatory action could include
requiring the submission of additional data if the data requirements for regutnuon (or
the guidelines for generating such data) change.



B.  Additional Generic Data Roqui

The generic data base supporting the reregistration of products containing
putrescent whole egg solids has been reviewed and determined to be substantially
complete for reregistration.

Butrescent Whole Egg Solids

There are no manufacturing-use products registered.

V.  ACTIONS REQUIRED BY REGISTRANTS OF END-USE PRODUCTS
A T ination of Elizibili

Based on the reviews of the generic data for the active ingredient putrescent
whole egg solids, the products containing this active ingredient are eligible for
reregistration. Section 4(g)(2)(B) of FIFRA calls for the EPA to obtain any needed
product-specific data regarding the pesticide after a determination of eligibility has
been made. The EPA will review these data when they have been submitted and/or
cited and determine whether to reregister individual products.

oL Product Specific Data Requirements
The product-specific data requirements are stated in Attachment C.

5. Labeling Roqui for End-Use Products Containi
Putrescent Whoje Egg Solids
The labels and labeling of all products must comply with EPA's current

regulations and requirements. Instructions to comply with these requirements are
contained in the Product Reregistration Handbook.
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APPENDIX A

Putrescent Whele Egg Solids Use Patterns Subject to Reregistration
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APPENDIX B

Generic Data Requirements for Putrescent Whole Egg Solids
and Data Citations Supporting Reregistration



GUIDE TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for
the pesticide covered by this Reregistration Eligibility Document.

Appendix B contains generic data requirements that apply to the pesticide in all
products, including data requirements for which a "typical formulation® is the test
substance.

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

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

2.Bibliographic citation (Column 2). If the EPA 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 Appendices for a complete citation of the study.




APPENDIX B

Generic Data Supporting Guideline Requirements for Reregistration

of Putrescent Whole Egg Solid

Putrescent Whole Egg Solids

~ Requirement Cifation
ERODUCT CHEMISTRY

- 151B-10 Product Identity 42072101
151B-11 Manufacturing Process 42072101
151B-12 Discussion of Formation of Unintentional Ingredients 42072101
151B-13 Analysis of Samples 42072102
151B-15 Certification of Limits 42072102
151B-16 Analytical Methods 42072102

151B-17(a) Color 42072103
151B-17(b) Physical State 42072103
151B-17(c) Odor 42072103
151B-17(d) Melting Point 42072103
151B-17(f)  Density 42072103
151B-17(g) Solubility 42072103
‘151B-17¢h)  Vapor Pressure 42072103
151B-1%i) pH 42072103
151B-17(j)  Stability 42072103
151B-17(p) Octanol/Water Partition Coefficient 42072103




APPENDIX B

Generic Data Supporting Guideline Requirements for Reregistration

of Putrescent Whole Egg Solids
X Putrescent Whole Egg Solids
- TOXICOLOGY

152B-10 Acute Oral Toxicity in the Rat ' 42019401
152B-11 Acute Dermal Toxicity 42019402
152B-13 Primary Eye Irritation in the Rabbit 42019403
152B-14 Primary Dermal Irritation . 42019404
152B-15 Dermal Sensitization 42019405
ECOLOGICAL EFFECTS

EPAwaivedWCFRPaﬂlSSguuicdaﬂmquhemmudimmdinsecﬁol m.

ENVIRONMENTAL FATE
I
EPA waived 40 CFR Part 158 generic data requirements for reasons discusw:] in section III.

. The citations listed in the bibliography (Appendix C) were used to support these decisions.

14




APPENDIX C

Citations Considered to be Part of the Data Base
Supporting the Reregistration of Putrescent Whole Egg Solids



ol

GUIDE TO APPENDIX C

CONTENT 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 of 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,
will be included.

UNITS OF ENTRY. The unit of entry in this bibliography is called a "study”. In
the case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the EPA the EPA 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 titie (or
at least a single subject), can stand alone for purposes of review, and can be described
with a conventional bibliographic citaton. The EPA has attempted also to unite basic
documents and commentaries upon them, treating them as a single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted
numerically by Master Record Identifier, or MRID number. This number is unique

- to the citation, and should be used at any time specific reference is required. Itis 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. In 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 afier all MRID entries. This
temporary identifier 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 standards of the American National Standards Institute

(ANSI), expanded to provide for certain special needs.

a Author. Whenever the EPA could confidently identify one, the EPA has
chosen to show a personal author, When no individual was identified, the
EPA has shown an identifiable laboratory or testing facility as author Asa
last resort, the EPA has shown the first submitter as author.

b. Document date. When the date appears as four digits with no question marks,
the EPA took it directly from the document. When a four-digit date is
followed by a question mark the bibliographer deduced the date from evidence
in the document. When the date appears as (1977), the EPA was unable to
determine or estimate the date of the document.

16



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

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

(1)  Submission date. The date of the earliest known submission appears
immediately following the word "received.®

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

(3)  Submitter. The third element is the submitter, following the phrase
*submitted by." When authorship is defaulted to the submitter, this
element is omitted.

(4)  Volume ldentification (Accession Numbers). The final element in the
trailing parentheses identifies the EPA accession number of the volume
in which the original submission of the study appears. The six-digit
accession number follows the symbol "CDL," standing for "Company
Data Library.” This accession number is in turn followed by an
alphabetic suffix which shows the relative position of the study within
the volume. For example, within accession number 123456, the first
study would be 123456-A; the second, 123456-B; the 26th, 123456-Z;
and the 27th, 123456-AA.
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;o '; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
I\ /A g WASHINGTON, D.C. 29440
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R NOTICE 91-12 B i o A
BALTAMCES
NOTICE TO MANUPACTURERS, PRODUCERS, FORMULATORS,
AND RIGISTRANTS OF PESTICIDES

ATTENTION: Persons Responsible !orsrcdcrnl Registration of
. Pesticides Products.

SUATZICT: Accuracy of stated Percentagas for Ingredients
Statanent '

1. PURPOSE:

The purposs of this notice -is  to clarify the Office of
Pesticide Program's policy vith respect to the statement of
percentagas in a pesticide's label's ingredient stateazent.
Specifically, the amocunt (percent by veight) of ingredient(s)
specified in the ingredient statezent on the label must de stated
as the nominal concantration of such ingredisnt(s), as that ters is
defined in 40 CrR 1585.153(i). Accordingly, the Agency has
estadblished the nominal concantration as the only acceptadble labdel -
claim for the amount of active ingredient in the product.

~3T. BACKGROUND . --

For scme time the Agancy has avcepted tvo different methods of
identifying on the 1label what percentage is clained for the
ingredient(s) contained in a pesticide. Some applicants clained a
percentage which reprasentsd a leval betvesn the upper and the
lover certified limits. This wvas referred to as the nominal
concantration. Other applicants claimed tha lowver limit as the
percentage of the ingredient(s) that would be expected to be
presant their product at the end of the product's shelf-life.
Unfortunataly, this led to a great deal of confusion among the
regulated ¢ the Tagulators, and the consuners as to exactly
hov much of a given ingredient vas in a given product. The Agency
has estadblished the neainal concentratiocn as the only accaptable
label claim for the amount of active ingredient in the product.

. current regulations require that the percsntage listed in the
active ingredisnt statamant bes as precise as possible reflecting
good manufacturing practices 40 CFR 1356.10(g)(35). The certified
linits required for each active ingredient are intended to
encospass any such "good manufacturing practice® variations 40 CrR.
159.178¢(¢)(3). A . ,
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Ths upper and lover certified linmits, vhich must be proposad in
connection with a product's registration, represent the amounts of
an ingredient that may legally be present 40 CFR 158.175. Ths lover
cartified limit is used as the snforceabls lover limit for the
product cozposition according te PIFRA section 12(a)(1)(C), while
the nozinal concentration appearing on the label wvould be the

routinely achieved concantration used for calculation of dosages
and dilutions. '

The ncminal concentration would in fact state the greatast
degree of accuracy that is varranted vith respect to actual product
compesition because the nozinal concentration would be tha amount
of active ingredient typically found in the product.

It is isportant for registrants to note that certified limits,
for active ingredients are not considerad to be trade asecrat,
informatien under PFIFRA section 10(k). In this respect <the
certifisd limits will be routinely provided by EPA to States for

- enforcezant purposes, since the noainal concentration appearing on

the label may not represent ths__enforceable coxzpesitien for

- — purposas of section 12(a)(1)(€C).
~III. REQUIRENMENTS

As described belov under Unit V., ®* CONPLIANCE SCHIDULR,™ all
currently registered products as vell as all applications for nev
registration sust comply vith this Notice by specifying the noainal
concentration expressed as a percentage by veight as the label
clais in the ingredient(s) statezent and squivalence statezents if -
applicable (e.g., elemental arsenic, metallic zinec, salt of an-
acid}. In additicn, the requireaent for performing savple analysss
of five or more rapresentative samples must be fulfilled., Copies of
the rav analytical data smust be subaitted with the noainal
ingredient label claim. Further inforsation about the analysis
requiresent may be found in the 40 CFR 1585.170. All products are
required to provide cartified limits for each active, inert
ingredient, impurities of toxicological significance(i.e., upper
linit(s) only) and on a case by case basis as specified by IPA.
These limits are to ba set Rased on represantative sampling and
cheaical analysis(i.e., quality control) of the product.

The foraat of the ingredient ltatilcnt sust confors to 40 CrR
156-Labeling Requiremants For Pesticides and Davices.

Aftar July 1, 1997, all pesticide ingredient stateasnts aust
be changed to ncainal coancentratien. .
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IV. PRODUCTS THAT RIQUIRE EFFICACY DATA

All pesticides ars required to be efficacious. Thersfore
the certified lover 1imits say not be lover then the minimuas
level to achieve efficacy. This is extresmely ilaportant fer
preducts vhich are intended to centrol pests vhich threatan the
public health, e.g., certain antiaicrobial and rodenticidse
products. Rafer to 40 CFR 158.640.

in those cases vhere o!ticacy limits Rave besn established,
the Agency will not accept certified lover limits which are belew
that lavel for the shelf life of the preduct.

Y. CONPLIANCE SCMIDULE

As described sarlisr, tha purpose of this Notica is to sake
the registration procass more unifors and mors sanagsadle for
both the agency and the regulated comsunity. It is the Agency's
intention to laplament the requirements of this notice as
SBCGOTNlY as possible 3o as noet to disrupt Or delay the Agency's
high priority pregrass, i.s., reregistration, nev chemical, or o
fast track (FIFRA section J(c) (3} (8). Therafors,
applicants/registrants ars expected to comply with the
requirenasnts of this Notice as follovsi: .

(1} Beginning July 1, 19291, all nev product
registrations submitted to the Agancy
are to comply with the requirssents of this

Notice.

- (2) Registrants having products subject to -
rsregistration under PIFRA section 4(a) ars to
conply with the resquirasants of this Notice vhen
specitic products are called in by the Agency
under Phase V of the Rersgistration Progras.

(3) All othar products/applicaticns tiat ars

not subject to (1) and (1) abeve will have until}
- July 1, 1997, to coamply with tiis Notice.

sSuch applications should note *"Conversion

te Neainal Concsntration® on the application

fora. These types ef amandmants vill not be

handled as "rast Track® applications dut

vill be handled as routine resquests.

VI. TFOR FOURTEER DNTORMATION
Contact Tyrone Aixan for information or questions concarning

this notice on (703) 3357-5024.
1£EZ-—- ‘?{ ,44&4‘?*‘27—

Anns B. Lindsay, Directs
Registration Division (E-7303

. = —
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M £ WASHINGTON, D.C. 20480
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DATA CALL-IN NOTICE
OFFICE OF
PESTCCE S ARD TOXIC

SERTIFIZD MAIL SUBSTANCES

Daar 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 hersin to
the U.S. Environmantal Protection Agency (EFA, the Agency).

Thase data are nacessary 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 IIT below. Your response nmust state:

1. How you will comply with the requirezents set forth in
this Notice and its Attachnments A through G: or

2. Why you believe you ars exenpt froz the requirenents
listed in this Notice and in Attachment €,
'S ., (Bees

section 1II-B); or

3. Why you believe EPA should not require your submission
of product specific data in the manner npocifiod hy this
Notice (see section II1-D).

If you do not respend to this Notice, or if you de not :
satisfy EPA that you will comply with its requirenzents or should
be exenmpt or excused from deoing 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 Attachzent B, Data Call-In Response Form, as vell as a
list of all registrants vhe vere sant this Notice (Attachment F).

The authority for this Notice is section 3(c)(2)(B) of the
Federal Insecticide, Mungicide and Rodenticide Act as amended
(FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collectien of this
information is authorized under the Papervork Reduction Act by
OMB Approval No. 2070-0107 (expiration date 12-31-52).

Sryugd an Betvoey Papet
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This Notice is divided into six secticns and seven
Attachrents. The Notice itself contains information and
instructions applicable to all Data Call-In Notices. The
Attachments contain specific chenmical information and
instructions. The six sections of the Notice are:

Sactien I ~ Why You Are Recelving This Notice

Section II =~ Data Required By This Notice

Section III - Compliance With Requirezents ©f This

- Netice

Section IV - Consaguences Of Taillure Tc Comply With
This Notice '

Section Vv = Registrants' Obligation To Resport
Possible Unreasonable Adverse Effacts

Section VI =~ Inguiries And Responses To This Notice

The Attachzments to this Notice are: . - ..

Q"M vow

SECTION I. WHY YOU ARE RECEIVING THIS NOTICE

The Agency has raviswed existing data for this active
ingredient and resvaluated the data nesded to support centinued
registration of the subject active ingredisnt. The Agency has
concluded that the only additional data necessary are product
specific data. No additional generic data reguirszents are being
inposed. You have Leen sent this Notice because you have
product(s) containing the subject active ingredient.

SECTION IX. DATA REQUIRED BY THIS NOTICE

II-A. DATA REQUIRED

The product specific data required by this Notice are

specified in Attachment C,
. Depsnding on the results of the studies reguired in

Response Form
this Notice, additicnal testing may Pe required.
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II-B. SCHEDULE POR SUBMISSION OF DATA

You are required to submit the data or othsrwise satisfy the

data requirenzents specified in Attachment C,
and Reglistrant's Response Form, within the timeframes provided.

II-C. TESTING PROTOCOL

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

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

Protocels approved by the Organizatien-fer Econenmic
Cooparation and Developzent (CECD) ara alsc acceptable if the OECD-
reconnanded test standards conform to those specified in the
Pesticide Data Requirements regqulation (40 CFR § 158.70). When
using the OECD protocols, they should be medified as appropriate so
that the data generated by the study will satisfy the reguirenents
©f 40 CFR § 15%8. Normally, the Agency will not extend deadlines
for cemplying with data reguirements wvhen the studies were not
conducted in accerdance with acceptable standards. The OECD
protocels are available from OECD, 1750 Pennsylvania Avenue N.W,.,

¥ashington, D.C. 20006.

- All new studies and proposed preotocols subnitted in respeonse
to this Data Call-In Notice must be in accordance with Good
laboratory Practices [40 CFR Part 160.3{a)(6)]. .

11-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(c)(2) (B) NOTICES
LSSVED BY THE AGENCX -

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

v
€all-In(s), or any other agreexzents entered into with the Agency
pertaining to such prior Notice. Registrants must cozply with the
requirenents of all Notices to avoid issuance of a Notice of Intent

to Suspend their affected preducts.

SECTION III. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE
I1I-A. SCHEDULZ POR RESPONDING TO THE AGENCY

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

and Iv-B

III-B. OQPTIONS FOR RESPONDING TO THE AGENCY

The cptions for responding te this Notice for product specific
cata are: (a) voluntary cancellation, (b) agree to satisfy the
product specific data regquiresments impolcd by this Notice or (¢
requast a data waiver(s).

A discussion of how to rospond if you chcose the Voluntary
Cancellation option is presented below. A discussion of the
“various options available for satisfying the product specific data
requirements of this Notice is contained in Section III-C. A
discussion of options relating to reguests for data vaivers 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
rasponse to the Agoncy. These forns are the Data-Call-In Response

]

m: and the ’ -
Attachnent B and Attachnent €. The - nust

be submitted as part of every response to this Notice. 1In
addition, one copy of the

Bg;ngn;g_[gxm_ nust be submitted for sach preduct listed eon the
unless the veluntary cancellation option

is sclcctod or unless the product is identical toc another (refar to
the instructions for completing the - Form in

Attachment B). Please note that the company's authorized
rapressntative is roquircd to sign the first page of tho Data Call-
in Response Form and : :
Form (if this form is regquired) and initial any lubl.qucnt pages.
The forms contain ssparate detailed instructions eon the responss
options. Do not alter the printed material. 1If you have gquestions
or nesd assistance in preparing your response, call or vrite the
contact person(s) identified in Attachment A.

1. Yeluntary Cancsllasion - You may avoid the reguirements of
this Notice by requesting veluntary cancellation of your product(s)
containing the active ingresdient that is the subject of this
Notice. 1If you wish to vcluntarily cancel your product, you must
subnit a completed , indicating your

election of this option. Voluntary cancellation is item number 5
on the - . If you choose this coption, this

is the only form that you are required to cozplete.

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

+
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Notice. There are various coptions available to satisfy the product

specific data regquirsnments of this Notice. These opticns are
discussed in Section III-C of this Notice and conpria. cptions 1
through 6 on the

and itex 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 reguirsments.

3. y W . Waivers for
product specific data are discussed in Secticn III-D of this Notice

and art—covorod 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 requirement.

111-¢ SATISFYING THE DATA REQUIREMENTS OF THIS NOTICE

If you acknowledge on the n;;;_;gll_;n_gg;ngn;; Form that you
egres to satigfy the product specific data requirements (i.s. you
select option 7a or 7b), then you nmust select one of the six
cptions on the Form
related to data production for each data roquirnnnnt. Your option
selaction should be entered under item number 9, "Registrant
Response.” The six options related to data production are the
first six options discussed undar item 9 in the instructions feor
coxplating the ' Form.
These six options are listed immediately below with informatioen in
paranthesas to guide ragistrants to additional instructions

providod in this s.ction. Tha coptions ars:

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

{2) I have antered into an agreement with one or more

. registrants to develop data jointly (Cost Sharing) .

(3) I have mades offars to cost-share (Cffers to Cost S$haras)

{4) I am subnmitting an existing study that has not been
submitted previcusly tc the Agency by anycne (Submitting
an Bxisting study)

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

(Upgrading a stud{
(6) I am citing an existing study that EPA has classified as
accaptable or an existing study that has been submitted

but not reviewed by the Agency (Citing an Existing study)

~= If you choose to dsvelop the
required data it must be in conformance with Agency deadlines and
vith other Agency requirszents as referenced herein and in the
attachuments. All data generated and subnitted must cemply with the
Good lLaboratory Practice (GLP) rule (40 CFR Part 160), be conducted
according to the Pesticide Assessment Guidelines (PAG), and be in
confornance with the requirezents of PR Notice 86-5.



The time frames in the Requirements Status and Registrant's
Resporse Form are the time frames that the Agency is allowing for
the submission of completed study reports. The noted deadlines run
froz 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 additicnal time to meet
the requiraments(s), you must submit a reguest toc the Agency which
includes: (1) a detailed description of the expected difficulty and
{(2) a proposed schedules including alternative dates for meeting
such requirsaments on a step-by-step basis. You must axplain any
technical or laboratory difficulties and provide documentation from
the laboratory performing the testing. While EPA is considering
your request, the original deadline rezains. The Agency will
respond to your request in writing. If EPA does not grant your
request, the original deadline rerains. 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 regquest 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 deadlines.

-

A4 -=Registrants
may only choose this option for acute toxicity data and cartain
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 purpcoses of depending on the same data. If this is the case,
data may be generated for just cne of the products in the group.
The registration nunber of the product for which data ywill be
subzitted pust be noted in the agreexzent 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 ycurself, you must provide the name
of the registrant who will be submitting the data. You must also
provide EFA 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 statedent by the parties that an agrsenment exists. The
agreexzent to produce the data need not specify all of the terms of
the final arrangement between the parties or the mechanism to
resolve the terzs. Section 3(c)(2)(B) provides that if the parties
cannot resolve the terms of the agreenment they may resolve thair
differences through binding arbitration.

Option 3. Offer to Share in the Cost of Data Develooment =
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 attezpt to enter into an agreezent or azend an existing
agreezent to meet the requiraments of this Notice and have been



7

unsuccessful, you may reguest EPA (by salecting this option) to
exercise its discretion not teo suspend your registration(s),
although you do not ceozply with the data submission regquirezents of
this Notice. EPA has determined that as a ganeral 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 ssek to enter into a joint data developmant/cost
sharing pregram, but the other registrant(s) develeping the data
has refused to accept your offer. To qualify for this option, you
Dust submit docurentation to the Agency proving that you have made
an offer to ancther registrant (wvhe has an obligation to subait
data) to share in the burden of developing that data., You must
alse submit to the Agency a conpleted EPA Form 8570-32,
Certification of Cffer toc Cost Share in the Davelopment of Data,
Attachrent G. In addition, you must dexzonstrate that the other
registrant to whom the offer was mads has not accepted your offer
to enter into a costsharing agreement by including a copy of yeur
offer .and proeof 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 ypen terms to be agreed or failing agresnzent teo be bound by
binding arbitration as provided by FIFRA sectioen 3(c)(2)(B)(iii)

- and pust not gualify this offar. The other registrant nust also

inform EPA of its election of an option to develop and submit the

data regquired by this Notice by submitting a Data Call-In Respeonse
]

Ferm and a -
committing to develeop and submit the data raguired by this Notice.

In order for you to aveid 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
commitnent to develop and submit the data as required by this
Notice. If the other registrant falls to develop the data or for
sone other Teason ls subject to suspension, your registration as
wall 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 tinme frame. 1In
such cases, the Agency generally will not grant a time extension

for submitting the data. '

== If you choose to
subzit 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
subnitted 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 §5).

You should be aware that if the Agency determines that the
study is not acceptable, the Agency will require ycu te comply with
this Notice, normally without an extension of the regquired date of
submission. The Agency may determine at any time that a study is

not valid and needs to be repeated.



To meet the reguirements cof the DCI Notice for submitting an
existing study, i { ' -
net:

a. You must certify at the time that the existing study is
submitted that the raw data and specizens frox the study aras
availlable for audit and review and you must identify where they
are available. This must be done in accordance with
the reguirements of the Good laboratory Practice (GLP)
regulation, 40 CFR Part 160. As stated in 40 CFR 160.3(3)
" '{r)av data' means any laboratory wvorksheets, records,
memoranda, notes, or exact copiles therecf, that are the resul:
of eriginal okservations and activities of a study and are
necessary for the reconstruction and esvaluatien of the rapert

. of that study. In the event that exact transcripts of raw data

. ~have bean prepared (e.g., tapes which have besen transcribed
verbatinp, dated, and verified accurate by signature), the axact
Copy ©Or axact transcript may be substituted for the eriginal
source as rawv data. ‘'Rawv data' may include photographs,
zicrefiln or microfiche copies, computar printouts, magnetic
zedia, including dictated observations, and recorded data from
automated instruments.® The term "specimens™, acceording to 40
CFR 1€0.3(k), neans "any nmaterial derivad from a test system

for axaination or analysis."

b. Health and safety studies completed after May 1984 must alsoc
contain all GLP-reguired quality assurance and quality contrel
inforzation, pursuant to the regquiraments of 40 CFR Part 160.
Registrants must alsec certify at ths time of submjitting the
existing study that such GLP information is available for post-
May 1984 studies by including an appropriate statement on eor
attached to the study signed by an authorized official or
representative of the registrant.

c. You must certify that sach study fulfills the acceptance
criteria for the Guideline relevant to the study provided in . e %)
the FIFRA Acceleratad Rersgistration Phase 3 Technical Guida&cca :
and that the study has besn conducted according to the

Pesticide Assessment Guidelines (PAG) or meats the purposs. of

the PAG (both available from NTIS). A study not ccnducted
according to the FAG may be submitted tc the Agency for .o
consideration if the registrant beliesves that the study clearly
meets the purpcese 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 submit the study, you

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

are met by the study, clearly articulate the raticnale why you
believe 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 te January:

1970 rarely satisfied the purpose of the PAG and that necessary
rav data are usually not available for such studies.

e e ——————— i et



e gt P
e
————

9

If you submit an existing study, you must certify that the
study meets all regquirements of the criteria ocutlined above.

If you know ©f a study pertaining to any requirement in this
Notice which does not meet the criteria outlined above but does
contain factual information regarding unreascnable 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 net in the Agency's files, you must submit a
sunnary and copies as regquired by PR Notice 86-5.

Option S, Upgrading a Study =-"If a study has been classifiad
as partially acceptable and upgradeable, you may submit data to
upgrade that study. The Agency will review the data subrmitted and
deterzine if the regquirement is satisfied. 1If the Agency decides
the requirement is not satisfied, you may still be required to
subzit new data normally without any time extension. Deficient,
‘but upgradeable studies will normally be classified as
supplexental. However, it is important to ricte that not all
studies classified as supplemental are upgradeable. 1If you have
guestions regarding the classification of a study or vhether a
study may be upgraded, call or write the contact person listed in
Attachnent A. If you submit data to upgrade an existing study you
zust satisfy or supply information to correct gall deficiencies in
the study identified by EPA. You must provide a clearly
articulated rationale of how the deficiencies have been ranedied 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 attempting to upgrade and pust be in conformance with
PR Notice 86~-5, ‘

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

This option should also be used to cite data that has leen
previcusly submitted to upgrade a study, but has not yet been
reviewed by the Agency. You must provide the MRID number of the
data subnission as vell 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 subnissions intanded to upgrade
studies. Additionally your submission of data intended to upgrade
studies nust be accozmpanied by a-certification that you comply with
sach of those criteria as wvell as a certification regarding :

protocol compliance with Agency requirsmeants.

option 6. Citing Existing Studieg -- If you choose to cite a .
study that has been previously subnitted to EFA, that study must
have been previocusly classified by EPA as acceptable or it nust be
a study vhich has not yet besn revieved by the Agency. Acceptable
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toxicology studies generally will have been classifisd as “core-
guideline™ or "core minimum.” For all other disciplines the
classification would be "acceptable.” With respect to any studies
for which you wish to select this option you must provide the MRID
nunber 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 ere citing e study of which you ere not the eriginal
data subnittcr, you must subzit a completed copy of EPA Form
8§%70-231,

chistrants who select one of the above € options must meet all
of the regquirements described in the instructions for completing

the Data Call-In Response Form and the Requirements Status and
Regjstyant's Response Form, as appropriate.

III-D REQUESTS FOR DATA WAIVERS

If you request a waiver for product specific data because you
beliave it is inappropriate, ycu must attach a complete
justification for the request, including technical reascns, data
and referances to ralesvant EPA regulatiocns, guidelines or policies.
{(Neta: any supplexental data must be subnmitted 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
reguest. If the Agency approves your wvaiver regquest, you will not
be reguired to supply the data pursuant to section 3(c)(2)(B) of .
FIFRA., If the Agency denies your wvaiver reguest, you must chooss
an option for meeting the data requirexzents of this Notice within
30 days of the receipt of tha Agency's decision. You must indicate

‘and subnmit tho option chosen on the
Form. Froduct specific data requiremsnts for

product chnnistry, acute toxicity and efficacy (where appropriate)
are reguired for all products and the Agency will grant a wvaiver
only under extracrdinary circumstances. You should also be awvare
that submitting a wvaiver request will pnot automatically extend the
due date for the study in question. Walver regquests submitted
without adequate Bupporting rationale will be denied and the
original due date will remain in force.

Iv. W
IV-A NOTICE OF INTENT TO SUSPEND

The Agancy Day issua a Notico of Intent to Suspend products
subject to this Notice due tc fallure by a registrant to comply
with the reguirements of this Data Call-In Notica, pursuant to
FIFRA section 3(c)(2)(B). Evants which may be the basis for
issuance of a Notice of Intent to Suspend include, but are net

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

2. Failure to submit on the reguired schedule an acceptable
proposed or final protocel if such is required to be subnmitted
to the Agency for reviev.

3. TFailure to submit on the regquired schedule an adeguate
progress report on a study {f required by this Notice.

4. Failure to submit on thc‘rcquirnd schedule acceptable
data as reguired by this Notice.

$. TFailure to take a required action or subazit adeguate
-information pertaining to any option chesen to address the data
requirezents (e.g., any required action or information

- pertaining to submission or citation of existing studies or
offers, arrangezents, or arbitration on the sharing of costs or
the formation of Task Forces, failure to cozxply with the terms
©f an agreenent or arbitration concerning joint data
developzent or failure to comply with any terms of a data

waiver).

6. Failure to submit supportable certifications as to the
cenditions of subnitted studies, as required by Section III-C

of this Notice.

7. Withdrawal of an offer tc share in the cost of developing
reguired data.

8. Failure of the registrant to whom ycu have tendered an offer
to share in the cost of developing data and provided proof 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 Forzm and a
Reguirezents Status and Registrant's Responas

Form:

bB. Fulfill the commitment to develop and subnit th. data as
required by thisé Notice: eor

- e, Otharwise take appropriate steps to mest the requirenments
stated in this Notice, unless you commit to submit and da
submit the regquired data in the specified time franme.

9. Failure to take any required or appropriate steps, not
penticned above, at any time tollowinq thc illunnc. of this

Notice.
IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
INACCEPTARLE

The Agcncy may determine that a study (even if submitted within
the required tine) is unacceptable and constitutes a basis for
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issuancg of a Notice of Intent to Suspend. The qrounds'for
suspension include, but are not limited to, failure to meet any of
the feollowing:

1. EPA requirements specified in the Data Call-In Notice or
other documents incorporated by refarsnce (including, as
applicable, EPA Pesticide Assessment Guidelines, Data Reporting
Guidelines, and GeneTox Health Effects Test Guidelines)
regarding the design, conduct, and reporting of required
studies. Such requirezents include, but are not limited to,
these 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, ars applicable, Good laboratory Practices.

. 2. EPA regquirements regarding the submission of protocols (if
* applicable), including the incorporaticn of any changes
required by the Agency feollewing review.

3. EPA requirements regarding the reporting of data, including
the manner of reporting, the completaness of results, and the
adequacy of any reguired supperting (or raw) data, including,
but not limited te, resquirexzents referenced or included in this
Notice or contained in PR 86-5. All studies pust be submitted
in the form of a final report: a prelizminary report will not be
considered to fulfill the submission reguirenent.

Iv-C EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS

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

consistent with the purposes o©f the Act.

The Agency has determined that such dispositicn by registrants
of existing stocks for a suspended registration wvhen a section
3(ec)(2)(B) data reguest is outstanding would gensrally not be
consistant with thg Act's purposes. Accordingly, the Agency
anticipates granting registrants permission to sell, distribute, or
use existing stocks of suspended product(s) only in exceptional
circunstances. If you believe such disposition of existing stocks
of your product(s) wvhich may be suspended for failure to comply
vith 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 alsc 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, distributidn, or use of your existing stocks after

suspension.

. If you reguest a voluntary cancellation of your product(s) as 2
response to this Notice and your product &s 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 responss 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 exhausted. Any sals,
distribution or use of stocks of voluntarily cancelled products
containing an active ingredient for which the Agency has particular
risk cecncerns will be deternined on a case~by-case basis.

Requests for voluntary cancellation received pftsr the 50 day
response period required by this Notice will not result in the
Agency granting any additional tize to sell, distribute, or use
existing stocks beycond a year from the date the 50 day response was
due ynless you demconstrate to the Agency that you are in full
conmpliance with all Agency requirezents, including the reguirements
of this Notice. Tor example, if you decide to voluntarily cancel
your rsgistration six months before a ) year study is scheduled to
be subnitted, all progress repcorts and other information necessary
to establish that you have been conducting the study in an
acceptable and good faith manner nust have been submitted to the
Agency, before EPA will consider granting an existing stocks

provision.

SECTION V. er !

- " LUNREASONARLE ADVERSE EFTECTS

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
affacts on the environment by the pesticide, the registrant shall
subnit the information to the Agency. Registrants must notify the
Agency of any factual information they have, from whatever sourcs,
including but not limited to interinm or preliminary results of
studies, regarding unreascnable adverse effects on man or the
environment. This requirement continues as long as the products

are registered by the Agency.

SECTION VI. INOQUIRIES AND RESPONSES TO THIS NOTILE

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

listed in Attachment A, the Data Call-In Chenical Status Shast.
All responses to this Notice (other than veluntary cancellation

Tequests) must include a completed ng;g_g;ll;:n_gg;pgn;;_zg;n and a

conpleted :
(Attachment B and Attachment C) and any other docunents reguired by

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

chosen, only the Data Call-In Response Forp 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 monitering the
data keing generated in response to this Notice.

Sincerely yours,

.Daniel M. Barole, Director
. - Special Review and

Reregistration Divisien

Attachmants

OHM OnNnw>
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ATTACHMENT A

CHEMICAL STATUS SHEET



ATTACHMENT A
PUTRESCENT WHOLE EGG SOLIDS: DATA CALL-IN CHEMICAL STATUS SHEET
INTRODUCTION

You have been sent this Data Call-In Notice because you have products containing
putrescent whole egg solids.

This attachment, the Qa:a__Can;m_Chgmigal_S_:ams_Shm, contains a point of contact for
inquiries. This attachment is to be used in conjunction with (1) the Data Call-In Notice, (2)
Attachment B, the Data Call-In Response Form, (3) Attachment C, the Requirement Status and
Bsmn:anu&:mnss_&nn for product sxmﬁc data, (4) Attachment D, EEA_Qmunmuf.End_

Attachment E, ' (6) Atmchmcm F
Data Call-In Notice, and (7) Attachment G the Mnand.ﬂm&mnmmmﬂm for
product specific data, and Product Specific Data Report Form for use in replying to this

putrescent whole egg solids Data Call-In. Instructions and guidance accompany each form.
DATA REQUIRED BY THIS NOTICE
The additional data requirements needed to complete the database for putrescent whole

egg solids are listed in the Requirements Statys and Registrant's Response Form, Attachment
C.

The Agcncy has concluded that product specxﬁc data are needed for putrescent whole egg
solids. The required additional data are listed in Attachment C.

. Depending on the results of the studies required in this Notice, additional testing may be
required.

INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the product specific data requirements and
procedures established by this Notice, please contact Rob Forrest at (703) 305-6600. All
responses to this Notice should be submitted to:

Document Processing Desk (RED/RDIPM-14)

Office of Pesticide Programs -

U.S. Environmental Protection Agency '
- 401 M Street S.W.

Washington, D.C. 20460

RE: Putrescent Whole Egg Solids



If you have any questions regarding the generic data requirements and procedures

established by this Notice, please contact Thomas Myers at (703) 308-8074. All responses to
this Notice should be submitted to:

Chemical Review Manager Thomas Myers
Accelerated Reregistration Branch (H7508W)
Special Review and Reregistration Division
Office of Pesticide Programs

U.S. Environmental Protection Agency

401 M Steet S.W.

Washington, D.C. 20460

RE: Putrescent Whole Egg Solids



ATTACHMENT B
PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A)
PLUS INSTRUCTIONS
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BPEZCIFIC INBTRUCTIONS FOR COMPLETING
THE DATA CALL-IN RESPONSE PORM

Rroduct gpecific Data

This form is designed to be used to respond to call-ins for
generic and preoduct specific data for the purpoess of
reregistering pesticides under the Federal Insscticide Fungicide
and Rodanticide Act. PFill ocut this form each time you ars
responding to a data calle-in for which EPA has sent you the form
entitled "Regquirements Stntus and n-giltrant'l Response."

. Itams 1-4 will have been preprinted on the form. 1Items S
through 7 nust be completed by the registrant as appropriate.
Itezs 8 through 11 nust be complsted by the rogiltrant bafore
subnitting a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 15 ninutes per respense, including time
for reviawving instructions, searching existing data sources,
gatharing and maintaining the data nseded, and conrmpleting and
revievwing the collection of information. Seand comments regarding
the burden sstimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, FM-223, U.S. Envircnmental
Protcction Agency, 401 M St., 8.W., Washington, D.C, 20460; and
to the 0ffice of Managezent and Budget, Papervork Reduction
Project 2070-0107, Washingten, D.C. 20503,




- .

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

Item 1-4. Already completed by EFA.

ltan 5.

Iten 6.

Itam 7a.

Iten 7b.

If you wish to voluntarily cancel your product, answer
"yas." If you choose this option, you will not have to
provide the data reguired hy the Data Call-In Notice
and you will not have to cozplste any other forms.
Further sale and distribution of your product after the
sffective date of cancellation must be in accordance
with the Existing Stocks provision of the Data Call-In
Notice (Section IV=C). . ‘ X

Not applicable since this form calls in product
specific data only. However, if your product is
identical to ancother product and you gqualify for a data
sxemption, you must respond with "yes" to Item 7a (MP)
or 7b (EP) on this form, provide the EPA registration
nurbers of your sourca(s) and complete and submrit the
"Ganeric Data Exenption™ form: you would not complets
the "Reguirements Status and Registrant's Response™
form. Examples of such products-include repackagasd
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 reguiremants by responding “yes."

Tor each end use product (IP) for vwhich you wish to -
maintain registration, you must agree to satisfy the
data requiremsnts by responding "yes.™ 1If you are
requesting a data waiver, answvar "yes" hera; in
addition, on the "Regquirements Status and Registrant'a
Responaa” form under Item 9, you must respond with
Option 7 (Waiver Regqueat) for easch study for which you
are reguesting a vaiver. ESee Item 6 with regard to
identical products and data exsnmptions.

Itens 8-11. Self-explanatory.

HOTE:

You may provide sdditional information that does not
f£it on this form in a signed letter that acconpaniss
this form. 7FYor axample, you may wish to report that
your product has alrsady been transferred to another

. company or that you have already veluntarily cancelled

this product. For theas cases, pleass supply all
relevant details so that XPA can ensure that its

"records ars correct.
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United

States Environmental Protection Agency

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

Form Approved
OoMB Mo, 2070-D107

Approval Expires 12-31-92

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

Use additional sheet(s) if necessery.

1. Company name end Address
INTAGRA, INC.

8500 PILLSBURY AVE.
MINNEAPOLIS MN 55420

SOUTH

2. Case ¥ and Name
4079

Putrescent whole

egg solids

3. Date and Type of 0CI
PRODUCT SPECIFIC

7. Product Specific Data

6b. | agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
“Requirements Status and
Registrant’s Response.®

7a. My product is 8 MWUP and
1 agree to satisfy the Mp
requirements on the attached
form entitied "Requirements
Status axd Registrant’s

Respohse. ™

7b. My product 15 an LUF u
1 agree to satisfy the Eur
requirements on the attacd
form entitted “"Requirement
Status and ko teant’s
Response . "

&, EPA Product $. | wish to 6. Generic Dats
Registration concel this Ga. 1 ow cleiming o Gemeric
product regis- | Data Exesption becsuse |
tration volun- obtain the active ingredient
tarily. from the source EPA regis-
tration nuaber Listed below.
4866-8 N.A.

N.A.

8. Certification

1 certity that the statesents made on this form and all attachments are true, sccurate, nnd complete.
1 acknouledge that sny knowingly felse or misleading statement msy be punisheble by fine, imprisonment

or both under appticable law,

signature and Title of Compery’s Authorized Representative

9. Date

10. Newe of Comperty 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 Explres 12-31-92

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

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

1. Company nesm and Address
INTAGRA, INC.

2. Case F and Name
4079 Putrescent whole

egg solids

3. Dete and Type of OC!
PRODUCT SPECIFIC

8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420
&. EPA Product S. 1 wish to 6. Genaric Data 7. Product Specific Data
Registration concel this 6. | am cleimimg a Generic 6b. | agree to satisfy Generic | 7a. My product is a MUP and 7b. Wy product 1s an 1 and
product regis- Date Exemption because I Data requirements as indicated 1 agree to satisfy the mp 1 agree to satisfy the iup
tration volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the ptlached
tarily. from the source EPA regis- "Requirements Status and form entitied "Requirements form entitled “"Requirciments
tration mumber Listed below. Registrant’s Response.® Status and Registrant’s Status and Registrant's
Response.® Response.*
4866-9 N.A. N.A.

8. Certification
} certify.that the statements

1 acknowledge that sy knowingly

or both under appticsble lew.

signature and Title of Company’s Authorized Representative

made on this form and all sttachments are true, accurate, snd complete.
taide or misleading statement may be punishsble by fine, imprisomment

9. Dete

10. Wame of Company Contact

11. Phone Wumber
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United States Environmental Protection Agency

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

Form Appfoved
OMB No. 2070-0107

Approval Expires 12-31-92

Use additional sheet(s) if necessary.

INSTRUCTIONS: Pleass type or print in ink.

Ptease read carefully the attached instructions and suppty the information requested on this form.

1. Comperwy nama and Address
INTAGRA, INC.
8500 PILLSBURY AVE.
MINNEAPOLIS MN 55420

S0UTH

2. Case # and Nane
4079 Putrescent whole

egg solids

3. Date and Type of DOCI
PRODUCT SPECIFIC

6. Generic Data

7. Product Specific Data

éa. ] ma claimimg a Generic
Data Exemption becsuse i
obtain the sctive ingredient
from the source EPA regis-
teation 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 MUP
requirements on the sttached
form entitled "Requirements
Ststus and Registrant’s
Response.®

7h, My product is an EUP at-
| agree to saftisfy the EUP
requirements o the attache
form entitled "Requirement.
Status and Registrant’s )
Response . ™

&. EPA Product 5. I wish to
feglistration cancel this
product repis-
tration volun-
torily.
4866-10

N.A.

N.A.

8. Certification

or both under sppliceble Law.

Signature and Titie of Company’s Authorized Representstive

1 certify that the statements made on this form and sil sttechments are true, sccurate, end complete.

1 scknouledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

10. Mame of Compeny Contact

9. Date

11. Phone Number




Page 1 of 1

United States Environmental Protection Agency

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

Form Approved
OWMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in fnk,

Usa additional sheet(s) if necessary.

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

1. Company neme and Address
INTAGRA, INC.

8500 PILLSBURY AVE. SOUTH

MINNEAPOLIS MN 55420

2. Case # and Name
4079 Putrescent whole

egg solids

3. Dsate and Type of DCI
PRODUCT SPECIFIC

4. EPA Product S. | wish to 6. Generic Data 7. Product Specific Data

Registration cancel this Sa. | am claimimg a Generic 6b, | ngree to satisfy Generic 7a. My product is a MUP and 7b. My product 15 an Llit win
product regis- Data Exemption because | Data requirements as indicated 1 agree to satisfy the mw 1 agree to satisfy the top
trstion volun- obtain the active ingredient on the attached form entitled requirements on the attached requirements on the attached
tarily. from the source EPA regis- SRequirements Status and form entitled "Requirements form entitled "Requirenwnts

tration meber listed below. Registrant’'s Response.* Status and Registrant’s Status and Registrant’s
Response ™ Response. ™
4866-11 N.A. N.A.
?. Date
8. Cartification

1 certify that the statements made on this form and all sttachments sre true, accurate, ard complete.
I scknowledge that sny knowingly false or misleading statement moy be punishable by fine, imprisorment

or both under applicable law.

Signature and Title of Company’s Authorized Representative

10. Name of Company Contact

11. Phone Wumber




Page 1

United

States Environmental Protection Agency

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

Form Approved

OM8 No. 2070-0107

Approvat Enplres t2-31-92

-INSTRUCTIONS: Please type or print In ink.
Use edditionat sheet(s) If necessary.

Please read coarefully the attached instructions and supply the information requested on this torm,

1;uqmmrm-|mduthu.
INTAGRA, INC.

8500 PILLSBURY AVE.
MINNEAPOLIS MN 55420

SOUTH

2. Case § and Kame
4079

Putrescent whole egg solids

3. Date and Type of DCI
PRODUCT

SPECIFIC

4. EPA Product 5. 1 wish to

fegistration concel this
product regis-
tration volun-
terily.

6. Generic Data

7. Product Specific Data

4a. | am claiming a Generic
Datea Exemption becmsse |
obtain the active ingredient
from the source EPA regis-
tration number listed below.

6b. | agree to satisfy Geheric
Data requirements ss indicated
on the sttached form entitled
“Requirements Status and
Registrant’s Response.™

Ta. My product is a WP and
1 agree to satisfy the MUP
requirements on the attached
form entitied “Requirements
Status and Registrant's
Response. *

of 1

76, My prochsct 15 an [UP
1 ayree to satiufy the tup

requirements un the

attachs ¢

form entitded "Regquircoent .
Status and Registrant’s

Response ™

OR88001100

N‘Al

N.A.

8. Certification

of both under applicable Lew.

signature and Title of Company’s Authorized Representative

I certify that the statements macde on this form and all sttachments are true, sccurate, snd complete.

I scknowledge that any knowingly false or mislesding statement may be punishable by fine, imprisorment

9. Date

10. Name of Company Contact

11, Phone Mo




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

DATA CALL-IN RESPONSE

Page 1 of I
Form Approved
OMB No. 207T0-0107

Approval Expires 12-31-92

Use additional sheet(s) if necessary.

INSTRUCTIONS: Plesse type or print in ink. Plesse read coerefully the attached instructions and supply the intormation requested on this form.

1. Compersy name andd Address . ) 2. Case # and Neme
INTAGRA, INC. ’ 4079 Putrescent whole’
8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420

3. Date and Type of DCI
eqq solids PRODUCT SPECIFIC

1 certify that ths suu-ﬁtl -th on this form and all sttachments are true, accurate, and complete.
I schnowiedge that any knouingly felse or misleading statemsnt smy be punishable by fine, imprisorment
or both under appliceble law.

Sigrature and Title of Company’s Authorized Representative

&. EPA Product 5. | uish to 4. Ganaric Data 7. Product Specific Data

Registrotion cancel this 6a. | am cleiming 8 Generic &b_ | agree to satisfy Generic Ta. My product is & MW and Th, My product is an |- st
product regis- { pats Exesption because | Data requirements as indicated | 1 agree to satisfy the mup I agree to satisfy the tup
tration volun- cbtain the active ingredient on the attached farm entitled requirements on the attached requirements on the atuachol
tarily.. from the source EPA regis- "Requirements Status and form entitled “Requirements torm entitlied *Requitcmcits

tration maiber (isted below. Registrant’s Resporse.® Status and Registrant’s Status and Registrant s
Response . ™ Response. ™
WA88000400 . N.A. N.A.
!
8. Certification 9. Date

10. Mame of Company Contsct

11. Phone Numbxr




ATTACHMENT C

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



SPECIPIC INSTRUCTIONS FOR COXPLETING
TEZ REQUIGEMENTS STATUS AND REIGISTRANT'S RISPONST FORX

2reduct gpecific Data

* This form is designed to be used for registrants to respend
to call-ins for generic and product-specific data as part of
EFA's reregistration program under ths Federal Insecticide
Fungicide and Rodenticide Act. Although the forp is the sazs fer
both product spacific and generic data, instructionsg for
cenpleting the forms di{ffer slightly. Specifically, options for
satisfying product specific data requirensnts do not include (1)
dealetion of uses or (2) request for a lov velune/ainer use
vaiver., These instructions are for cezpletion of

apecific data requirezents.

IPA has developed this fora individually for each data calle
in addressed to esach registrant, and has preprinted this form
vith a nurber of itezs. 020 NOT use this form for any othar
active ingrsdient. -

Itens ) through 8 (inclusive) will have been preprinted on
the form. You must complete all other itams on this fora by

typing or printing legibly.

Public reporting burden for this collection of informatien
is estirmated to average 30 ninutes per response, including tize
for revieving instructions, searching existing dsta sources,
gathering and raintaining the data needed, and completing and
tevieving the collection of informstion. Send comments regarding
the burdan estimate or any other aspect of this collection of
information, including suggasting for reducing this burden, teo
Chief, Information Policy Branch, FM-22), U.S. Envirennental
Protection Agency, 401 M 8t., 8.W., Wsshington, D.C. 20460; and
to the Offica of Managenent and Budget, Papervork Reduction
Project 2070-0107, Washington, D.C. 208503,



|\

[

INSTRUCTIONS FOR -COMPLETING THE °“RIQUIREMENTS STATUS axp
REGISTRANT'S RESPONSLI™ FORM FOR PRODUCT SFPECIPIC DATA . .

Itex 1;3 chpl;g;d hf ZPA. Note tha dniqud {8entifier nusng:r

Iten 4.

._:t.ﬂ L 1Y

Itan 6.

Itex 7.

- Itenm B.

Ttez 9.

d.

assigned by ZPA in Itez 3. This nuzber must De used in
the transaittal document for any data sudzissions {n

. Tesponss to this Data Call~In Notice.

The guideline refersnce nuzbers of studlies required ¢o
SuUpport the product's continued <registration ars
identified.  These guidelines, in addition to the
raquirszents specified in the Notlics, govern the conduct
of the required studies. Nots that series 61 and 62 in
product chemistry are nov listed under 40 CFR 158.15%
through 158,186, Subpart €.

The study title usot':'h'io'd ‘with the guidelins rlteuhc.
nurber {s {dentified. -

The use pattern(s) of the pesticide asscciated vith the
product specific reguireszsents is (are) $dentified. Tror
nost product specific dats requirenents, all use petterns
are covered by the data requirezents. In thes case of
efficacy data, the required studies only pertain ¢o
product.: which Rave the use sites and/or pests indicated.

The substance £o ba tested is {dentifled by IPA. TYor
product specific data, the product as fornulated for sale
and distridution is the test substance, except in rare
CAases., Lot .

The due date for submission of sach study (s identified.
It {s normally based on 8 mentds after issuazce of tle
Reregistration R1igidility Docunsnt unless IPA deternines
that & longer tine period is necessary.

Zater only-ong of the folloving response codes Lo2r each
to sdov dov you {ntend to conply witd

£ata Tequizezent .

the data zegquirezents listed {a tihis tadle. Juller
descriptions of each opticn ars contained in thes Data
Call-In.Notics.

T vill generats and subnit data by the specified due date
(Developing Data). By indicating that I have chosan this
option, I ecertify that I will cozply with all the
reguizezents pertaining to the conditions for submittal
of this study as outlined in the Data Call-3In Notice.

I Rave entersd intes an agresaent with one or aors
zegistrants to develop data jointly (Cost Sdaziag). I
a2 subnitting a €opY of tiis agreenent and a cozpletsd
ncertification Witk Respest To Data Compensatien
Reguirenents® fora. I understand that this option is
availatle enly for acute toxicity or certaln efficacy



4.

data and eonly {2 IPFA {ndicates in an attachzent to thiyg
Notice that my product is sizilar encugh to a&ncther
product to quality for this option.. I certify that ™
another party in the agraezent is comnitting to sudbzit
or provide the Tegquired datar {f the required study {5
not subnitted en tizme, my product may be subject ¢o
suspension. C S <L R

I have made offers to share in the cost to develop data
Offezs to Cost B:are). X understand that this option
s availadle oanly for acute toxicity er certain efficacy

¢axta and enly 42 IPA indicates in an attachzent to this

Data Call-In Notice that my product is sinmilar snough teo

ancther product to qualify <for this optien, I ax

subnitting evideace that I Rave made an offer to another
registrant (wvhe Rhas an cobligation to subdbait data) to

share in the cost of that data. T anm also submitting a

cezpleted nCoztification of Offer to Cost Siare i tie

Developnent Data" forz. I am including a copy of =y

offer and proof of the cother registrant's receipt of that

offer, I a3 identifying the party which is comnitting
to subnrit or provide the required datas it the regquired
study is not sudbaitted on time, 3y product may be subject
te suspension. I understand that cothar terzs under

option 3 in the Data Call-In Notice (Sectien III-C.1.)

apply as vell, '

By the specifisd due date, I will subzit an existing

tudy that has not been sudaitted pravicusly to the
Agency by anycns (Sudzittiag aa Existiag ssudy). I
certify that this studi vill meet all the reguirexents
for submittal of existing data cutlined {n Option 4 in
the Data Call=In Notice (Secticon I1X-C.1.) and will mest
the attached acceptance ceriteria (for acuta toxicity and
product cheaistry data). T will attach the needed
supporting inforzation along with this response. I alse
certify that I have deterzined that this study vill 2111
the data Teguiresent for vhich I have indicated tais

eheleg. )

By the specified due date, I will subnit or cite data te
upgrade a study classified by the Agency as partially
acceptadle and upgradadle (Upgradiag & Study).: I will
subznit evidence ef the Agency’'s raviev indicating that
the study B3ay ba upgraded and vhat Inforsatien is
veguired to do 80, I vill previde the MRID or Accession
nuzber of tha stude at the due date., I understand that
the conditions for this option outlined Optien 8 in the
Data Call-In Notica (Section III-C.i.} apply.

Py the specified due date, I vill cite an existing study -
that the Agency has classified as acéceptadle eor an
existing study that has been sudaitted but not revieved
by the Agency (Citing an Existing Study). If I am eiting



ancther registrant's study, I understand that this opticn
‘43 available enly for acute toxicity or certain efficacy
data and eonly {f the cited study was conducted opn zYy
product, an {dentical product or a product which IPaA has
*grouped” with one or more other products for purposes
of depending on the saze data. I may also cheose this
eption if X an citing my own data. In either case, I
vill provide the YRID or Accession nunber(s) for the
cited data on a "preduct Specific Data Repert" fora or
in a sizmilar format.  If I cite ancther.registrant's
data, I will submit a completed #Certificatica witix
Respect To Data Cozpezsation Requirezents' form,

7. I regquest a walver for this study because it {3
inappropriate for zy product (Yaiver Request)., I anm
attaching a completa Justification for this reguast,
including technical reasons, data and references to
relavant XPA regulations, guidelines or policies. ([Nota:

. any supplexsntal data zust be subnitted in the fordat
required by P.R. Notice 86-53). I understand that this
{s 2y oaly oppoertunity to state the reasons or previdae
inforzmation in support of my raguest., If the Agency
approves my walvar reguest, I will set be reguired. to
supply the data pursuant teo Section 3(e¢) (1) (B) o2 FIFRA.
IZ the Agency denies 2y valver reguast, I msust eheoosa a
Bethed of meeting the data requirezents ¢f this Notice
by the due date stated by this Notice. 2In this casea, I
zust, within 30 days of my receipt of the Agency's
vrittean decision, subnit a revised *"Requirenents Status
and Registrant's Ressponse®™ Form indicating the optien -
chosen. - I alse understand that the deadline fgor
sudbzission of data as spacified by the original data
call=in notice will not change. -

: . . ”

Itans 10-13. fclt-cxpllnatqry.

NRTE: You may provide additional {nforzatiocn that does not fit
on this fora in a signed letter that accezpanies this
form. - Yor exazple, you may wish to repert that your
product has alreasdy bean transfarred to ancother cempany
er that you DRave already veluntarily cancelled this
product. For thess cases, pleass supply all relevant
details so that IEPA can ensure that {ts records are
correct, . )
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United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
M8 No. 2070-0107

Approval Expires 12-31-92

INSTRUCTEONS: Please type or print in ink.

Use additional sheet(s) §f necessary.

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

1. Compary nasw and Address

INTAGRA, INC.

8500 PILLSBURY AVE.

SOUTH

MINNEAPOLIS MN 55420

2. Case ¥ and Name
4079 Putrescent whole egg solids

EPA Reg. No. 4866-8

3. Date and Type of OCI
PRODUCT SPECIFIC
IDF 4866-RD-1904

4. Guideline 5. Study Title : Progress | 6. Use 7. Test B, Time 9. Regisl. st
Recuiremmt ; Reports | Pattern Subs tance F r ame Response
tmber 3
FI
- Biochemical

151B-10 - Product fdentity AC 1JK EP 8 mos.
151B~11 . . wanufacturing process AC IJK EP 8 mos.
151B-12 Discussion of formetion of AC IJK EP 8 mos.

i e | unantenttonsl fhardients
151B-15 Certificotion of \imits _ AC I1JK EP 8 mos.
151B226 1 ] amlyticalimethods oo AC IJK EP 8 mos.
151B-17 (b) Physical state AC 1JK EP 8 mos.
151B=17(f) ot |a ¢ 1JK EP 8 mos.

$1B-1 ) AC 1JK EP 8 mos.
' [T RS O R <4 ) AC 1JK EP 8 mos.

( Storege stability AC IJK EP 8 mos.

151B~17(n) miscibitity < AC 1JK EP 8 mos.
151B=17(0). ‘Gorcoslon charecterintics - AC 1JK EP 8 mos.

10. Certification

I certify that the ststements made on this
I scknouledge that any knowingly fslse of &

or both under spplicsbie Low.

Signature and Title of Compeny’s Authorized Representative

form and all attachments are true, sccurate, and complete.
jsteading statement may be punishsble by fine, imprisonment

11. Date

12. Wame 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

Farm Approved
OMB No. 2070-0107

Approval Explres 12-31-92

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

Use additional shest(s) 1f necessary.

1. Company nems arwd Address
INTAGRA, INC.
8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420

2. Case # and Name
4079 Putrescent whole eqgg solids

EPA Reg. No. 4866-8

3. Date and Type of DCI
PRODUCT SPECIFIC
ID# 4866-RD-1904

4. Guideline ' S. Study Title i Progress | &. Use 7. Test 8. Time 9. Registrant
Requirement 0 Reports | Pattecn Substance rome Reponse
Number C
) E 2 3
. ﬂ- e Joxic + Biochemical

152B=10: .. . ;] . ‘Acute orst toxicity AC IJK EP 8 mos.
152B~11 Acute dermal toxicity AC IJK EP 8 mos.
152B-12 G| meute inhalation: ST ¢ } AC IJK |EP 8 mos,
152B-13 Primery sye frritation AC 1JK EP 8 mos.
152B-14 v |- Primery dermat frelvation. . AC 1JK EP 8 mos.
152B-15 Dermal senaitization “¢h) AC IJK EP 8 mos.
152B=1 Uypersenaitivity ireidente (5} AC 1JK EP 8 mos.

£, Browing wimt repelients (50) Ac | LK [P 8 mos.

{
Date

Initial to indicate certification as to information on this page
{full text of certification is on page one). )




Page 1 of 1

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

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case f and Name: 4079 Putrescent whole egq solids

Key: W = sarufacturing-use product; EP = end-use product; provided formulators purchase their sctive ingredient(s) from a registered source, they need not submit or clte
date pertaining to the purchesed product, (MOTE: if & product is » 100 percent repackage of snother registered product that is purchased, snd any use for the product does
not differ from thosa of the purchassd erdd registered source, users are not subject to any dets requirements identified in the tebles.); TEP = typical end-use product;
TGAL = technical grade of the sctive ingredient; PAl = “pure® active ingredient; PAIRA = “purc™ active ingredient, radiolabeled. )

Use Categories Key:

A - Terrestrisl food crop B - Terrastrial food feed crop € - Terrestrial nonfood crop ¢ - Aquatic food crop E - Aquatic nonfood outdoar
F - Aquatic nonfood Industrial & - Aquatic nonfood residentisi N - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L - indoor food M - Indoor nonfood W - indoor Medical 0 - Indoor residential

Footnotes: (The following notes sre referenced In column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPOWSE form.)

Prod Chem - Blochenical

Recuired §f test substance {s dispersible with water.

Requirad §f product contains combastible liguida.

Requirad 1f product fa & Liquid,

Required If product s sn smuleifisble liquid end is to be diluted with petroleum solvents.

LA R B

Acute Toric - Biochemical

3 Required if the product consists of, or under corditions of use results in, an inhaleble materinl {e.g., gas, volatile substance, or serosol/particulate}.
& Required If repeated contact with human skin results under conditiom of use.
$ Incidents mmst be reported, if they occur.

Efficacy - Vertsbrate Control Agants

50 Due to questions concerning the affectiveness of vertebrate animal repellents snd the suitsbility of label directions for such products, registrants of
pesticides containing Putrescent bhole Egg sof ids must indicate the studies upon which the claims made for their products sre based. Such studies in EPA's
data base mey be cited by MtID nusher o sccession nusber. Studies not in EPA's data base must ba submitted in the appropriate format. 1f no efficacy
duta can be provided to substantiste the claims made for thelr products, registrants must comsit to generate such data, delete the relevant claims, or

request voluntary cancellation of their registrations. )




Page' 1 of 2

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

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
o8 o, 2070-0107

Approval Explres 12-31-92

. INSTRUCTIONS: Please type or print {n ink.

Use sdditional shest(s) if

necessary.

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

1. Company nams ard Address

2. Cose # andd Name

3. Date ard Type of DCI

INTAGRA, INC. 4079 Putrescent whole egqg solids PRODUCT SPECIFIC

8500 PILLSBURY AVE. SOUTH IDF 4866-RD-1905

MINNEAPOLIS MN 55420 EPA Reg. No. 4866-9
&. Guidelinm §. Study Title Progress | 6. Use 7. test 8. Time 9. Registrant
Requirement ; Reports | Pattern Substance Frome Response
haber L

5l |23
Prod Chem - Biochenical
151B-10 Product identity AC 1JK EP 8 mos.
151B~11: . Mamitacturing process AC IJK |EP & mos.
151B-1 Discussion of formation of AC IJK EP 8 mos.
i e untentfonsl ingrdients
151B~15 Certification of Limits AcC 1JK EP 8 mos.
151B~16 Anelytical mathods AC 1JK EP 8 mos.
151B-17 (b) AC 1JK EP 8 mos.
1518-17(f) : |1ac 1JK EP 8 mos.
151B-17(1) 6) AC 1JK EP 8 mos.
151B-17¢(k) o : i AT AC IJK EP 8 mos.
151B~-17(1) | storege stabitity o AC 1JK EP 8 mos.
1513‘_11(" Tk WW‘,‘*,J : (8) ‘1A C 1JK EP 8 mos.
151B~] Miacibility AC 1JK EP 8 mos.
- arroklon characterintics. AC 1JK EP 8 mos.

10. Certification

I certify that the statements made on this form and all sttachments sre true, accurate, and complete.
1 scknowledge that eny knowingly false or misleading statement may be punishable by fine, imprisorment

or both under applicable law.

signature snd Title of Compary’s Authorized Representative

11. Date

12. Mame of Campany 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
oM3 No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print In ink. Please read carefully the attached instructions snd supply the informstion requested on this form.

Use additional sheet(s) if nacessary.

1. Company name snd Address
INTAGRA, INC.
8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420

2. Case # and Nama

4079

EPA Reg. No. 4866-9

Putrescent whole egg solids

3. Date and Type of DCI
PRODUCT SPECIFIC
IDF 4866~RD~190%

r
4. Guideline 5. Study Title “? Progress | 6. Use 7. Test 8. Time 9. Registyant
Requi rement 19 Reports | Pattern Substance Frame Response
r § 1 2 3
= Piochesics

152B-10 . | Acute orai toxicity AC IJK EP 8 mos.

152B~-11 Acute dermal tomicity AC IJK EP 8 mos.

152B-12 .04 | Acute ichstation B¢} ] AC IJK EP B mos.

152B-13 Primery eye irritation A C IJK EP 8 mos.

152B=14 "o f Primery-dermal frritation AC 1JK EP 8 mos.

152B-15 Dermal nerwitizetion ) AC 13K EP 8 mos.

152B-16 reitiyity incidents (- (5) AcC ! TJK EP 8 mos.

96=19" . ] prowsing animal repelients (50) AC LJK EP 8 mos.

Initial to indicate certification as to information on this page
(full text of certificstion is on page one).




Page 1 of 1

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

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4079 Putrescent whole eqg solids

Cey: WP = sanufecturing-use product; EP » end-use product; provided formulators purchase their active ingredient{s) from s registered source, they need not submit or cite
date pertaining to tha purchased product. {MOTE: If a product is & 100 percent repackage of another registered product that is purchased, and any use for the product does
not differ from those of the purchased and registered source, users are not subject to any dats requirements identified in the tables.]; TEP = typical end-use product;
1GAl = technical grade of the sctive ingredient; PAl = "pure™ active ingredient; PAIRA = "pure® aitive ingredient, radiolabeled. ’

Use Categaries Key:

A = Terrestrial food crop B - Terrestrial food feed crop € - Terrestrial nonfood crop D - Aquetic food crop E - Aquatic nonfood outdoor
F - Aquatic nonfood Industrist 6 - Aquatic nonfood residential N - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Reafdential outdoor L ~ Indoor food ~ W - Indoor nontfood d - Indoot Medical 0 - Indoor residentisl

Footnotes: [(The following notes ere referenced In column twc (5. Study Title) of the REGUIREMENTS STATUS AND REGISTRANT’S RESPONSE forw.l

frod Chem - Slochemical

6 Required f test substance i3 dispersible with sater.

T Required if product contains combuatible liguide.

8 Required if product is » liquid.

% Required (f product {s sn emuleifisble Liquid and ls to be diluted with petroleus sol vents.

Acute Taxic - Blochemical

3 Required {F the product consists of, or undes conditions of use results in, an lnhsleble -tLrhl (e.g., gas, volatite substance, or serosol/particulste),
4 Ruquired If repested contact with humen skin results under corditions of use.
S [ncidents mst be reported, if they occur.

Efficacy - Vertebrats Contrel Agents

i Ly i for such products, registrants of
t tions concerning the effectiveness of vertebrate snimal repsllents and the suitebility of label directions rante .
% ::tl:lrmninlm Putrescent Whole Egg Solids must indicste the studies upon which the claisa made for their products are based. Such studies in EPA's
dsta base may be cited by MRID mmber or acceasion mumber. Studies not §n EPA's data bese mat be submitted in the appropriate format. 1f no efficacy
dats can be provided to substentiate the claims mede for their products, registrants must commit to generate such data, delete the relevent claims, or
request voluntary cancellation of their mhtrnﬂm.

]
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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) {f necessary.

Please resad carefully the attached instructions and supply the informstion requested on this form.

1. Company reme and Address

INTAGRA,

INC, :
8500 PILLSBURY AVE.

SOUTH

2. Case # and Nooe

4079 Putrescent whole eqgq solids

3. Date ond Type of DCI

PRODUCT SPECIFIC
I0# 4866-RD-1906

MINNEAPOLIS MN 55420 EPA Reg. No. 4866-10
&, Guideline 5. Study Title 5 Progress | 4. Use 7. Test 8. Time 9. Reglistio ¢
Requirement Reports Pattern Substance Frome Response
Nusber 8
§li 2|3
rod -_Biochemical
1518B-10 Product {dentity AC IJK EP 8 mos.
151B-11 " ' | menufecturing process AC 1JK EP 8 mos.
151B-12 Discussion of formstion of AC IJK {EP 8 mos.
S 7 untentional ingrdients
151B-15 Certification of \imits AC IJK EP 8 mos. .
151B~16 Cr ] anelyticat methods AC 1JK EP 8 mos. :
151B-17(b) AC I1JK EP 8 mos. -
151B=-17(%) . AC 1JK EP 8 mos.
151B-17 (1} - (6) AC 1JK EP 8 mos.
1518B=17(k) | Femmebitity R (40 AC IJK EP 8 mos.
151B-17(1) Storage stability AC IJK EP 8 mos.
151B=~17(m) = | Viscosity . (% AC 1JK EP 8 mos.
1518-17(n) Niscibitity 4] AC IJK EP 8 mos.
151B=17(0) - - | torrosion charecteristics . AC 1JK EP 8 mos.

10. Certification

I certify that the statemen
1 acknouledge that sny know

or both under applicable law.

signturo- and Title of Company's Authorized Representative

ts made on this form and sll attachments are true, accurste, snd complcte.
ingly false or misleading statement may be pu.nuhahle by fine, imprisorment

11. Date

12. Wame of Compeny Contact

13. Phone Number




Page 2 of 2

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

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

form Approved
OMB Wo. 2070-0107

Approval Explres 12-31-92

INSTRUCTIONS: Please type or print in {nk.

Use additional sheet(s) if necessary.

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

1. Conparsy name and Address

INTAGRA, INC.

8500 PILLSBURY AVE.

SOUTH

MINNEAPOLIS MN 55420

2. Case # and Name

4079 Putrescent whole egg solids

EPA Reg. No. 4866-10

3. Date and Type of OCJ
PRODUCT SPECIFIC
ID# 4866-RD-1906

4, Guideline 5. Study Title k Progress | é. Use 7. Test B. Time 9. Registrant |
Requi resent g Reports Pattern Substance Frome Response ;
mber H
1 2 3
!
) '.Ag_t,‘g !gjg'-' l' iochem ical
“Acute orsl toxiclty AC IJK EP 8 mos.
Acute dermal toxicity A C IJK EP 8 mos.
| acute tnbatation 0 LB A C 1JK EP 8 mos.
Primacy eye irritation A C IJK EP 8 mos.
“.Primary defeal frritation = .. AC IJK EP 8 mos.
Permal sermitization “w AC IJK EP 8 mos.
Myparsenaitivity incidents ©  (5). . lac 1JK EP 8 mos.
96~ . Srowsing animal repellonts - (50} “|A € I1JK EP 8 mos.
Date

Initial to indicate certification as to information on this page

{full text of certification is on page one).

Ll



Page 1 of 1

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

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4079 Putrescent whole eqg solids

Key: W = manufacturing-use procuct; 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 purchesed product. [NOTE: If & product 1s & 100 percent repackage of another reglstered product that is purchased, and any use for the product does
not differ from those of the purchased end reglstered source, users sre not subject to sy dats requirements illentified in the tables.}; TEP = typical end-use product;
TGAl = technicsl grade of the active ingredient; PAl = “pure® active ingredient; PAIRA = "pure® active ingredient, radiolabeled.

Use Categories Key:

A - Terrestrial food crop 8 - Terrestriat food feed crop C - Terrestrisl nonfood crop D - Aquatic food crop E - Aquatic nonfood outdoor
F - Aquatic nonfood Industrial & - Aguatic nonfood residential N - Greenhouse food crop 1 - Greenhouse nonfood crop J - Forestry
K - Resldential outdoor L = Indoor food M - Indoor nonfood ¥ - Indoor Medical 0 - Indoor residential

Footnotes: (The following notes are referenced in column tuo (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANI'S RESPOMSE form.]

Prod Chem - Biochamical

Required §f test substance is dispersible with water,

Required if product containe cambustible liquids.

Roquired it procuct fs & tiquid.

Required if product s an emulsifisble 1iquid and is to be diluted with petroleus solvents.

o o~

Acute Tanic - Biochemical

3 Required If the product consists of, or under conditions of use results in, sn inhalsble material (e.p., gas, volatile substance, or serosol/particulste).
& Required {f repsated contect with mmen skin resulte under conditions of use.
S Incidents mst be reported, [f they occur,

Efficacy « Vertsbrate Control Agamts

50 Due to questions concerning the sffectiveness of vertebrate animal repellents and the suitsbility of Llabel directions for such products, reglstrnm; of
pesticides containing Putrescent whole Egg Solids mmt indicate the studies upon which the claims made for their products ere besed. Such studies in EPA's
date base may be cited by MRID number or accession ramber. Studies not in EPA's data base mst be submitted in the appropriste formet. If no gthcacy
dets can be provided to substentiate the claiss made for their products, registrants mst coomit,to generste such data, delete the relevant claims, or
request voluntary cancelistion 'of their registrations.




e —— o ——

Page 1 of 2

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

REQUIREMENTS STATUS AND REG\[STRANT'S RESPONSE

ncy

Form Approved
oMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Plesse type or print {n ink. Please read carefuliy the attached instructions and supply the information requested on this form.

Use additional shest(s) If necessary.

1. Cospany name and Address ¢. Case # and Name 3. Dste and Type of DCI
INTAGRA, INC. 4079 Putrescent whole eqgg solids PRODUCT SPECIFIC
8500 PILLSBURY AVE. SOUTH ID# 4866-RD~1907
- MINNEAPOLIS MN 55420 EPA Reg. No. 4866-11

&. Guideting 5. Study Title g Progress | 6. Use 7. Test B. Time 9. Registrant

Requirement 0 fReports | Pattern Substance Frame Response

Wmber AERERE

L
4 rod l:llt- - Biochemical

151B-10 Product identity AC IJK EP 8 mos.

151B-13 . ] i manutactiring process AcC 1JK EP 8 mos.

1513—12 Discussion of formation of AC IJK EP 8 mos.

7 umntentional tngrdients |
1513-15 Certification of ll-lu AC IJK EP 8 mos.
‘Araly ' : Y AC 1JK EP 8 mos.
AC IJK EP 8 mos.
D AC IJK EP 8 mos.
) AC 1JK EP 8 mos.
el 1A ¢ 13K EP 8 mos.
AC IJK EP 8 mos.
- (8Y AC I1JK EP B8 mos.
B Illcihlllty 9 AC 1JK EP 8 mos.
. Gortoeton charecteriatics . - AC IJK EP 8 mos.

10. tertification

) certify that the statements mads on this form and all attachments are true, sccurste, and complete.

I scknowledge that any knowingly false or misieading statement msy be punichable by fine, imprisorment
or both under applicable taw.

Signature and Title of Company’s Authorized Ieprﬂentntlve

11. Date

12. Neme of Company Contact -

13. Phone dumber
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. Unjted States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

form Approved

ONB No. 2070-0107

Appraval Expires 12-31-92

Use additional sheet(s) {f necessary.

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

1. Company nams and Address
INTAGRA, INC.
8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420

2. Case ¥ and Name

EPA Reqg. No. 4866-11

4079 Putrescent whole egg solids

3. Date and Type of DCI
PRODUCT SPECIFIC
ID# 4866-RD-1907

4. Guideline $. Study Title }r Progress | &. Use 7. Test 8. Time 9. Registrunt
Requirement 3 Reports Pattern Substance Frame Response
thaber §15 " 3
L
s T - B ica

152B-10 " Acute oral toxlcity AC | IJK EP 8 mos.
152B~-11 Acute dermsl tonicity AC | IJK EP 8 mos.
152B-12 . Acuts inhatation S ) AC : IJK EP 8 mos.
152B~13 Primary aye irritation AC | IJK EP 8 mos.
152B-14 " i priwary dersel irritetion - AC . TJK EP 8 mos.
152B~-15 Dermal sensitization - (4) AC ! IJK EP 8 mos.

*Myparssnaitivity Incidenta | (5) AC | LK EP 8 mos.

_ i
96-19 " . | Srowsing snisal repelients (50 AC 1JK EP 8 mos.
Date T

Initist to indicate certification ss to information on this page
(full teat of certificati.

.4 on page ote}.
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United States Environmental Protection Agency
Washington, D. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4079 Putrescent whole eqq solids

Key: W = mrufactur ing-use product; EP » end-use product; provided formulators purchase their active ingredient(s) from s registered source, they need not sumit or cite
data pertaining to the purchased product.(MOTE: If s product is & 100 percent repackage of snother registered product that is purchased, and any use for the product does
not differ from those of the purchased and reglstered source, users are not subject te any data requirements identified in the tables.); TEP = typical end-use product;
TGAL = technicel grade of the active ingredient; PAl = “pure® active ingredient; PAIRA = "pure® active ingredient, radiolabeted.

Use Categories Key:

A - Terrestrisl food crop B - Terrestrisl food feed crop C - Terrestrial nonfood crop D - Aquatic food crop E - Aguatic nonfood cutdoor
f - Aquatic nonfood Industrisl 6 - Aquatic nonfood residential M - Greenhouse food crop ! - Greenhouse nonfood crop J - Forestry
K - Residential outdoor L * Indoor fpod - A - Indoor nonfood N - Indoor Medical 0 - Indoor residential

Footnotes: [The follouing notes are refarenced in colimn two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANI‘S RESPONSE form.)

Prod Chen - Blochemical

lmln‘d i1 test subwtance is disperaible with water.
Required It product containe combustible liquids.

Required 1f product fs a tiquid.
Roquired if product is an emulsifisble tiquid and is to be diluted with petroleum solvents.

O o~y

Acute Tanic - Biochewical

3 Required {f the product consists of, or under conditions of use results in, an inhalsble -tu’rial (e.g., gas, volatile substence, or aerosol/particulate).
& RMequired if repested contact with hmen skin results under conditions of use,
S incidents mmt be reported, 1f they occur.

Efficacy - Vertebrate Control Agents

i i jons for such procicts, registrants of
50 to questions concerning the affectiveness of vertebrate snimsl repelients and the sullt-bil_lty of Labet dlr_ect _ : )
:l.ticldn containing Putrescent Whole Egg Solids mmt indicate the studies upon which the claims made for their procucts are based. Such studies in EPA*s
dats base may be cited by MRID rmber or sccession mmber. Studies not in EPA's dats base must be submitted in the appropriate format. if no gfncacy
dsta can be provided to substantiate the claims made for their products, registrants must commit to generate such data, delete the relevant claims, or
raquest voluntary cancellstion of their registrations.
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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 Ewpires 17-51-42

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

Use sdditional shest(s) if necessary.

. Company name snd Address

2. Case # and Nome

3. Date and Type of DCI

INTAGRA, INC. . 4079 Putrescent whole egg solids PRODUCT SPECIFIC
. 8500 PILLSBURY AVE. SOUTH ) ID# 1021-RD-1902
MINNEAPOLIS MN 55420 EPA Reqg. No., OR88001100
&. Guldeline S. Study Title ‘ i Progress | 6. Use 7. Test B. Time 9. Regiati ot
Requiresent ] 0 Reports | Pattern Substance Frame Response
Susber ¢
E 1 2 3
Prod Chem - Biochaemical
151B-10 Product identity AC IJK EP 8 mos.
151B-11 Manufacturing process AC IJK - |EP 8 mos.
151B-12 piscussion of formation of AC I1JK EP 8 mos.
i - uptntentionsl . ingrdients .
151B-15 " certification of tinfts. AC 1JK EP 8 mos.
1518~16 < 1 ' analytieet mathods AC IJK EP 8 mos.
1518-17(b) ‘ Physical state AC IJK EP 8 mos.
ISAB=AT(E) ] vemmley 0 T AC 1JK EP B mos.
151B-17 (1) p ) AC 1JK EP 8 mos.
191B-217(k) i .| flembitity ¢4 A C IJK EP 8 mos.
151B-17(1) Storage stebility AC 1JK EP 8 mos.
151B=17({m) i | ‘incostuy i i (8 AC I1JK EP 8 mos.
151B-17(n) Miscibility ¢ AC IJK EP 8 mos.
1518-17(0) Coeronion charscteristion . AC LJK EP 8 mos.

10. Certification

| certify that tha statesen
I acknowledge that sny know

of both under spplicable

Signaturs and Title of Compeny’s Authorized Representative

lau.

ts made on this form end all attachments asre true,
ingly falss or misieading statement sey be punishable by fine, imprisonment

asccurate, and complete.

11, Date

12. Mame of Company Contact

13, Phone Wumber’
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United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS B'.I.'A'I‘US AND REGISTRANT'’S RESPONSE

Form Approved '
OMB Na. 2079-0107

Approvatl £xpires 12-31-92

INSTAUCTIONS : N-lu typs or print in ink. Plesse resd corolul ly the attached instructions and supply the information requested on this form,

Use additionsl shest(s) ¢ necassery.

1.Mr-lﬂm. 2. Case # snd Hame

INTAGRA, INC. - 4079 Putrescent whole egqgq solids

8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420

EPA Reg. No. OR88001100

3.

Date and Type of DCI
PRODUCT SPECIFIC
ID# 1021-RD-1902

4. Guideline 5. Study Title ‘ . 1 Progress | 6. Use 7. Test B. Time ?. Regisutrant
Requirement g Reports | Pattern Substance Frame Response
mber
1 2 3
Acote Tamic - Biochemicy]
152B-10. - | = cute oral toxicity AC 1JK EP 8 mos.
152B-11 Acute dermal toxicity AC IJK EP 8 mos.
152B=12 . - | . acute frhstation. . . - (%) AC IJK EP 8 mos.
152B~13 _Primsry eys irritstion AC IJK EP 8 mos.
L ] e ey dermat Areltation s o AC IJK EP 8 mos.
“) AC IJK EP 8 mos.
“e8) AC IJK EP 8 mos.
E;. EWW . :" 3
. Srovsing snieel repelients . (50) AC IJK EP 8 mos.
Date

Initisl to indicate certification as to informtion on this page
(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 F and Name: 4079 Putrescent whole eqq solids

Key: WP = ssnufacturing-use product; EP » end-use product; provided formulators purchase thefr active ingredient(s) from a registered source, they need not submit or clte
data pertsining to the purchased product.[MOTE: Jf & product {s » 100 percent repackage of another registered product that is purchased, and any use for the product does
not differ from those of the purchased and registered source, users sre not subject to sny data requirements. itentified in the tables.}; TEP = typical end-use product;
16Al = technical grade of the active ingredient; PAl = "pure* active ingredient; PAIRA = “pure™ active ingredient, radiclabeled.

Use Categories Key:

A = Terrestrisl food crop B - Terrestriat food feed crop C - Terrestrial nonfood crop D - Aguatic food crop E - Aquatic nonfood outdoor
F + Aquatic nonfood Industrial & - Aquatic nonfood residentiat M - Greenhouse food crop | - Greenhouse nonfood crop J - Forestry
K - Aesidential outdoor L - indoor food M - Indoor nonfood # - Indoor Medicatl 0 - [ndoor residential

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

Prod Chan - Biochemical

6 RMequired if test substance [e dispersible with water.
Required 1f product contains cosbustible |iquids.

T
8 Required if product is a liquid.
9 Required if product is sn smulsitisble Liquid end is to be diluted with petroleum solvents,

Acute Tonic - Biochemicat

3 Required if the product conaists of, or under conditions of uge results in, an inhalsble materisl (e.g., gas, volatile substance, or eerosol/particulate).
& Roquired if repested contact with human skin results under conditions of use.
S Incidents mst be reported, if they occur.

Efficacy - Vertabrate Control Agents

50 Due to questions concerning the effectiveness of vertebrate animst repellents and the suitability of label directions for such products, registrants of
pesticides containing Putrescent Whole Eg Sol ids must Indicate the studies upon which the claims made for their products sre based. Such studies in EPA’s
data base say be cited by MRID muber or accession rumber. studies not in EPA's data base mist be submitted in the appropriate format. 1f no efficacy
data can be provided to substantiate the claims made for their products, registrants sust cosmit: to generste such data, delete the relevant claims, or

request voluntery cancellation of their registrations,
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Page 1 ot 2

United States Envirommental Protection Agency
Washington, D. C. 20460
1

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

form Approved
UMl Mo. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Plaase type or print im Ink.
Use addisionsl sheet(s) i{ necessary.

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

1, Compary nems and Address

INTAGRA,

8500 PILLSBURY AVE. SOUTH
MINNEAPOLIS MN 55420

2. Cans # and Heme

4079 Putrescent whole eqg

EPA Reg. No. WA88000400

solids

3.

Bate and Type of OCI
PRODUCT SPECIFIC
1D# 1021-RD-1903

&. Guideline 5. Sty Title k Progress | 4. Use 7. lest & Time 9. Registiant
Roquirement Reports Pattern Substance Fr ome Response
§ 1 2 3
151B-10 | * prodet idemtity AC IJK EP 8 mos.
1518~11 . Wertacturing pracess | AC IJK EP 8 mos.
1513?12 Iu-cuulon of forsstion of AC IJK AEP 8 mos.
1518-15 AC IJK EP 8 mos.
151B=3 AC IJK EP 8 mos.
1513-1‘1 AC IJK EP 8 mos.
1519247 ¢ AC 1JK EP 8 mos.
1518—17( AC 1JK EP 8 mos.
., AC IJK EP 8 mos.
3 ‘ | AC 1JK EP 8 mos.
AC IJK EP 8 mos.
%ﬁ{%ﬁ}g(ﬁ, AC IJK EP 8 mos.
1518+37(0) 0 ] hernsion sharasteeintics - AC Ik [ep wos

19. Certification
3 certify that the statements medse on this
1 scknowlecge that any knowingly fslse of misleading

or both under spplicsble law.

_signature and Title of Company’s authorized Representative

form and all sttachments are true, accurate, and complete.
statement mey be ;mir.h-hle by fine, imprisonment

11. Date

12. dame of Compeny Contact

13. Phone Nudxr
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United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OMY Wo. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Pleass type or prlnt in ink. Plesse read carefully the attached instructions and supply the information requested on this torm.
Use edditional sheet(s) I{ necessary.

1. Company reme and Address . 2. Case ¥ ond Wame 3. Date and Type of DCI
INTAGRA, INC. ; . 4079 Putrescent whole eqg solids PRODUCT SPECIFIC
8500 PILLSBURY AVE. SOUTH 1D# 1021-RD-19031
MINNEAPOLIS MN 55420 EPA Reg. No. WAB8000400

4. Guidelina 5. $tudy Titie - E Progress | 6. Use ‘ 7. Test 8. Time Q. Heyintrant

fapiremnt ' g Reports | Pattern - Substance f r ame Respons e

Tmber

1|2 }3
; N ...

-1.5,23?1__0_ Coet il seure orel somicity AC 1JK EP B mos.

152B~11 Acute derwal talchy AC - 1JK EP 8 mos.

 Acute fhalation - L (R AC IJK |ep B mos.
Primary eye ireitation : A C IJK EP 8 mos.
- primary dermsl drritation o AC ¢ 1JK EP B8 mos.

1528-15 Permal senaitization ) AC '+ TJK EP 8 mos.

: Mypacoaraitivity incidents. (3) .. AC ' IJ EP 8 mos.
Rrowning Inimi repsbimis” (30) AC  I1IK [EP 8 mos.
Date o

Initial to Indicate certification as to information on this page
(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: 4079 Putrescent whole egqgg solids

Key: W » swfecturing-use product; EP = end-use product; provided foraulators purchase their active Ingredient(s) from a registered source, they need not sulmit or cite
dats pertaining to the purchased product.[NOTE: 1f & product is & 100 percent repackage of ancther registered product that is purchased, and any use for the product does
not differ from those of the purchesed end registered source, users are not subject to any dats requirements identified in the tsbles.]; TEP = typical end-use product;
TGA! = technical prade of the active ingredient; PAl » "pure™ active ingredient; PAIRA = "pure® active ingredient, radiolabeled. ' )

Use Categories Cey:

A - Terrsstrial food crop B « Tefrestrial food feed crop € - Terrestrial nonfood crop D - Aquatic food cr i ‘

op E - Aguatic nonfood outdo
F - Aquatic nonfood Ichetrial 6 - Aquatic nonfood residential N - Greenhouse food crop [ - Greenhouse nonfood crop 4 - Fg‘::s(ry e
K - Residentisl outdoor - L - Incioor food M - Indoor nonfood N - Indoor Medical 0 - Indoor residential

Footnotes: [Tk following notes are referenced In column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.)

Prod Chem - Biochemicat

& Required it test substance is dispersible with water.
7 Required #f product containe combustible Liquids.

8 Required if product is & liquid.
9 mequired if product is an emulsifisble liquid and is 1o be diluted With petroleum solvents.

Acute Toxic - Biochemical

. ) f
3 Required if the product cons(sts of, or under conditions of use results in, an inhalable matérial (e.g., gas, volatile substance, or aerosol/particulete).
& Required {f repsated contact with mman skin results under conditions of use.
S incidents st be reported, if they occur.

Efficacy - Vertebrate Control Agents

i ili i i for such products, registrants of
tions concerning the effectiversss of vertesbrate animsl repellents and the ﬁuutnbll_lty of label d1r_ecnuns aist) ! _
* n‘.tit:l:.If..n:o‘ntlh‘ih" Ml"'mmt whole Egg Solida mumt indicste the studies upon which the claims mede for their products sre based. Such studies in EPA's
=:- base may be cited by MID nunbar or accession mmber. Studies not in EPA's data base must be submitted in the appropriate format. 1f no efficacy
data can be prwldd' to substantiate the clsim made for thair products, registrants must commit to generate such data, delete the relevent claims, or

requast voluntary concellation of their cegistrations.
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PR NOTICE 86-58 SEATIEINES ARE TEKIE SuasTARC LS

NOTICE TO PRODUCERS, PORMULATORS, DISTRIBUTORS
AND REGISTRANTS

Attention: Persons responsible for Pederal regietration of
pesticides.

Subject: Standard format for data submitted under the Pederal
Insecticide, Pungicide, and Rodenticide Act (PIPRA)
and certain provisions of the Pederal Pood, Drug,
and Cog.aetic Act (FPDCA).

I. Purpose

" To require data to be submitted te the Envirenmental
Protection Agency (EPA) in a standard formet, This Notice also
provides additional guidance abeut, and {llustrations of, the

required formats.

I11. Applicabilit

This PR Notice applies to all data that are submitted to EPA
to satisfy data reqguirements for granting or maintaining pesticide
registrations, experimental use parmits, tolerances, and related
appzovals under certain proviaions of FIFRA and FFDCA. These
data are defined in PIFPRA $10(d)(1). This Notice does not spply
to commercial, financial, or production informstion, which are,
and ayst continue to be, lubntttod differently under separste

cover,

111. Effective te -

This notice is effective on November 1, 1986. Data formatted
sccording to this notice may be submitted prior to the effective
date. As of the effective date, submitted dsta packasges that do
not conform to these reguirements may be returned to the submitter

for necessary revision,

lIv. lnekgtound

On September 26, 1984, EPA published proposed regulations
in the Federsl Register (49 FR 379%6) which include Requirements -
for Data Submission (40 CFR $1358.32), and Procedures for Claims
of Confidentiality of Data (40 CFR $158.33). These regulations

- ———
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specify the format for data sybmitted to EPA under Section 2 of
FIFRA angd Sections 408 and 409 of FFDCA, and procedJres which
muist B¢ followed to make and substantiate claims of confidene

s ality., NT oenmi:l Jts oy tats - tfidecialicy are cher,ad,
either ty the proposed regulation or By this notice,

CPP is making these reguirements mandatory through this
Notice to gain rescurce~saving benefits from their Jse before the
entire proposed regulation becomes final, Adeguate lead time i3
Being provided for sJbmitters to comply with the new regquirements,

V. Relationship of this Notice to Othsr OPP Policy and Guidance

While this Notice contains requirements for organizing and
‘formatting mubmittals of supporting data, it does not address
the substance of test reports themselves, “Data reporting®
guidance is now under development in OPP, and will specify how
the study objectives, protocel, observations, findings, and
conclysions are organized and presented within the study report.
The data reporting guidance will be compatible with submittal
formmat requirements described in this Notice,

.OPP has also promylgated a policy (PR Notice Aé-4 dated
April 15, 1986) that provides for early screening of certain
applications for reyistration under FIFRA €3, The objective of
the scresen is to avoid the sdditional costs and prolonged delays

ssociated 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 fequirements described herein,

QPP has alsd established & 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 §1355.32). To meet these deadlines, OPP is
requiring an asditional copy of any data submitted to the dockset,
Please refer to Page 10 for mere information about this regquirement,

For several years, OPP has reguired that each application for
registration or other action include a list of all applicable
data regquirements and an {ndication of hcow each is satisfied=-the
statement of the method of suppert for the application, Typically.,
many regquirements are satisfied by reference to data previously .
submitted==gither 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, JFormat Regquirements

A more detailed discussion of these format requirements
follows the index on the next page, and samples of some of the
reguirenments are attached. Except for the language of the two
alternative forms of the Statement of Data Confidentiaslity Claims
(shown in Attachment 3) which cannct be altered, these eanples
are illustrative, As long as the required information {3 included
and clearly identifiadle, the form of the sanples may be altered
to reflect.the submitter's preference. ’



= INDEX =
Ht Exa~nle
Page _rpage
A, Organization of the Submitzal Package + . . . 4+ « o o k| 17
B, Transmittal Docyment S8 4 e s s e s s & B 8 & ® 4 & 4 11
C. Iﬂdiv1du.ls.t‘-ldi." ® & 2 e ¥ & e 2 8 s & & 8 ® 8 8 » 4
C.l Special Considerations for Identifying Studies., . 5
D. Organization of sach Study Volume . « o + ¢ s s « & o 6 1?
D-IStudyTitloPig. e & % 4 8 9 8 e % 8 8 s & & s 7 12
D.2 Statement of Data Confidentiality Claims
(b...d °ﬂ rIFM slo‘d,(l,’ - . L ] L L ] [ ] - L ] L] L ] L] ‘ 13
D.3 Conf.idlntill ALEAChMONE . 4 &2 ¢ ¢« o s 2 o » & o @ ] 15

D.4 Supplementa] Statement of Data Confidentiality
Claims [other than those based on FIFRA $l0{d)(1l)])"
D.5 Good Laboratory Practice Compliance Statament , .,

E. Reference to Previously Submitted Data . . . o ¢ o o

w W Ooe

F. Physical Format Regquirements & Number of Copies , . .

G. Special Reguirements for Submitting Data to the Docket 10

A, Qrganization of Submittal Package

A 'submitcal package' consists of all studies submitted at

" tHe same time for review in support of a eingle regulatery action,

along with & transmictal document and other related administrative
material (e.g. the method of support statement, lPA rorms 8370-1,
8570-4, 8570-20, etc.) as appropriate,

Data submitters must organize sach aubmittal package as
described in this notice. The transmittal and any other admin-
istrative material sust be grouped together in the first physical
volume, Each study included in the submittal package must then
be bound sepacately.

Submitters sometimes provide additional materials that are
intended to clarify, emphasigze, or othervise comment to help
Product Managers and reviewers better understand the submittal.

= If such materials relate to one study, they should be
included ss an appendix to that study. } &

= If such materials relste to more than one study (as for
example & summary of all studies in & discipline) or to the
submittal in general, they must be included in the submittal
package as a ssparaste study (vith tttlo page and stateasnt
of confidentiality claims),
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B, Transmittal Dogument

The first item in cach submittal package must he a ::ans—
Titerl Cesge -, TRAC macm idennilies the suSM.iti:r osr g’
joint suybmitters: tho :egulltc y sction in support of which tho
package is bejing submittede~i.e., & registration application,
petition, experimental Jse permit (EUP), §3{c)(2)(B) data call~=in,
§6(a)(2) submittal, or a special review; the tramsmittal date:
and a list of all individual stidies included in the package in
the order of their appearance, showing (usually by Guideline
reference number) the Jdata reguirement{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 1 for an sxample of an acceptable
transmittal 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
reguirements appear in 40 CFR 158,

The list of included studies in the transmittal of a data
submittal package supporting a petition for tolerance of an
application for an EUP should be subdivided into sections A, B,
Creses Of 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 :olctanco 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 studiss follow the instructions above,

c.  Individual Studies

A study is the report of a single scientific investigation,
including all supporting analyses requiced for logical complete-
ness. A study should be identifiable and distinguishable by a
conventional bibliographic citation including author, date, and
title, Studies generally correspond {n scope to & single Guide-
line requirement for supperting data, with scme exceptions dis-
cussed in section C.1., Each study included in a submittal package
must be bound as & separate entity. (See comments on binding
studies on page 9.) ' '

Each ltady must be consecutively paginated, beginning from
the title psge 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 separasted pages can be reassociated
with the proper study during handling or review) use either of
the !olloutnqn

- Includo the total nunbt: of pages in the ecnplotc study
on each page (ie., i of 250, 2 of 250, ...250 of 250).

- Include a company name or mark and study number on each
page of the study, ¢.g., Company Name~=1988~231. Never reuse
a study nu-bor for marking the pages of subsegquent studies.

4



wWhen a single study is extremely long, binding it in multiple
volumes {s permissible 80 long as the ertive atudy is za&Tinazad
Pl 2afgie sesidés, NG A0 volume is plainly identified by the
study title and its position in the multi=volume asguence.

C.1 Special Considerations for Identifying Studies

Some studies raise special problems in study identification,
bascause they address Guidelines of broader than ncrmal scope or
for othar reasons.

a. Safety Studies. Several Guidelines require testing for
safety in more than one species, In these Cases esach speacies
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 assce- -
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 sach supplemental reports are
submitted independently of the primary report, take care to fully
identify the primary report to which they pertain,

Patteries of acute toxicity tests, pesrformed on the same end
use product and coveresd by a single title page, may be bound
together and reported as & single study,

- .. :

b. Prod.ct Chemistry Studies. All product chemistry data

within a sJbmittal paciaqc submitted in support of an snd=use
product produced from registered manufacturing=-use products
should be bound as a single study under a single title pane.

Product chemistry dats submitted in support of . a techni-
cal product, other manufacturing=use product, an experimental
use permit, an isport tolerance petition, or an end=yuse prod-
uyet 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 egquivalent
subject range for biorational pesticides, The first of the
thres studige iw a complete product chemistry subaittal for -
a bicchemical pesticide would cover Guidelines 151-10, 151-11,
and 151=12; the second would cover Guidelines 151-13, 1351-1%,
and 151=16) the third would cover Guideline 151-17. The
tirst study for a microdial pesticide would cover Guidelines
151-20, 151=21, and 151=-22; the second would cover Guidelines
151-23 and 131-253; the third would cever Guideline 151-26.

Note particularly that product chemistry studies are.
likely to contain Confidential Business Information as defined

in PIPRA $10(@)(1)(A), (B), or (L), and if so must De handled
as described in section D.), of this notice,




— ————

————

1= Residue Chemistry Scudies, Guidelines 171=¢, 1%1-7,

and T81a4 ATe axrrue~elv NI0ad 1n €c0tar gt 4dies adAdressing
Tesigue Cnemistry reyullenents Must LiuS de Jelified AC &

level below that of the Guileline code,

The genezcsl principle,

hoewever, of limitiny & study tn the repore of a single inves-
tigation still applies fully. Data should te treated as a
single study and bound separately for each analytical method,
each report cf the nature of the residue in a single crop or
animal specivs, and for each report of the magnitude of resie
dues resulting from treatment of a single crop or from proces=
sing a single crop, When more than one commodity is derived
trom a single C¢rop {(such as beet tops and beet roots) residue
data on all such commodities should be reported as a single
study. When multiple field trials are ssscciated #ith a
single crop, all such trials should be reported as a single

study.

D. nrganjzation of Each scﬁgx,VQL;n.

Fach complete study must include all applicable elements in

the list below, in the order indicated,

(AlsO snee Page 17.)

Several of those elements are further explained in the following
paragraphs, Entries in the column headed ‘example’ cite the
page number or this notice where the slemsnt is illu;tra:od.

Elerment

Study Title Page
Statement of Data
Confidentiality
Claims

Certification of Good

Laboratory Practice’

Flagging statements
B2ody of Study

Study Appendices

Cover Shest to Confi-
dential Attachment

CBI Attachment

" Supplemental Statemant

when Reguirse.

Always

One of the two alternative
forms of cthis statement
is always reguired.’

1f study reports laboratory
work subject to GLP reqguire~
ments

Example
Page 12

Page 13

Page 16 _

For certain toxicology studies, (When
flagging reqguirements are finalized.)

translation if required,
At submitter's option

1f CBI is claimed under FIFRA
$10(Q) (1Y (AY, (D), OF (CO)

If CAI is claimed under PIFRA
C10(d)(1)(AY, (B), or (C)

£

Only 1if confidentiality is

of Dara Confidentiality claimed on a basis other than

Claims

PIFRA §10(aV(2)(A), (D), oF (C)

 Always = with an English language

Page 15

Page 14



D.1l Title Page

A title page is always teguired for each submitted study,
published or unpublished. The title page must always be freely
releasable to reguestors; DO NOT INCLUDE CBI ON THE TITLR® PAGE,
An example of an acceptable tirtle page is on page 12 of this
notice. The following information must Appear on the title

page:

- N Study title. The study title should be as descriptive as
. possible, It must clearly identify the substance(s) tested and
correspond to the name of the data reguirement as it appears

in the Guidalines. B

b, Data reguirement addressec, 1Include on the title page the
Guideiine number(a the specific requirement(s) addressed by

the study,

c. Author(s), Cite only individuals with p.imary intellectual

roiponsxbx!;ty for the content of tha study, Identify them
plainly as agthors, 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 pagye must include a single date for
the study. 1Z parts of the study vere performed at different
times, use only the date of the latest alement in the atudy.

., Performing Laboratory Identification. °"If the study reports
work done By one or more laboratories, include on the title page
the name and address of the performing labocatory or laboratories,
and the laboratory's internal project number(s) for the werk,
Clearly distinguish the laboratory's project {dentifier from any
other reference numbers provided by the study sponsor or submitter.

8 Supplemental Submigssions. If the study is a commentary on
or -uppgcmcn: to another previously sJbmitted study, or if it .
responds to EPA Questions raised with respect to an esarlier astudy,
include on the title page elements a, through 4, for the previously
submitted 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 packsge 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),

g. ‘Pacts of Publication. If the study is & reprint of a pud-
l1ished document, antify on the title page all relevant facts

of publication, such as the journal title, volume, issue, inclusive

page numbera, and publication date. " :

1




D.2. Statements of Data Confidentiality Claims Under FIFRA §10(d1{(}),

Each submitted study must be accompanied by one of the two
alternative forms cf the Statement of Data Confidentislity Cla:ms
specified in the proposed regulation inm €158,133 (b) and (e},

{See Attachment 3) These statements apply only to claims of data
cornfidentialicy hased on FIFRA §10(d)(1)(A}, (B), or (C}, Use

the appropriacte alternative form of the statement either to

assert & claim of €10(di(l) dara confidentiality (€153.33(bh))

or to waive such a claim (§158,33{c)), In either case, the
statement must be signed and dated, and must include the typed

name and title of the officisl who signs it. Do not make CBIl
claims with respect to aralytical methods assmciated with petitions
for tolerances or emergency exemptions (see NOTE Pg 11).

D.). 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 described 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 CRI 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 5).

~ The Confidential Attachment to a study must be {dentified by a
cQver sheet fully identifyin' the parent study, and must be clearly
marked ‘Confidential Attachment.,' An appropriately snnotated
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 ceference to the page(es) in the main

body of the study on which it is cited, and with a reference to the
agplicable passage(s) of FIFRA §10{(di(1) on which the confidentiality

claim is based,

D.4. Supplemental Statement of Data Confidentiality Claims (See
Attachment 4) ] 7 .

If you wish to make a claim of confidentiality for any
portion of a submitted study other than described by FIFRA S10(d)
(3)(A), (D), or (C), the following provisions applyt

- The lgoettie information to which the claim applies must be
clearly marked in the body of the study as subject to &

claim of confidentiality.

« A Supplemental Statement of Data Confidentiality Claims
must be submitted, identifying sach passage claimed confi-
dential and descridbing in detail the basis for the claim,
A list of the points to address in such a statement |
included in Attachment &4 on Pg 14. = , .

= The Supplemental Statement of Data contidonelilitr Claims
must be signed and dated and must include tne typed name
and title of the official who signed {t,



.8 Tard Larsejtnry Pragtics Comnliarte Starement
This statement is required if the study contains laboratory
work subject to GLP regquirements specified {n 40 CFR 180, Sam-
tles of these statements are shown in Attachment 6,
Reference to Previously Submitted Data
DO NOT RESUBMIT A STUDY THAT HAS PREVICUSLY BEEN SUBMITTED
FOR ANOTHER PURPQSE 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, Refersnces to pre-
viously submiteed 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.

r. Physical Format Requirements )

All elements in the data submittal package must -be on uniform
2 1/2 by 11 inch white paper, printed on one side only in black
ink, with high contrast and good resclution, Bindings for inadi-
vidual studies must De 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,

E.

Please be particularly attentive to tha following points:

© Do not include frayed or torn pages.

* © Do not include carbon copies, or copies in other than
black ink.

© HMake sure that phbtoeoplo. are clear, complete, and fully
Teadadble, : . T

o Do not include oversize computer printouts or fold=out pages.

o Do aot bind any documents with glue or binding tapes.

o MNake sure that all pages of each study, including any attach- ~
ments or appsndices, are present and in correct sag.ence.

Number of Copies Reguired = All submittal:packages except
those associated with & Registration Standard or Special Review
(see Part G below) muat be provided in three complete, identical
copies. (The proposed regulations specified two copies; three .
are now being required to expedite and reduce the cost of proces-
sing data into the OPP Pesticide Document Management System and

getting tg into review,) '




G. Special Reguliremerts for Syubmitting Dats to the Dockst

Data supbmittal packages associated witn a kegistration Stan=
dard or Special Review must De provided in four copies, from cne
of which all material claimed as CRI has been excised. This
fourth copy will become part of the public docket for the RS or
SR case. If no claims of confidentislity are made for the study,
the fourth copy should be identical to the other three. When
portions of & study submitted in support of an RS or SR are
claimed as CBI, the first three copies will include the CBI
macerial as provided in section D of this notice. The following
special preparation is reguired for the fourth copy.

© Remove the 'Supplemsntal Statement of Data Cenfidentiality
Claims',

© Remove the 'Confidential Attachment',

© Excise from the body of the study any intormation you claim
as confidential, even {f it does not fall within the scope
of FIFRA $§10(d){1)(A), (B), or (C). Do not close up or
paraphrase text remaining after this sxcision,

.0 HMark the fourth copy plainly on both its cover and its title
page with the phrase "Public Docket Material = contains no
information claimed as confidential®,

Ve For further i formation

For further information contact William C. Grosse, Chiet,
Information Services 3ranch, Program Management and Support
Division, (7031~-557-26113).

\
ol w 4 Wk v

ames W, Akerman
Acting Director, ,
Registration Division

*

Attachaent 1. Sample Transmittal Document :

Attachment 2, Sample Title Page for a Newly Submitted 3Study
Attachment 3. Statements of Data Confidentiality Claias

Attachaent ¢. Supplemental Statement of Data Confidentiality Claims
Attachment 3. Bamples of Confidential Attachments

Attachaent ¢, Sample Good Ladboratory Practice Statements
Attachment 7. Pormat Diagrass for Submittal Packages and Studies
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ATTACKMENT 1.

ELEZMENTS TO BE INCLUDED IN THE TRANSMITTAL DOCUMENT®

1. Name_and address of submitter (or all jeint submitters®”)

Tsmith Chemical Cerporation Jones Chemical Cormpany
1234 West Smith Streest -and- 8678 wWilson 8lvd
Cincinnati, On 98763 Covingteon, KY 56789

Tsmith Chemical Corp. will act as sole agent for all submitters,

asction in support of which this

Regulator

Use the EPA fdentification number (e.gQ. 3I39-EUP=-§7) if you
know it Otherwise describe the type of request (e.g. 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 Ne.)

\,

vol n. Title of nth study in the submaittal (Guideline Ne.)

. Applicants commonly provide this information {n a trans-
mittal letter, This remains an acceptable practice so
long as all four elements are included, ,

*¢ rndicate which of the joint submitters is enpowered to
act on behalf of all joint subnitters in any mattar con-
cetning dats compenaation or subsequent use or release

of the data.

Company Officials

ackage is submitred

Wane Tignature
Company Name:
Company Contact: . ~
pany Name Phone

11
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ATTACHMENT 2.

SAMPLE STUDY TITLE PAGE FOR A NEWLY SUBMITTED STUDY

Study Title

(Chemical name) = Magnitudse of Residue on Corn

Data Reguirement
Guideline 171-4

Authoer

John C. Davis

Study Completed On
JanJary 5, 1979

Performing Laborntorz

ABC Agricultural Laberatories
940 West Bay Drive
wilmingten, Ca 39097

‘leoratorz Project 1D
ABC 47=79

Page 1l of X%
(X is the total numbder of pages {n the study)

12
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Ao STIENT Y,

STATEMENTS OF DATA CONFIDENTIALITY CLAIMS

1. Noclaim of confidentiality under FIFRA S10(d){1)(A),(B), or (C)

STATEMENT OF NC DATA CONFIMENTIALITY CLAIMS

NO claim of contidentiality is made for any information contained in this sty
on the basis of ita fallirg within the sccow of PIPRA S1G(A)(L)I(A), (B}, or (C),

. Company

Company Agent: Typed Nere ~ Dmter
Title Signature

K. .
2, Clain of confidentiality urder PIFRA §10{d)(1)(A), (B), ar (C).

STATEMENT OF DATA CONFIDENTIALITY CLAIMG

Information claimed confidential on the basis of its fallimg within the scope
of FIFRA $10(4}(1)(A), (D), or (C) has heen rew>ved toO & confidential appendix,

ardd is cited by cross-reference nutber in the body of the study, :
Qanpanyt . ,
Campany Agent: | Iyped Rew Catet

HOEEs icants for pestmarent or tenporary tolersnces should note that it

is OFP policy that no pecaanemt tolerance, temporary tolsrance, o request for
an smrgency enmnption incorporating an snalytical methcd, can be approved
unless the spplicant waives all claims of confidenciality for the analytical
mathod, These snalytical methods are published in the FDA Pesticide Analyt-
ical Methods Marual, ard therefore cannot be claimed as confidential, OPP
returning sutmitted analytical metheds, for which
aals, to the submitter, to cbeain

have been
the confidentiality waiver before they can be processed,
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ATTACHMENT 4.,

SUPPLEMENTAL STATEMENT OF DATA CONFIDENTIALITY CLAIMS

for any portion of a submitted study that is not described

by FIFRA S10{d)(1)(A), (B}, or (), but for which you claim
confidential treatmen: on another basis, the following {nforma-
tion must e included within & Supplamental Statement of Data
Confidentiality Claims: ’

o

Identify specifically by page and line number(s; each
portion of the study for which you claim confidentiality,

Cite the reasons why the cited pnlsigo Qualifies for
confidential treatment,

Indicate the length of time--until & specific date or
avent, or permansntly--for which the information should
be treatad as confidentisl.

1dentify the measures taken to guard against undesired
disclosure of this information,

Dascribe the extant to which the information has bean
disclosed, and what precautions have been taken in con=-
nection with those disclosures.

Enclose copies of any pertinent determinations of confi-
dentiality made by EPA, other Federal agencies, or courts
concerning this information,

£ you assert that disclosure of this information would
be likely to result in substantial harmful sffects to
you, describe those harmful effects and explain why they
should be viewed as substantiail, '

I1f you assert that the {nformation is veluntarily sube

. mitted, indicate whether you believe disclosure of this

information might tend to lessen the availabllity to
EPA of similar informaticn in the future, and if so, how.



ATACRTIT 3.
EXMPLES COF SEVERAL CONFIDENTIAL ATTACHMENTS
Exanple ! (Confidential word or phrase that has been deleted from the stuly)

CROSS REFERENCE NUMBER _ ] This cross teference rumber is used in the i:.ny

in place of the following words or phrase at the
indicated woluw and page refecences. :

DELETED WORDS CR PHRASE: Ethylens Glycol

PAGE LINE REASON FOR THE DELFTICN

6 14 Icentity of Inert Irgredient
2 S .

$10(d) (2}(C)
100 19 .

|
'!
FIFRA REFERENCE 1‘
|
l

Exsple 2 (Confidential paragraph(s) that have been deleted from the study)

CFOSS . NEFERENCE NUMBER _ § This cross reference number is used in the sty

in place of the following parsgraph(s) at the
indicated volume and page references,
mfmmm(s'n

( Reproduce the delsted paragraphis) hire
( .

)
)
)

PpGR LINFS REASON FOR THE DELETION FIFRA REFTRDNCE

2 &I7 Description of the quality control process $10{(a)(1)(C)

Daple 3 Oonfidential pages that have been deleted fram the study)

[
CROSS.SEFERRCE MMSER _7_

This crcss reference mumber noted on & place=holder

page is used in place of thw following whole pages
at the indicated volume and page references,

DELEYPD WGR($)t are attached immediately behind this page.

POE®  FgAso ror TNE DELFTION | | ;e ereReE
»-41 Description of product manufacturing process K108 (1) (A)

13



ATTACHwENT 4,
BAMPLE GOOD LABORATORY PRACTICE STATEMENTS

Example 1.

This study meets the reguirements for 40 CFR Part 160

SJbmitter

Sponsor

Study Director

Example 2, -
This study 4does not meet the resguirements of 4C crR”
Part 160, and differs in the !o;lowtng waysi -
l. ‘
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 CFR Part 160.

Submitter

© e ——

i



ATTACHMENT 7.

FORMAT OF THE SUBMITTAL PACKAGE

Transmittal Document,

-
Related Adminjistrative Materials
‘,,f(t.g.. Mathod of Support Statement, etc,)

-1 . -
1 Other materials about the submittal
a— (e.Q., sunmacries Of groups of studies
I - to aid in their review).

Studies, submitted as unigue
physical entities, according
to the format below.

~
N

FORMAT OF SUBMITITED STUDIES

A

! Study title page. )
Statement of Confidentiality Claims,

GLP and flagging® statements - as lpptopriito.

gody of the study, with English
language translation if reguired.

-

Appcndte_u to the study.

-1 )
L. Title Page of the Confidential
! Rl 1' Attachment. ‘
- L'T ,-—-"'1- . ' Confidential Attachaent,
‘ . -
Tl de =y Supplemental Statement
| ‘1," . -==— of Confidentiality Claims.
-
I »=< * when flagging regquicesents
- ace finaliszed,
LEGEND _ : :
Documents which must be submitted as
. appropriate to meet estadlished requiremants.
___fa"—- i Documents submitted at submitter's option.

e o




ATTACHMENT D

EPA GROUPING OF END-USE PRODUCTS FOR MEETING
DATA REQUREMENTS FOR REREGISTRATION




EPA'S DECISION NOT TO BATCH END-USE PROCUCTS ONTATNING PUIHESCENT WHDLE oG
SOLIDS FOR FORPOSES OF MEETING ACOTE TOXICITY DATA RENIREMENTS FOR
RERPGISTRATION

In an effort to rechaoe the time, resources and mmber of animals needad to
fulfill the acute toxicity data requirements for reregistration of end-use
products containing the active ingredient putrescent whole egg solids, theAgency
considered batching erd-use products. This process imvolves grouping similar
products for poposes of acste todcity. Factors considered in the sorting
process includs each product's active and inert ingredients (identity, percent
~camposition and biological activity), type of formilation (e.g., emlsifiable
coentrata, aeroscl, wettable powder, grarmlar, ete.), amd labeling (e.q.,
signal word, use classification, precautionary labeling, etc.).

mr,batdﬁ:qoterd-mmminmmmleeqq
solids was not pogsible after considering the available information described
above. The table balow lists all the end-usa products containing putrescent
whole agg sclids. These products were either considered not to ba similar for
poposes of acute toxicity or the Agency lacked sufficient irformation for
decision making parposes. Registrants of thesa products are responsible for
meetjngtmmtmdcitydaurequuaﬂttsforeadapm

—_——

Registrants must generate all the required acute taxicolog:.cal studies for
each of their products., If a registyant chooses to rely upon previously
sumitted acrte toxicity data, he/she may do so provided that the data basa is
capleta and valid by today's standards (see acceptance criteria attached).

In daciding how to meet the product specific data requiremsnts, registrants
mist follow the directions given in the Data Call-In Notiom and its attachments
appended to the RED. The DCI Notlce contains two response forms which are to be
ampletaiarr:lsuhnittadtotmmﬁthin%daysofrweipt The first form,

product, including the stardard six aorts toxicity tasts. A registrant must
select cna of the following options: Devaloping Data (Option 1), Submitting an
BExisting stuxly (Option 4), Upgrading an Existing Study (Option 5) or Citing an
Bd.st.trq (Option 6). Since the end-use products containing putrescent

eq;-num:mldmtbnhatdm, registzants camnot choose from the

remining options: Cost sharing (Option 2) ororfmtomstsmn(o;timn

Tahla I. End-Uss Products Containing Putrwacent Whols BEgg Solids

X Putrescent Uhole Egg formulation type
- Solids

4844-10 __37.0 Liguid
486411 '  36.0 : Dust




ATTACHMENT E

EPA ACCEPTANCE CRITERIA




Subdinision M
Guideline Ref. No. 1518-1y
December 23, 158%
151B-10 Product [deatity

ACCEPTANCE CRITERIA

Dupwmhc:mbuoﬁn;mpmmuﬁa?

—

!J

o

~o

Product name and trade name (i different)
Name. nominal concentration, and certified limits (upper and lower) for each active
ingredient and each intenti~nally-added tnert ingredient
Name and upper centifiec .mit for each impuriry or each group of impurities present at
20.17 by weight and for certain toxicologically significant unpurities (e.g. microbial ouns.
dioxins, nitrosamines) present at <Q.1%
Purpose of each active ingredient and each intentionally-added inett
Chemical name from Chemical Abstracs [ndex of Nomenciature and Chemical Absiracis
Service (CAS) Registry Number for each active ingredieat and, if available, for each
intentionally-added inert
Product name, trade aame. and common name (if established) for each active ingredient
Moleculas, structural, and empincal formulas, molecular weight or weight range, and any
company assigned experimental or internal code numbers for each acuve ingredient
Description of each beginning material 1n the manufacturing procsss

EPA Registration Number if regisiered; for other beginning materiais, the following:

Name and address of manufacturer or supplier '

Brand name, trade name or commercial designation

T.chnical specifications or data sheets by which manufacturer or supplier Jus.iings
" cumposition, properties or toxicity
Genus and species {and strain. subspecies. isolate, etc., if applicable) from which the
biochemical was isolated or with which it is commonly assdciated
Speaficity of binchemical activity, the mode of action, and field rates at which the
biochemical 3 active/proposed (unils abA. e1c.)
Similanty to 1he naturally-occurning biochemical. if not derived from a biological enun
An updailed Confldential Statement of Formuia must be provided (EPA Form 8570-4 rov,
9:87).
Any known or suspected hazards of the biochemical 1o man, the eavironment, or nontarget

species, .

" Critetia marked with a ® are supplemental and may not be required for every study.

C-215
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. Subdivision M
Guideline Ref No 1413.11

Decemper 14, 1989

151B-11 Magufacturing Process

ACCEPTANCE CRITERLA

Does your study meet the lollowing acceptance criteria?

1

[E]

b

PR

(=R I

L T

Description of manufacturing process or extraction.isolation steps if obuined from a
biological entiry.

Statement of whether batch or continucus process. if applicable .

Relative amount of beginning materials and order in which they sre added

Description of equipment

Description of phvsical conditions (temperature, pH, pressure, humidity) controlled in each
siep and the parametery that are mainiained

Statement of whether process imolves intended chemical reactions

Flow chart with chemical equations for each tntended chemical reaction

Duration of each step of process

Description of purification procedures -

Description of measures taken 1o assure quality of final product including identity of the
biological source, if applicable

A clear presentation of the stage at which inerts are inteationslly sdded, if and when any
concentration is effected. the material (0 be used as the manufacturing use product (MM,
whether MP registration is sought, and whether a TGALMP is sold and/or shipped.

Criteria marked with a * are supplemental and may aot be requird for every.swudy.
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Subdivisin M
Guideline Ref. No. 131312
December 21, 1335

151B-12 Discussion of Formation of Unintended Ingredieans
ACCEPTANCE CRITERIA
Does your study meet the following acceplance critenia?

L. Discussion of formation of impurities based on estabiished chemical theory addressing « 1)

cach impunry which mav be present at » 0.1 or was found at 2 0.1% by product anaivses
and (2) certain toxicologically sigmficant impunities present at < 0.1% by weight

Critetia marked with 2 * sre suppiemental and may not be required for every study.
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Subdivinien M
Guideline Ref No .3:8.13
Decemper 24 1589

151B-13 Analysis of Sampies
ACCEPTANCE CRITERA

Does your study mect the following axeptapce criteria?

1.

2.
3

P

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 > 3 98%

Anaivies conducted for cenain trace toue impurities at lower than 0.19% (examples.
nitrosamines in the case of products contamning dinitroanilines or containing secondany or
tertiary aminesqaikanoiamines plus nitrites: poivhalogenated dibenzodioxins and
dibenzofurans) [Note that in the case of nitrosamines both fresh and stored samples should
be anaivzed.}

Complete and detailed description of each step in analvtical method used 10 analvze above
samples

Statement of precision and accuracy of analviical method used to analyze above samples
[dentities and quantities (including mean and standard deviation) provided for each analvzed
ingredient .

The test material is 1o be the purest pesticidal grade commercially produced prior to
intentional addition of inens. Generaily, this test material is the same as that used {~r
certain nontarget and human hazard testing and 18 identical to, or equivalent to the wohnical
grade. Any differences from the test substance used for hazard westiag should be noted.

Cﬁwmﬁarmﬂma'mmmmundmmumwdhmm.'
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S5uBSinision M
Guideline Ref. No. 1518.15
December 24, (589
151B-15 Ceruficauioa of Limiws

ACCEPTANCE CRITERLA

Does your stody mest the following acceplance criteria?

L

-
-

Upper and lower cenified limils proposed for cach active ingredient and intentionally added
inert along with explanation of how the Limits were determined

Upper certified limit proposed (or each impurity present a1 2 0.1% and (or cerin
oxicologically significant impurities at < 0.1% along with explanation of how each limu s
determined

Anaiytical methods 1o verily certified limits of each active ingredient and impunties (later
not required if exempt from requirement of tolerance or if generally recognized as safe by
FDA) are fully descnbed .

Analvtical methods (o venlfy certified lLimits validated as to their precision and accyracy

Critetia marked with a * are supplemental and may not be required for every study.
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Subdivision
Cuideline Ref. No. 1513
December 21, {4
151B-17 Physical and Qlemical Properties

ACCEPTANCE CRITERIA

Does your study meet the following acoeptance criteria?

A Coler

B. Physical Suate

C. Cdor

e——

D. Melting Poimt

E. Boing Point

Verbal description of coloration (or lack of it)
Any intentional coloration ailso reporied in terms of Munsell color system

Verbat description of physical state provided using terms such as “solid. granular,
volatile liquid® -
Based oa visual inspection at about 20-25°C

Verbal description of odor (or tack of it) using terms such as “garlic-like,
charactenstic of aromatic compounds”
Observed at room temperature

Reported in °C
Any observed decomposition reporied

Reported in *C
Pressure under which B.P. measured reported
Any observed decomposition teporied

E« Density, Bulk Density, Specific Gravity

.

G. Solubility

H. Vapor Pressure

Measured at about 2(-2:°C

Density/dulk detsity repnrted in g/ml gf the specific gravity of liquids reported with
reference (0 water at 21'C {NOTE: For a solid in particulate form 8 measurement
of bulk density msy be subst.tuted {or measurement of density.}

Detwsrminaed {n distilled water, n-octanol and representative polar and non-polar
solvents, including those used in {ormulstions and anaiytical methods for the
pesticide

Massured at about 20-25°C

Reported ia g/100m! (other units like ppm acceptable if sparingly soluble)

Measured at s25°C (or calculated by extrapolation from messurements made at

Criterts marked with a * are supplemental and may not be required for every study,
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Subdivigion
Cuigeline Ref. No. 155,17
December 23 1939

higher temperature if pressure too low tc measure at 25°C)
Experimental procedure descnbed
Reported in mm Hg (torr) or other conventional units

L pH
Measured a1 about 20-25*C
Measured following dilution or dispersion in distilled water
- 1. Stability
Sensitivity to metal ions and metal determined
Suability at normal and elevated temperatures
—  Sensitivity to sunlight determined
K. Flammability

Flash point reported in °F or *C
Flame extension or flame projection reporied (0 nearest centimeter Or nearest inch _

—

L. Storage Stability

Product stored in its commercial package or smailer one of same construction and
materials .

Amount of active ingredient determined in product at beginning and end of iest
period (duration of at least one vear of for a product which degrades sufficent
duration to support expiration date)

Any deterioration or degradasion products determined

Product examined for physical changes at end of test

Product stored at sbout 20-25*C (and 50% relative humidity if permeable packaging;
Qr under warehouse conditions reflecting expected storage

Repornt inciydes duration and conditions of siorage. quantitative analvses of active
ingredient, and identiflcation of any deterioration. degradation products, or phvyial
changes (and consequences of latter on safe handing and use of product)

M. Viscosity
—. Determined at about 20-25°C .
- Reported in poises, stokes. or other conventional units
N. Miscibilicy
—umee Detsrmined st about 20-25°C .
— Product mixed with petroleum solvenis whose composition reflects those on label and
a1 rate o8 label
——e Mixture sxamined for separstion after 30 minutes

Criteria marked with a * are supplemental and may not be required for every study.
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Subdivision M
Guideline Ref ~No. 151317

Decamber 24, (389

Q. Corrosion Chanacteristics

Data on corrosion characteristics provided (experimental method described) of -
reasonabie explanation given for lack of corrosiveness based on nature of product

(e.g.. lack of extreme pH: unreactuve)
P Octanolwater Partit.on Coefficient
—  Measured at about 20-25°C

Experimentaily determined and description of procedure pvided (preferred method-
45 Fed. Register 77350)

Data supponing reponed value provided

Criteria marked with & * are suppiemental and may 6ot be required for every study.
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Sebdivision M
Guideling Ref Ng (523,10
December 24, 1589
152B-10 Acute Oral Toxicity

ACCEPTANCE CRITERIA

ar srudy meet the following acceplance criteria?

Technical form of the active ingredient tested. (for reregistration only)
At least 5 young adult rau/sexgroup
Dosing, single oral dose or in fracuons over 24 hours.
Vehicle control if other than water.
Doses tested, sufficient (0 determine a toxicity catagy or a limit dose {5000 mg'kg).
[ndividual observations at least once a. day.
Observation period 10 last at least {4 days. or until all test animals appear normai whichever
is longer.
[ndividua! daily observations.
Individual body weights.
Grots necropsy op all animals. _
——

Criteria marked with a * are supplemental and may not be required for every study.
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Subdivision \
Cuideline Raf. No 1523441

December 14, 1389

152B-11 Acute Dermal Tomdry

ACCEPTANCE CRITERIA

Does your smdy meet the following accepunce critena?

1. _ Technical form of the active ingredient 1ested. (for reregistration oniy)

20 Al least 5 animalsisex/group

3.*___ Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350-450 gm.

4. ___ Dosing, single dermal

5. Dosing duration at least 24 hours.

6.*____ Vehicle control, only tf todcity of vehicle is unknown,

7. Doses tested, sufficient to determineg a toxicoty catagory or & limit dose (2000 mg kg

8 ___ Application size clipped or shaved at least 24 hours belore dosing

9. . Application site at least 10% of body surface arca. '

10. ____ Application site covered with 2 porous nunirritaung cover to retain test material and o

prevent ingestion.

.o il. __ Individual cbservations at least once 3 day. — T T
- 12, ___ — Observarion period to last at feast 14 days.-or-unul all test animals appear normal whichever

is fonger.
13. ___ Individual daily observations.
140 [ndividual hody weights.
s 18 Gross necropsy on all animals.

Criteria marked with a ® are supplemental and may not be required for every study,
C.24



I |

./-“-

Subdivision M
Guideline Ref. No. 1528.12

December 24, 1989

1528-12 Acute [nbalauoa Tomcty
ACCEPTANCE CRITERIA

Doa your study meet the foliowing acceplance criteria?

1
"

Technical form of the active ingredient tested, ((or reregisiration only)

Product is a gas, a solid which may produce 2 significant vapor hazard based on toxicuy and
expecied use or contains particles of inhalable size for man (aerodynamic diameter 15 um or
less).

At least 5 young adult raissex/group.

Dosing. at least 4 hours by inhalaton,

Chamber air flow dynamic. at least 10 air changes/hour, at least 19% oxygen conrtent.
Chamber temperature, 22° C (£2°), telative humidity 40-60%.

Monitor rate of air flow,

Monitor actual concentrations of test matenial in breathing zone.

Motor «crodynamic parucle size (or aerasols.
Doses tested, sufficient to determine a toxicity category or a limit dose (5 mg/L actual
concenatration of respirsble substance).

Irdividual observations at least once 3 day. -
QObservation period (o last at least t4 davs. or until all test ammal.s appear normal whichever
is longer.

{ndividuai daily observations.

Individuai body weights.

Gross necropsy on all animais.

Criteria marked with a * are supplemental and may not be required for every study.
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Subdivision A
Cuideline Ref No. 1£28.1

December 21, 158

152B-13 Primary Eye imriuuoa
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

L .. Technical form of the active ingredient tesied. (for reregistration oniy)

L o Study oot required if matenal u corrosive. causes severe dermal irriation or has a pH of ¢ 2
or 2 115,

3.0 6 adult rabbits

4. ____ Dosing. instillation into the conjunctival sac of one eve per animal.

St Dose 0.1 mlifa liquid 0.1 ml or not more than 100 mg if a solid. paste or  -ticulate

substance. - :
6. Solid or granular test material ground to a fine dust.
7 Eves not washed for at least 24 hours.

8. Eves examined and graded for irncation before dosing and at 1, 24, 48 and 72 hr, then daily
until eves are normal or 21 days (whichever is shorter).
9. ladividual daily observations,

Criteria marked with a * are suppiemental and may not be required for every study.
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Subdivisien ™M
Guideline Rel Ng. 13:3.14
December 24, 1989
152B-14 Primary Dermal [mation

ACCEPTANCE CRITERIA

Does your study meet the foliowing acoeptance criteria?

LT

L —
- (=Bl R b
- »

Technical form of the active ingredient tested (for reregisiration oniy)

Study not required if material is corrosive or has a pH of ¢ 2 or 2 11.5

6 adult animals.

Dosing, single dermal.

Dosing duration & hours.

Application site shaved or clipped at least 14 hour prior 1o dosing.

Application site approximately 6 cm*,

Application site covered with 2 gauze paich held in place with nonirritating tape
Material removed, washed with water, without trauma 1o application site
Application site examined and graded for irnwtion at 1. 24, 48 and 72 hr, then dailv unul
normal or 14 days (whichever is shorter).

[ndividuzl observations for the enure day of dosing,

Individual daily observations,

<

Criteria marked with a ® are supplemental and may not be required for every study.
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‘ Subdisinion M
| Guideline Ref. No 1323.135

December 14, 1989

. 152B-15 Hyperseasitivity
' ACCEPTANCE CRITERIA
| Does your study meet the foliowing acoepuance criteria?

Technical form of the active ingredient tested. (for reregistration only)
Study not required if matenal is corrosive or has a pH of ¢ 2 or 2 115
One of the [ollowing methods is untized:
= Freund’s complete adjuvant test
—— CUiNCR pig maximization test
‘ —— Split adjuvant technique
\ — Buehler test
—.Open epicutaneous test
e Mayer optimization test
, . Footpad technique in guinea pig
| — Other test accepted by OECD (specify)

1y e

: Complete description of test )
5 Reference for test.

8. Test foliowed essentially as described in reference document.

7.° Positive control included.

.’0

Criteria marked with & * are supplemental and may not be required for every study.
| c-u8



ATTACHMENT F

LIST OF ALL REGISTRANTS SENT THIS DATA CALL-IN NOTICE




Page

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

LIST OF ALL REGISTRANTS SENT THIS DATA CALL-IN NOTICE
Case # and Name: 4079 Putrescent whole egg solids

cd; Nr. Company Name - Additional Name Address City & State Zip

004866 INTAGRA, j8C. B500 PILLSBURY AVE. SOUTH MINMEAPOL IS MN ‘ 5%420

i



ATTACHMENT G

COST SHARE AND DATA COMPENSATION FORMS

—_



— -

United States Envirenmental Protection Agency | Form Approves

Washingten, DC 20450 ous
Mo, 2070.
\"l" CERTIFICATION WITH RESPECT TO o AT
DATA COMPENSATION REQUIREMENTS| anproval Explres 12.31.43

Public reporting burden for this coliection of information is estimated 10 average 15 minules Ser response; including
lime for revigwing iNSINUCLIONS, $8ArEHING existing Jals sources, gathering and Maintaining the Jala needed. and
compisting and raviewing ihs collection of inormation. Send commaents regarding he burden estimate o any other
aspect of this collection of information, inciuding suggestions for reducing this burden, to Chief, Information Paiicy

Branch, PM-223, U.5. Environmenta! Protection Agency, 401 M St.. S.W., Washington, DC 20480 and 10 the Ofce
of Managemant and Budget, Paperwerk Reduction Project (2070-0106), Washingtan, DC 20503.

Pisase 1lll In blanks befow.

Company MName

Froduct Name ) EFA Reg. No.

| Centity that:

1. For sach study cited in support of registration er reregistration under the Federal Inssclicids, Fungicide and
Rodenticde At (FIFRA) that is an exciusive use study, | am the original data submitter, of | have oblained the
wrilen permission of the oniginal data subwmitter 1o cite IRat study.

2. That for each stucty cted in support of regisiration or reregistration under FIFRA that is NOT an sxciusive use
study, [ am the onQinal data submitler, or | have cbiained the written permission of the onginal data submimer, or !
have notified in writing the company(ies) that submitted data | have cited and have offered 10 (3) Pay

compensation for those data in accordance with sections J(¢)(1){0) and 3{&)(2)({D) of FIFRA; and (b} Commance
negotiation 10 determing which data are subject io the compensation requiremant of FIFRA and the amount ot
compensation due, & any. mWsIMo notiied are:

[] T™he companies who Nave submitied the studies lsted on the back of this fom or stached
shests, of indicated on the attached "Requirements Status and Regisitans’ Response Form,*

3. mrmmmmuﬁmucumo)ofFlFRAlorthcmdmlmanhamnd
regisiration or reregistration under FIFRA.

Mame snd Tite (Piease Type or Print)

- GENERAL OFFER TO PAY: | heraby offer and 30706 10 pay compensation 10 olher Dersons, with regard 1o the

1eQistration of reregisiration of my procucts, 10 the onm required by FIFRA sections J(c)(V)(D) and XeH2)(D).

Signoture . ' Date

Name snd Tithe (Plesse Type ar Print)

__ _BPA Fum ATO-3Y (4000 U — -




Uniteg States Eavironmental Protection Agency m v
S washingten, DC 20460 ¢ Form Appraved
\"’ CERTIFICATION OF OFFER TC COST |OU8 Ne. 10700104
SHARE IN THE DEVELOPMENT OF DATA|apsrovel Expires 12.31.92

Public repornting burden for 1hus coliection of information is sstimated 10 average 15 minutes par responss. including
Lme for reviewing iNStn CLiONS, $earching existing dala sources, Jaithenng and maintaining the data needed. ang
compieting and reviewing the collection ot inlormation. Send commaents regarding the burden estimate or any other
aspect of this collection of irformation, inchuding suggestions for reducing this burden, 1o Chisf, iIformation Policy
Branch, PM-223, U.S. Environmental Protection Agenrcy, 401 M St., S.W., washington, DC 20480; and to the Otfice
of Managemem and Budget, Paperwork Reducluon Project (2070-0108), Washingion, DC 20503,

Please il in blanks beslow.

Coampany Name

Product Name - EPA Reg. No.

| Cartity that:

My company is willing to develop and submit the data required by EPA under the authority of the Federal
Insecticide, Fungicide and Rodenticide Act (FiFRA), if hecessary. However, my company would prefer (o
snier into an agresmaent with one or More registrants 1o deveiop jointly or share in the cost of deveioping

daa
My firm has cffered in writing 1o enter in1o such an sgresment. Thai offer was irevocable and inciuded an

offer 10 ba bound by arbitration degision under section 3(c)(2)(B)(iii} ot FIFRA if final agresment on all
terms could not be reached otherwise. This otfer was made (o the follewing firm{s} on the fellowing

date(s):

Hame of Pirm(s) Dats ot Otfer

I certily that | am duly suthorized to represent the company named above, and that the statements that | have made on
this form and sl attachments therein are true, accurate, and compists. | acknowiedge that any knowingly faise or
misieading statement may be punishable by fing or imprisonment or both under applicable iaw. '

Signature of Company's Auvtherized Reprasentative

Name and Tite (Pleass Type or Prin))




| certify
‘true, accurate, and complete. | acknowledge that any kn
statemnernt may be punishabie by fine or imprisonment or both under apphcabio law.

that the stltmmslhmmadoonthnsformmd' _attachments thereto ars

owingly faise .or misleading

“3 l‘d"ui::l:;;'n’o‘c Sn AGErSYy | MGIvaLor SWACAS ‘3T EFA FEGEUELIN NumDer .
[anad raved
SEPA  Product Specitic 2 ezees
Data Reg_c_m Scpren 113549
[ Temtgnet | 4m SOMPIyINg =t {For EPA Use
' reguired for my | Cata Bequ.remerrs By . Oniy)
:::’."'::‘:; procu:! e I Susrmiung Sata Aceansion
. Narme of Tast I Ciung MR D No &MMJ numbery
1 14 wr, —~n
Sec. 158,120 w' S el Atigred
Proguct
Chemistry
#1.1 ety of ngredients
$1.2 72 | Sutement of comporton
81:2(h) | Dasussen of tarrmaton of ingredients
2-1 Prajimirasy AfAlyRS
83-2 Cartrticanon of Mty
82.3 ANBivi:Chl Mathods for sridrosment imrts
632 Caler .
833 hvaical sate
834 Oaer
835 Malting pewnt
834 Boiling poimt - .
7 Dersity Dyik-gengty of ﬁl_?.exﬁejrlvdy
434 Solubility
[~ 2] VapOr protsure
4310 Oissociation aonstant
1 Cclanet/water paruhion sosfticiant
&1 PH .
6213 | Staputy
8314 Ouidizing /i reduing reactisn
838 Flammasility
8318 Exploaadility T
5317 Storage stabiiity )
13 Visaoeity -
83.1¢ Wiscibility -
00 Corrosion Chasaeterisuies ~
321 Dielectric breshdown vorage —
Sec. 158135 .
Toxicology
§11 Acute orsl tomiciy,_cat ’
9.2 Acue dermal wowieity, rabbit /T8E /. DIig —
319 Taouw nhaisten waisey,re_
814 | Primary oye ivhasion, raax_ ﬁ;
418 Frimary dermal imusion
"4 Dermal sonaiizasion
- Certification

-—

e —r .
KPA Form 85004 (Rov. 5-58) Provious ation i 0DESINW.



YEPA

Pesticide
Reregistration

Use Profile

. Regulatory
History

United States Qfice of Prevention, Pesticides  21T100x
Ervironmental Protection And Toxic Substances June 1932
Agency iH-7508W)

R.E.D. FACTS

Putrescent Whole Egg

Solids

All pesticides sold or used in the United States must be registered by
EPA, based on scientific studies showing that they can be used without
posing unreasonable risks to people or the environment. Because of
advances in scientific knowledge, the law requires that pesticides which
were first registered years ago be reregistered to ensure that they meet
today’s more stringent standards.

In evaluating pesticides for reregistration, EPA obtains and reviews a
complete set of studies from pesticide producers, showing the human health
and environmental effects of each pesticide. The Agency imposes any
regulatory controls that are needed to effectively manage each pesticide’s
risks. EPA then reregisters pesticides that can be used without posing
undue hazards to human health or the environment.

When a pesticide is eligible for reregistration, EPA announces this
and explains why in a Reregistration Eligibility Document, or RED. This
fact sheet summarizes the information in the RED for putrescent whole egg
solids.

Putrescent whole egg solids are an active ingredient in pesticide
products registered for use as animal repellents to protect a variety of trees
and shrubs. These products are used in nurseries, large greenhouses and
forestry plantations, on a variety of forest, fruit and nut trees, conifers and
omamental woody shrubs. They are applied in dust or liquid form to
seedlings or full-grown trees and shrubs to repel black- and white-tailed
deer Roosevelt elk, and rnounmnbeavu '

EPA registered the first pesticide product containing putrescent whole
egg solids as an active ingredient in 1975. Currently, six repellent
products containing this active ingredient are registered. In 1985, EPA
exempted putrescent whole egg solids from the requirement of a tolerance
when used as an animal repellent in or on almonds (see 40 CFR
180.1071). Fresh eggs and egg products are “generally recognized as
safe,” or GRAS (see 21 CFR 170.3). '



Human Health
' And Environmentai
Assessment

Additional Data
Required

. Product Labeling
Changes Required

Regulatory
Conclusion

For Mouje
Information

Although EPA has developed a set of dam requirements for
reregistration, the Agency believes there is a category of pesticides for
which a reduced set of data requirements are appropriate. Such pesticides
may be exempt from the usual generic data requirements for toxicology,
residue chemisiry, human exposure, ecological effects and environmental
fate, without compromising human health or environmental safety.
However, some data requirements (such as basic product identty and
product chemistry data) usually are essential, and generally will not be
waived,

Putrescent whole egg solids are in this category of pesticides, and
EPA is waiving most of the generic data requirements for their
reregistradon. Egg solids are a common human food. Putrescent whole
egg solids (including inedible egg powder, dried whole egg and powdered
inedible egg solids) are produced from eggs that the U.S, Department of
Agriculture has declared inedible for human consumption due to cracked
shells or imperfections. They are, therefore, a natural product, high in
protein, fat, vitamins and minerals.

Used as pesticides, putrescent whole egg solids have a non-toxic
mode of action for repelling animals. They are presumed to be non-
persistent since they are organic and are known to rapidly degrade in the
environment. EPA has received no reports of adverse effects resulting
from their use. The Agency believes that no significant adverse effects to
humans or the environment are associated with the use of putrescent whole
egg solids as pesticides.

EPA is not requiring the submission of additional generic data for the
active ingredient putrescent whole egg solids. However, EPA is requiring
the submission of product specific data (product chemistry, acute toxicity
and efficacy). These studies are being required now, through the RED.

The labels of putrescent whole egg solid pesticide products must
comply with EPA’s current pesticide labeling requirements.

¢ The registered animal repellent uses of putrescent whole egg
solids are not likely to cause unreasonable adverse effects in people or the
environment, and are eligible for reregistration.

¢ The six registered products that contain putrescent whole egg
solids as their only active ingredient will be reregistered once product-
specific data and amended labeling are received and accepted by EPA.

EPA is requesting public commerits on the Reregistration Eligibility
Document (RED) for putrescent whole egg solids during a 60-day time
period, as announced in a Notice of Availability published in the Federal



Register. To obtain a copy of the RED or to submit written comments,
please contact the Public Response and Program Resources Branch, Fisld
Operations Division (H-7506C), Office of Pesticide Programs (OPP), US
EPA, Washingwon, DC 20460, telephone 703-305-5805.

In the future, the putrescent whole egg solids RED will be availabie
from the National Technical Information Service (NTIS), 5285 Port Royal

Road, Springfieid, VA 22161, telephone 703-487-4650.

For more information about putrescent whole egg solids or about
EPA’s pesticide reregistration program, please contact the Special Review
and Reregistration Division (H-7508W), OPP, US EPA, Washington, DC
20460, telephone 703-308-8000. For information about reregistration of
individual putrescent whole egg solids products, please contact the
Registration Division, PM-14 (H-7505C), ©PP, US EPA, Washington, DC
20460, telephone 703-305-6600.

For information about the health effects of pesticides, or for
assistance in recognizing and managing pesticide poisoning symptoms,
please contact the National Pesticides Telecommunications Network

{NPTN). Call toll-free 1-800-858-7378, 24 hours a day, seven days a

week, or Fax your inquiry to 806-743-3094.





