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1201 Constitution Avenue, NW

Wstingon, D.C. 2000450 T
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Re:  DuPont Submission Nos. 1-029 to 1-044
Test formulations: Described in the attached Index of Reports
CD Submission (Public version)

Dear Section 8(e) Coordinator:

On July 12, 2006, DuPont submitted a paper copy set of recently reviewed acute inhalation
screening studies which were identified by DuPont submission numbers 1-029 to 1-044 and
which contained Confidential Business Information (CBI). With this submission, DuPont is
providing a paper copy, company sanitized (no CBI), set of these same reports. An Index of
Reports is attached to this letter. Also enclosed for your convenience is a CD containing a full
copy of this submission (transmittal letter with attached Index and reports identified as 1-029
through 1-044).

Note that since the July 12" submission, it has been determined that some of the reports (which
are identified on the Index of Reports) within this submission group were previously provided to
EPA. Nevertheless, these reports are included with this submission as it is understood that prior
submissions to the Agency may have been damaged or destroyed due to a recent flooding event.
In addition, some of the reports are corroborative of information contained in previously reported
studies, but they are included in this submission as a precaution.

Please contact me directly if you have any questions or require further clarification.

Very truly yours,

Andrea V. Malinowski o omaont D
AAFR
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Attachment: Index of Reports 1-029 to 1-044 (2 pages)

Enclosure
e Paper copy of 5 reports identified as 1-029 to 1-044 (Public copy)
e 1 CD labeled Submission Nos. 1-029 to 1-044 (Public copy)
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Attachment
Index of Reports 1-029 to 1-044

Silane formulation

Previously submitted to EPA as part of the CAP

Previously submitted to EPA as part of the CAP

Carbamate formulation

Results corroborative of those in 1-031 (report numbet 11-86)

Silane formulation

Polymeric formulation

Polymeric formulation; test formulation same as or similar to submission 1-039

Results corroborative of those in 1-039 (report number 630-85)

449-88

Polymeric formulation; test fornulation sane as or similar to submission 1-039

Results corroborative of those in 1-039 (report number 630-85)

356-86

iPolymeric formulation; test formulation same as or similar to submission 1-039

Results corroborative of those in 1-039 (report number 630-85)

Polymeric formulation; test formulation same as or similar to submission 1-039

Results corroborative of those in 1-039 (report number 630-85)

Previously submitted to EPA as part of the CAP

PUBLIC COPY
COMPANY SANITIZED
NO CBI




351-88

Aqueous test formulation
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207-84

Polymeric formulation

146-86

Previously submitted to EPA as part of the CAP

149-86

Polymeric formulation

Results corroborative of those in 1-042 (report number 146-86)

INo report submitted for this number

PUBLIC COPY
COMPANY SANITIZED
NO CBI




Acute Inhalation Studies — 1™ Submission July 12, 2006
Extreme/High Classification

¥

DuPont Submission No. Report No.

/=43 / /=540

CONFIDENTIAL BUSINESS INFORMATION REDACTED
PUBLIC COPY
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Haskell Laboratory Report No.‘_ll‘-85>

) - E. I.:du Pont de Nemours .and Company
Haskell ‘Laboratory for Toxicology and Industrial Medicine
P. 0. Box- 50, £lkton: Road
Rewark, Delaware” 19714

Date Issued: January 13, 1986
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- Inhalation’ Approximate Lethal Concentration (A.C) of
. r -
E .. ...{Plant Lot #1)
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SUMMARY

Groups o male Cri:CD®(SD)BR rats were exposed to aerosol atmospheres
ofg _[(Plant Lot #1) for a single, 4-hayr period. Under the
conditions of this. test, the ALC f‘orﬁl {Plant Lot .#1) was 78 mg/m3
of particulate. This material is considered .extremely toxic on an scute
inhalation basis,~- -~ -~ - - - P
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Haskell Laboratory Report No. 11-86

MR No. 7272-001

Haskell No. 15,682

r~ .
Material Tested: . i ;:](Plant Lot #1)

Sponsor:

Material Submitted By:

Jest Facility:

Study Initiated - Completed:

Notebook E-35818, pp. 95-139.

There are 7 pages in tﬁis report.,
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INTRODUCTION

In a previous teS§ 1;; as extremely toxic on an acute inhalation
basis (ALC of 76 mg/m R 2-86)." The purpose of this study was to
determine a 4-hour inhalation ALC for a sample off ,-_f;lhat was
produced during a commercial production run. The ALC was defined as the
Jowest atmospheric concentration tested that caused the death of 1 or more
rats either on the day of exposure or within 14 days post exposure. Except
as documented in the study.records, this study was conducted according to the
applicable Good Laboratory Practice Regulations. None of the deviations
noted affected the validity of this study.
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MATERIALS AND METHODS

A. Animal Husbandry

Young adult male Crl:CD®(SD)BR rats were received from Charles River
Breeding Laboratories, Kingston, New York. Each rat was assigned a
unique 6-digit identification number which corresponded to a numbered
card affixed to the cage. Rats were quarantined for one week prior to
testing, and were weighed and observed twice during the Quarantine
period. During the test, rats were housed ir pairs in 8" x 14" x 8"

* suspended stainless steel wire-mesh cages. The rat assigned the lower.
number in each. cage was tden'ifled by a :slash-in the right ear. Prior to
exposure, rats' tails and cage cards were color-coded with water-
insoluble markers so that individual rats could be identified after
exposure. .- Except during exposure, Purina Certified Rodent Chow® #5002

and - water were avai!able ad libitum«

B. Exposure'P}etosdl§f~ .

Groups of ‘6 rats, 8 -weeks -0ld and weighing between 227 and 274 grams,
were restrained in perforated, stainless $teel cylinders with conical -
nose pieces. Each. group was exposed nose-only for a single, 4-hour
period to an aerosol atmosphere of - (Plant Lot #1) in air.

Rats were weighed prior to exposure, and were observed for clinical signs
of toxicity during exposure. Surviving rats were weighed and observed
daily for 14 days post exposure, ueekends 1ncluded when warranted by the

rats’ condition..c-;

C. Jest nja'_f_grial
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Compositiob:”_

Contaminants:

Synonym:’

:Other Code: S léni ldt #1

Stability: ‘The’ test material was assumed to be stable throughout
the exposure phase .» the test.

Atmosphere Generation

Rerosol atmospheres ofp —Lere generated by
pumping the liquid test malerial into 2 Sprayvng Syslems nebulizer, Air
introduced at the nebulizer aerosolized the test material, and swept the
aerosol stream through. a 1-liter glass. cyclone elutriator. The cyclone
removed large particles by inertial impaction, while aerodynamic
particles pasced through the cyclone and: into the 38-liter glass exposure
chamber. For some exposures, additional dilution air was added to the
aerosol stream prior to its entering the exposuré chamber. .The chamber
exhaust .was drawn through a:cold. trap and a MSA cartridgp filter prior to

being discharged into the: hood. -

Analztica

The atmospheric concentration of . {Plant Lot #1) was

- determined at - approximately 30-minute intervals duiing each exposure by

gravimetric analysis. Calibrated volumes of chamber atmosphere were
drawn_from the rats’ breathjag zone through preweighed Gelman® glass
fiber filters. Filters were weighed:on.a Cahn Model 26 Automatic
Electrobalance®. The atmospheric concentration of particulate was
calculated from the difference between the pre- and post-sampling fllter

_ueights.v

Particle size (mass wedian. aerodynamic diameter and percent
respirable) was determined with a. Slerra Serfes 210 cascade impactor
at least once during each’ exposure. i Dnring each exposure, chamber
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temperature was weasured'with"a mercury theémometer, relative humidity
was measured with a Bendix Model 566 psychrometer, and chamber oxygen
content was measured with a Bro"arine’ Model 225 oxygen analyzer,

Records Retention_

A1l raw data and. the final report will be stored in the archives of
Haskell Laboratory-for Toxicologv and ‘Industrial Medicine, Newark,
Delaware, or in the Du Pont Hall of Records, E. 1. d. Pont de Nemours and

COmpany, Hilmington Delaware. -

e

RESULTS

Exposure Conditions and Associated Mortality

A mist was visible in the chamber during all exposures with tie aid
of a flashlight and a darkened room. Chamber temperature ranged between
21-23°C, relative humidity ranged from 26-38%, and chamber oxygen content
was 21%. Atmospheric cha;:cterization and assoc:ated rat mortality data

are summarized, be]ow.

Characteriza'ion of[—- :](P'ant Lot #l) Atmospheres
and Assocrated Rat Hortality

Particulate . 3 . :
Concentration (mg/m y . % hb'*;j, T Mortality
Mean S, D "Range — Respirable’’ i;ﬂMD(um)c (# deaths/# exposed)

‘81 6 1 '_45-'-=‘j-_62. L 9% - 0.90 0/6
78 13 67 -'i00 97 . 0.84 ©1/6
79 25 49-130_ . 9% , . 1.4 0/5
ioo 80 90-1i10° 98 . 0.70 5/6
130 13 100 - 140 >99¢ - . ., 389 6/6

b Represents the concentration of active ingredients only (water excluded),
Percent by weight of particles with aerodynamic diameter less than 10 um,

d Mass median’ aerodynamic diameter. -
Two_particle -size samples were taken during'thfs exposure. The reported

value is au'average of the two samples.np

One additional exposure was’ atteupted but not completed due to
difficulties udth the generation system. o )

R -.:6 -
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Clinica) Observations

During or immediately following exposure, rats in3all groups had red
nasal or ocglar discharges. Rats exposed to 100 mg/m” and rats exposed
to 130 mg/m~ had labored or rapid breathgng, lethargy and partially
clossd eyes.. One rat exposed to 78 mg/m> and one rat exposed to 1303
mg/m~ died during exposure. In add1tton 2 rats exposed to 130 mg/m

died withtn 3 hours after exposure.'

Dur1n9 the postexposure period, most rat deaths oscurred within 1
day after exposure, although 1 rat exposed to3100 mg/m” died 3 days
after exposure,-and-1 rat~exposed to 130°'ma/m~ died 2 days- after
exposure. Rats that survived exposure to: . lant Lot #1) had
minimal weight loss (average less than 2% of initial body weight) 1 day
after exposure, fo}lowed,by normal! weight gain, Three of 6 rats
exposed to 79 mg/m” had lung noise 1 dgy after exposure, and 1 of 5
rats that survived exposure to 78 mg/m> had hair loss from the perineal
area on the 4th to 14th day after exposure. No other adverse clinical
signs:were observed in rats that survived exposure to: Nant
Lot #1). The 1 rat that died 3 days following exposure to 100 mg/m> lost
17% of initial body weight and ‘had labored- breathing,.pallor,
yellow-stained perineum and hunched: posture3before it died. The 1} rat
that died 2 days after exposure to 130 mg/m> lost 12% of initial body
weight and had dry red nasal and ocular discharges before it died.

- 'c.onmfswr{ o
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Under tge conditions of this study, the ALC foj ‘Plant Lot #1)

was 78 mg/m” of particulate. . This material is cgnsidered extremely tOXlC on

an acute inhalation basis (ALC less than 80 mg/m

:': -‘:_?:»g.--_? -
= r .

1 Calculation described in: Sierra lnstruments, Inc., Bulletrn 7- 79-2191"
Instruction Manual > - Serjes ‘210 Ambient- Cascade. -Impactors and CYCLONE

Preseparators. - - - . . .. ..

o




