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S February 25 1992

coMPANy SANITIZED

o Amoco Corporation
92 r EB =? b Ph 2 29 200 East Randolph Drive °
. . . .Chicago, flinois 60601
C Environmental Affairs & Safety Depariment

" 312:856-3434
Facsimile: 312-856-7584

Rlcham A, Symuleski
-’ Manager, Env:ronmemal Conservalmn
o onducl Salerv ana Toxicology

BENG- 02920 35Y T WIT

o Document Processmg Center (TS 790)

.. “*ATTN: -Section 8(8) Coordi tr(CAPAg ement)
- Office of El!'%;?: Sule)sta?\?:resma;o 7 resmen 99 99200w00

-.'Enwronmental Protectlon Agency

o 401 M Street, S:W.

' f--Wa.,hmgton, DC 20460

- CONTAINS CONFIDENTIAL BUSINESS

o ‘.'Dear SI( or Madam : ' o . INFORMATION

. .-CAP__VIdentlflcatlon Number :. 8E1CAPéO11 2 ’
. __'Category Unlt In. B 2.b. '

L '»Th|s notlce is bemg submltted in accordance with the TSCA Section 8(e) Comphance A

"':;'A__'Audlt ‘Program’: (CAP)- and . the CAP Agréeement (56 FR 4128, 56 FR 19514 and

56 FR 2). Information in this notice was obtained from a designed, controlled study

on Amocool HD Soluble OI| i o ,The components of this material are as

i follows

=- Solvnnt refined paraffinic petroleum oil

- ‘2-But_:oxy' ethanol (Q/}S)@V /1l - 7@ 2. ')
' safon (o Cv7

- Petroleum sulfonate

The study ehtitled "Acute Inhalation Toxicity Study of Amocool HD Soluble Oil
in Rats" was conducted as part of our research and development
corkin tox:coloay and our nroduct stewardshlo efforts. .

I'he matenal was adminigtered as a vapor/aerosol by nese-only inhalation to a single

.group -of five male and five female rats. The rats were exposed to a respurable Ilquud
' aerosol concentratlon fi.e. = 10 mncrons) of 1 78 mall. :

Sanmzcd \/C rsion
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S ;Document Processmg Center (TS 790)

'Frve rats dled dunng the study. - Therefore, the 4-hour acute mhalatnon median lethal

'concentratlon (LC.,).of Amocool HS Soluble Qil in male and female

".1“'~rats was estlmated to be 1.78 mgll. -

i Al deaths occurred wnthm one or two days subsequent to exposure Dark red and/or
. mottled. Iungs which remalned inflated when rernoved were observed in the dead rats
- ,at necropsy Frndmgs in the fwe surviving rats were within normal |Imlt8.

o

. nfi ntl I| rnent ) '
This letter and the attachments contain confldentral business information. These

o - claims-are asserted pursuant to §14 of TSCA and to 40 CFR Part 2. All information
-clanmed ‘as confrdentral is boxed. A sanitized version: of this letter and the

- attachments are provided. ‘No public disclosure may be made of information in this

. letter or-attachment that has been claimed as confidential absent prior notification
- to Amo_co, pursuant to 40 CFR Part 2.

"‘:_"‘Response to the questlons in the dowment provided with the Compliance Audit
- Agreement (CAP) entltled "Substantlatlng Clalms of Confidentiality" are given below:

1.

Sanitized Version
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o you have any questlons concernmg thls data, please contact Dr. Susan L, Schmitt
",.,at”312) 856- 5792

| 'S'i_née‘r'él'y,- :
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 ACUTE INHALATION TOXICITY s'rumr oF
- AMOCOOL HD SOLUBLE OIL (. - )IN BATS

FINAL RE2ORT

;-_in'rm Project No. unoo
‘Study No. 1297 - -
-,:'l'est Article No. 514

: Contractor.

. IT Researct ..Irlsutute
Life Sciences Research
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Chicago, L 60615
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ACUTE INHALAWION

] AMQCOOL HD SOLUBLE OILC

- o ‘Study. No. 1297 ]
Test Article No. 514

; Study Inmatlon- November 18, 1987 °
Study Termination: - December 2, 1987
Amoco !D Number LF-8853

SUMMARY

XI.CITY S'I‘_UDY or.

N Amocool hD Soluble 011 i3 . . 'was admmistered as a vapor/aerosol by
',.nose—only mhalatlon t0.a. sxngle group ‘of five male and five female Sprague-Dawley .
“.rats.. The rats- were -exposed. to an uncorrected liquid merosol conecentration of 1.98
- mg/l. ‘The average particle size of the chamber atmosphere was 4.71 microns with 89.9%
- of the particles - measuring - ‘less than- 10 ‘microns. Thus, the rats were exposed to a
: respirable liquid aerosol concentratlon (1.e. < 10 microns).of 1,78 mg/l.

S vae rats dred durm,, “the study. Therefore, the 4-hour acute inhalation median
'.'lethal concentrat:on (LCey) of Amocool HD Soluble -Qil ( ). in -male and
. female rats was estzmateéq,o be 1, 78 mg/l. :

All deaths occurred wlthm one or two days subsequent to exposure. Slgmflcant
S chmcal signs- observed within 24 hours: following exposure consisted of rapid respiration

- . and a: snngle ineident of rales.’ Dyspnea was also observed later in the study. Surviving
* ‘rats-appéared normal within -2 “few days and gained weight during the study. Dark red-
- andfor ~mottled - lungs  which: remained Inflated when removed (i.e. edematous) were .
'observed in_ the: dead rats at necropsy. Findmgs in the five surv1v1ng rats were within -
normal hmlts. S : o

"STUDY PARTICIPANTS.._., Lo
Al.len Ledbetter and Marron Calow-Kasch, B S., Test Data Collection
_J Fred Krueger, M S., assxsted in the. preparatlon of this report.

Qblor. LodeTle /%8
Allen Ledbetter " Date

Study Director
“Life Sciences Research

Nl it 30/sg
Nabil Hatoum, Ph. D., D A B T. ~ Date

Director,-Amoco Toxlcology Program
Llfe Sciences Research '
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ACUTE INHALATION TO‘(ICITY STUDY OF

A‘\‘IOCOOL HD SOLUBLE OIL ( . % IN RATS
L INTRODUCTION
The purpose of this study was to determine the acute inhalation toxicity of
.Amocool HD Soluble oil { ' ) when administered to rats by a single nose-only
exposure. '
I MATERIALS AND METHODS
& Test Artic_l_e; Amocool HD Soluble Oil ( ), identification no.

LF-8_'853", Was_ _'receiv‘éd March 18, 1987. The test article was a dark red/brown liquid and
was st_ored in its original container at room temperature (approximately 22°C).

b Test 'Atm‘osbhe"e Generation: The generating system. used to produce a
v*por/aerosol mixture of the test article is described in Appendix 1.

¢. Animais: 'Vlale and female Sprague-Dawley »::s welghmg 100-125 g weve
purchased from Charles Rivar Sreedmg Laboratories, Inc., Portage, Ml, for use in this
study.. Upon arrival (11/11/87), the rats were held in quarantine for approxlmately one
week '-ahd examined caréfully to ensure their health and suitability as test subjects. Rats
selected for the study were identified by a uniquely numbered metal tag inserted through
the pinna of the right ear and by a cage card.

d. Food and Water: Purina Kodent Chow 5001 (Ralston Purina Company, St.

Louis, MO) and water supplied from a reverse-osmosis purifier by an automatic watering
system were available ad ‘libitum, except dur‘ing the exposure period.

e. Envnronment' During the quarantine and post-exposure observation penods,

the rats were housed individually in suspended stainless steel cages measuring 15.8 x 15.5
x 17.0 em. Deotized animal cage boards (Shepherd Specialty Papers, Kalamazoo, MI)
were provided beneath the suspended cages, except during the exposure. The rats were
‘confined in nose-only exposure tubes during the exposure. Air conditioned animal rooms
were maintained at épproxifnately 22°C and 40% relative humldlty. Fluorescent lighting
was provided automaticaliy‘ for 12 hours followed by 12 hours of darkness.

f. Methods.

1. Assignment to Groups. Rats were randomly selected for testing and

assigned to a single group consisting of five males and five females.
Tliere was no control group.

T RES_EARCH}#STZITUT_E S a nmzedVersmﬂ
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f Exgbs’ure. The rats were exposed for 4 hours (11/18/87) to a vapor/
_aerosol. generated from ‘a smgle batch of the test article. The target
’exposure. cpncen_tranon was 2 mg/l. The rats were placed in exposure

tubes and ‘,inserted into a glass and stainless steel exposure chamber
(Unif_ab_co:‘p., Kalamazoo, MI), the door of which was adapted to hold
nose-only exposure tubes.

3. Test _Atmosphere Monitoring: The aerosol concentration was
’d_etermi'he'd-f gravimetrica-lly by drawing a known volume of the test

atmosphere across an open-face filter and dividing the weight of test
article collected by the sample volume. The particle size of the aerosol
was det'e_r_niined twice during thve exposure using an Andersen cascade

impactor (Andersen Samplers, Atlanta, GA).

' Danly Observatlons. The test rats were observed approximately 1/2 and

1-3/4 hours after the exposure, and at least once per day for the
balance of the 14-day observation period. '

- 5, Body Weights: All test rats were weighed prior to the exposure, one

-week later, and immediately prior to necrop-y.

All rats which died during the study and/or survived to the

- 6. Necropsy:
B end of the observatlon period (12/2/87) were necropsied.

RESULTS'

a.> Mortality: Five ruts (three males and two females) died during the study.
No rats died during the exposure, but all five deaths occurred within 48 hours following

the exposure.

.b.  Chamber Concentration: The test article was generated as =&
vapor/aerosol. The nominal concentration based on the total amount of test article

consumed was 17.7 mg/L The gravimetric time weighted average (TWA) concentration
‘obtained was 1.98 mg/l with 89.9% of the particles measuring less than 10 microns, thus
resulting in an actual respirable concentration of 1.78 mg/L The average partxcle size
was 4.71 microns with a geometric standard deviation of 1.81.

c. - Chamber Condmons. The average chamber temperature was 22°C during
the exposure. . Relatlve humldxty averaged 4296

d. Daily Observations:  The inguinal fur of all rats was soiled with excreta
‘after the exposure due to confinement in the exposure tubes. Clinical signs observed

IIT RESEARCH INSTITUTE
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- £ _llowmg exposure mcluded rapld resprratxon, diseolored inguinal fur, test
"!-artxcle a_.__und ‘the. nose, dxscolored t‘acial fur, discolored paws, redness around the

' '_'nose/eyes and a single mcldent of rales. Dyspnea and single incidents of hypothermia and
ptosrs were also observed during the study Surviving rats appeared normal within a few

days A summary of climcal observatlons is presented in Table 1.

E e_._ Body \\erght- The mean 1mt1al body weights of the male and female rats
_ _"were 180 g. and 155 g, respectwely. The five rafs which survived gained weight during
o the study. Indlvidual and mean body welghts, and cumulative body welght changes are
’_ . summarlzed in Table 2. ' :

. f Gross Pathology_ ‘The lungs of the five rats which died were dark red,
'mottled and/or remamed 1nf1ated upon removal (i.e. edematous). Red fluid-filled smail
'ﬁ"__‘wlntestmes anda. whnte pancreas were also observed (Table 3). Findings in the five rats

' whlch survwed were ‘within normal llmlts._.‘ S

EVALUATION :

Based on the results of thlS study, the 4-hour acute inhalation median lethal
: '-concentratlon (LCSO) of Amocool HD Soluble Oil ( Y in male and female rats:
ina nose-only exposure was esumated to be 1.78 mg/L

* v QUALI’I‘Y ASSURANCE

Laboratory operatxons were mspected on December 2, 1987 by Larry Derrick.
The fmal ‘draft report was audlted on January- 15, 1988 by Julie McPhillips. All

_ | operatrons were found to be in comphance with IIT Research Institute Quality Assurance
- crrterra. Raw data generated durmg the study are retained in the IITRI Life Sciences

. 'Arc_hives 8s specnfred by standar_d operatmg procedures.

IITRESEARCH tNS*rITuTE - SamtazeVerSiOﬂ
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: _TABLE ) B

. Summary of. Mormlity and Chmcal Observatlons
. (5 Rats/Sex)

el » iy L , 'Mdence_
‘:’”»995&91@_ A - Males = Females

"Death
: B _‘ Rales
; D Dyspnea 3
. ‘Rapid resplratlon
"-’-._’_Hypothermia

D O O s O W

o V'.Test article around nose -
:Redness around nose
- Redness around eyes o
Ptosis i
o 'Soiled mg-umal area
' - - Diseolored mg-umal fur .
' »*-r-ll)lscolored t‘acml fur '

e Ul A LN O L UL Ul e U W e B

N s = O O

e i-:‘"‘:-Dlscolored paws

- T -RESEARCH INSTITUTE




TABLE 2" )

'Summary of Body Weights
(5 Rats/Sex)

MALES

) ‘.'Bd;dy W eigh_ts _(g),

_Animal

~ Cumulative Body

Weight Change (g)

" Number M S Weekl Week 2
s w4 -
Coss2. 1z 202 258

Cas wm S

Meanb 180 210 | 269
TR 10.6 14.8

_FEMALES

(Week 2 - Week 0)

86

98

92
8.5

_* Body Weights ()

Animal

Cumulative Body
Weight Change (g)
(Week 2 - Week 0)

Number ‘Week 0 - = - Week1 = Week?2
536 . 160 - -
537 151 o 1m 189
538 158 | - | -
539 158 178 : 189
540 150 168 185

Mean 155 172 188
S.D. 4.6 40 2.3

8. = rat died following exposure.
S.D. = standard deviation

1T RESEARCH INSTITUTE
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35

35
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TABLE 3

Summary of Gross Necropsy Findings
. (5 Rats/Sex)

: A _ Incidence
Ob‘séhvétiori _ - i : . Males Females

o T_.No gross lesxons o 2 3
- _;’-.Lungs " v o R 3 ,
dark red - e . (2)8 - (2)
‘mottled ' o (1) -
remained mflated upon rémoval .’ . o
T (N edematous) . - (2) -
’ ;-'Small mtestme o I _
oo red C S (1) (1)
- t‘luld—fllled S o (1) -
_':'Pancreas o 7 .
" white - S _ () ' -

&/(N) = incidence observed in rats. whlch died during the study.
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* APPENDIX1

GENERATING AND EXPOSURE SYSTEM

. The generatmg system con31sted of a model i/4 J-SS air atomlzmg nozzle assembly

_'Vequxpped with’ a 1850 fluld cap and a 1342055 air cap (Spraying System Co., Arhngton
' 'Helghts, Illmors) The test artlcle was: s1phoned by air pressure from a metal reservoir,
through the spray nozzle (operated at 40-60 ps1), and into the exposure chamber.

= The exposure was. conducted in a starnless steel and glass chamber measuring 68.6 x

| 9¢ ‘ 68 6 cm (0 5 m3), the door of which was adapted to hold nose-only exposure

) “m‘bé's;._ Chamber anrflow was 37-100 llters per minute and the chamber was operated
.'under a shght negatwe pressure (1 e. 0. 18-0 4 in. HZO)

The test article vapor/aerosol entered the exposure chamber through a hole in the

' -~_rear of the chamber and: passed immedlately through an atomization plenum. This

o plenum was’ used to. 1mprove the distribution. of the test artiele vapor/aerosol within the

| chamber, and to reduce the size dxsparrty of the aerosol. - The atomization plenum was

' ';_constructed from a. 6 mch dxameter steel ductmg and was posmoned at the top of the |

- -'cubncal portxon of the chamber. The test artlcle which was entrained within the plenum

| “was- pumped into a. waste contalner using .an FML ‘pump (Fluid Metering Inc., Oyster Bay,

'_N__-Y ).. The test article vapor/aerosol exnted the exposure chamber through an exhaust

' line"located at the bottom of the chamber. The chamber- air was exhausted through a
_ .flltermg system before being dlscharged to the outside enwronment. : '

IIT RESEARCH INSTITUTE
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| '-CEﬁTlFICATE OF'-AUTHENTICITY

THIS ls TO CEHTIFY lhat lhe m!crolmagas appearlng on this microliche are accurate '

. 'and complete teproducllona af the records of. U.S. Environmental Prolecllon Agency
- ; dncumams u deliverad in the. regula: course ol bualness for mlcrolll?ps

f.__'nnupmdum (2 3092 Wk ‘d

(Momh) ~ (Day) (Vear) . Camera Qppralor

“Place - Syracuse .~ New York
' ,(Clly) o (State) .
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