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U.S. EPA
Office of Pollution Prevention and Toxics
Document Control Office (7407M)

1200 Pennsylvania Ave., NW S
Washington, DC 20460 . =
Attn: TSCA Declassification Coordinator e L0
o ¢ 7
Re: Declassification Activity-Health and Safety Filing P,
8EHQ-0892-10394 (EPA DCN 88920008688) 2
Dear Sir/Madam:

The Procter & Gamble Company (P&G) provides this submission to amend the Public Display Version
of our submission pursuant to the TSCA Section 8(e) Compliance Audit Program (CAP) under terms of

CAP Agreement # 8ECAP-0003.

33\ \ 0

The Procter & Gamble Company
NA Regulatory & Technical Relations
One Procter & Gamble Plaza (C-6)
Cincinnati, OH 45202

WWW.pg.com

This amended submission is composed of the following:

(a) new information provided in this cover letter and its attachment(s); and
(b) the unaltered original submission which directly follows.

Any CBI substantiation which appears in the original submission is no longer applicable as the
information which was originally claimed CBI is disclosed in this revised submission.

Should you have any questions concerning this amended submission, please contact me at (513) 983-

2531 or froelicher.im @ pg.com.

Sincerely,

THE PROCTER GAM_BLE COMPANY

Julie Froelich

NA Regulatory & Technical Relations Manager
The Procter & Gamble Company

One Procter & Gamble Plaza

Cincinnati, OH 45202

(513) 983-2531

froelicher.jm@pg.com

8EHQ-0892-10394
EPA DCN 88920008688
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Attachment 1

Public Display Version

Chemical Identity

|
| Water
Isopropanol
|
|
| Pine oil
Ammonium hydroxide

Potassium hydroxide

Fatty acids, C8-18 and C18-unsatd.

Benzenesulfonic acid, 2,5-dichloro-4-[4,5-dihydro-
3-methyl-5-ox0-4-[(4-sulfophenyl)azo]-1H-pyrazol-1-
yl]-, disodium salt

9,10-Anthracenedione, 1,2-dihydroxy-
Benzenesulfonic acid, 2,2'-(1,2-ethenediyl)bis-

[5-[[4-[bis(2-hydroxyethyl)amino]-6-(phenylamino)-
1,3,5-triazin-2-yllamino]-,disodium salt

CAS RN

67701-05-7

6359-98-4

72-48-0

4193-55-9

Fragrance

8EHQ-0892-10394
EPA DCN 88920008688
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August 19, 1992

Document Processing Center (T5-790) v - A
Oftice of Toxic Substances qu ’03?4 mt
Environmental Protection Agency $§92000665Y

401 M St. S.W.
Washington, D.C. 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

This submission is being made pursuant to the TSCA Section 8(e) Compliance Audit
Program and the terms of CAP Agreement # SECAP-0003. This report discharges our
Company obligation to report the attached data under TSCA Section 8(e}). The filing of
these studies does not indicate that we agree that "substantial risk" exists. We are
following the agency’s guidance and the terms of the CAP agreemant, but we expressly
disclaim that the filings reflect a decision that these materials pose any significant
human or environmental safety risks.

The material identified in the attached report as B7188 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The zeport is titled “Acute
Oral Toxicity (LDgg) Study in Rats”., Any correspondence relating to this submission
should reference study # 939-20028.

The attached study report indicates oral administration of the test material resulted
in pharmacotoxic signs including ataxia and decreased motor activity following oral
administration of 3160, 4640, 6810, 10000, and 14700 mg/kg of the test material.
Decreased respiratory rate, decreased limb tone, and prostration were observed in all
but the low dose group. Aggressive hostility was observed in the 6810 and 10000 mg/kg
groups, and absent placing reflex in the 4640, 6810, and 10000 mg/kg groups. The acute
oral LDgg is calculated to be 6408 mg/kg.

¥e 4o not helieve findings in this renort reasonably suppoart a conclusie

n
substantial risk to human health or the environment Nevertheless, we are submutting
this report to discharge any potential liability undar TSCA Section 8(e).

To our knowledge, this report has not been the subject of a prior submission to EPA
under the provisions of TSCA.

The specific chemical constituents and perceatage composition of this mixture is
claimed as confidential business information. A sanitized version of this submission
containing generic chemical names has been included as part of this submission.
Answers to the seven questions required to substantiate this claim of confidentiality
are provided below:

1. Confidentiality of the chemical constituents and their percentages should be
maintained indefinitely. There are no plans for this information to be otherwise
disclosed, and this technology has significant commercial value.

2. To our knowledge, there have been no government confidentiality determinations
made for this mixture.

3. The specific chemical identity and exact proportions of the constituents of this
mixture have not been disclosed outside the Company. There are no plans to
disclose publicly the exact composition of this mixture at any time in the

furure.




7.

4.

Measures for protection of the compositional information include “need to know”
internal restriction within the Company. An internal code is used t¢ protect the
identity of the material. Information is maintained in locked files, Employees
leaving the Company are contractually bound not to disclose Company secrets.

The exact composition of this mixture has not appeared in advertising or
promotional literature, MSD sheets, any publications or any other media available
to the general public or competitors.

Disclosure of the information c¢laimed as CBI would resulit in substantial harm to
the Company'’'s competitive position, This formula provides an important
commercial opportunity for a competitor. Knowledge of the exact composition of
this mixture could enable a competitor to duplicate the formula without R&D cost,
thus providing an unfair competitive disadvantage to the Procter & Gamble
Company. Development of this formula reguired many technically trained
personnel, hundreds of hours of research and development, and significant cap:tal
investment valued in aggregate ar . Any competitor
would normally be requized to make a similar investment to duplicate the formula.
Disclosure of this information would allow a competitor to duplicate the formula
without incurring significant R&D costs, thus doing substantial harm to our
competitive position.

The information we have identified as confidential is not health or saf-ty data.

Any questions concerning this submassion, may be directed to me at (513) 627-5551.

Sincerely,
THE PRCCTER AND GAMBLE COMPAMY

’

\kJL/¢m/ I,‘ffﬁw"
Richard H. Hall, Ph.D.~
Manager
Regulatory & Government Affairs
The Procter % Gamble Company
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| SPONSOR: The Procter and Gamble Company
TEST MATZRIAL: B7188
STBJECT: Acute Oral Toxicity (LDSO)
Study in Rats.
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Page 1

1. SYNCPS1S
The acute oral LDSb and 93535 confidence lixzits of combined male and
female rats were found to be: -

6408 (5144 — 7928) mg/kg.

191-169
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Page 2

TIST MATTRTAL

The test xzaterial was received from The Procter and Gamble Company,
Cincinngti, Ohio, on October 25, 1977. It was idemtified as '"Sample
Code B7188, Submitter code 37188, Request Lir. #BSBTS 473" and was re-
ceived as a vellow liquid.

191-189
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IIT. M=TICD
Twenty-five =ale anc 25 female rats of the Charles River CD strainm
(cbtained from Charles iiver Breeding Laboratories, Inc., Poftage. Mich-
igan) weighing from 2.20 2o 286 (pre-fasting body weight.) were used for
this study. The rats were housed by sex in groups of 5 rats per cage in
hangirg wire—mesh cages in remperature and humidiry controclled quarters.
They wvere mairtained in accordance with the recommendatioms c;'mtained in
H.E.W. Publication No. 74-23 (N.I.H.) entitled "Guide for the Care and
Cse of Laboraczory Ani:u.‘._s". The rats were conditioned for a minimum of
14 dayvs prior =Zo study Initiation. Water and Purina Laboratory Chow
vere available ad l1libi:zum, except for an ovemigﬁt period of 18% to 20
hours immediacely preceding oral adminiszration during which food, but
oot wvater, was wirhheld. ) . -
The test =iterial was administered orally by gavage, as received, .
undiluted, at =he following dosage levels to male and female rats: 3160,
4640, 6810, 10000 and 14700 mg/kg.
Five rats cI each sex were used at each dosagé 1ev£1.. Volumes admin-

istered were as follows:

3160 =g/xg level -~ 3.31 ml/kg.
4640 =g/kg level - 4.86 ml/kg.
6810 m=g/kg level - 7.14 ml/kg.
10000 =g/kg level - 10.48 ml/kg:
14700 =g/kg level - 15.41 ml/kg.

Observ.atia:s for pharmocotoxic- signs and mortality were made at 1/4,
1/2, 1, 2, 4 and 24 hours and daily thereafrer for a total of 14 days.
Body weights were recorded prior to fasting, immediately preceding dosing

and at 14 days. All razs which died on study vere subjected to gross
necropsy exami=artion as were all .survivors at th_e end of the 14 dav ob-
servation period.

191-169
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E Iv. RESTLTS

A. MORTALITY AND LDSG VALUES:
Dose -~ Mortalitv Data
Number of Deaths

Dosage Hrs. Da~s Total

Level (S 1 2 3 4 S 6 =14 Morralities
ng/ kg M F. M F M F M F M F M F M F M F |Male|Female i*ro:al
3160 { 2 o/5| 2/5 | 2710
4640 ‘ 0/5 0/s. | o/10
6810 1 1 2 1 1/5 4/5 5/10
10000 3 5 1 4/5 5/5 § 9/10
14700 5 S 5/5} ~5/5 10/10

Acute Oral LD-G,a:d 95% Confidence Limits
o) .
Combined Male anéd FTemale Rats:

Stzatistical Reference

6408 (5144 - 7928) mg/kg.

Computations were performed by Mr. R. Bruce, Statistician, The Proc-

ter and Gamble Company, using the computer program BLISS 17; written by

D. J. Finney, Universi:ylof Edinburgh, Scotland.
B. PHARMACOTCXIC SIGNS: )

See attached Appendix 2.
C. BODY WEIGHIS:

All surviving rats exhibited zmormal body weight gains with the ex-
ception of the male rat (#76972) at the 10000 mg/kg dosage level which

exhibited a less than normal body weight gain.
D. XNECROPSY FINDINGS: :

Necropsv observations were noted as indicated on pages 5 and 7.

191~169

e




: . International Research and Development Corporation

a

Page 5
1. Zats which diei during the studv period:
Gross Necropsy. ; Dosage Level mg/kg
Observations: : . Sumber Exhibiring Sign/Number Necropsied
: .
i

X . !

3160 <. «62) % 6310 I, 10000 - ; 14700
' i
'

Male E?emale ‘Male !Female |Male |Female Yﬁale Female iHale }Female

Lungs, con~
gestion

3 |
2712 t ! 1/1 VRETA 2/5 3/5 b 375
Stomach, fluid ' | .

filled 1/1 3/4 3/4 5/5 5/5 5/5
Stomach, dis- ; . ! ’
tension } 2/4 | 2/4 2/5

PRSI JUPUSIIY T PRSP

Stomach, mu-
cosa, thick-
ened ' . 1/1 2/4 1/5

Stowmach, mu-
cosa, hy-
veremia

Small intes-
tines, flu-~
id filled

1/1 1/4 2/4 4/5 3/5 4/5

s e § ————

1/1 1/4 1/4 3/5 5/5 4/5

Liver, mot~
tled color-~

ation 1/1 1 1/6 1/5
Crinarv blad- ' N

der, dis- T

rension 1/1

Stomach, glan—
dular mu—
cosa, cark
red foci t 174 1/4

Matred feces
around ano-
zenital re—

. b oyl

TS WGP AP Py

giom 172
] Drv red ma- ! |
4 terial : }
around ncse 1/2 _ 175 1»

’ 191-169
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Gross Necropsy

Dosage Level mg/kg
Observations:

Numder Exhiditing Sira/Number Necropsied

-

3160 | 4640 © 6810 | 10000 ' 16700

- - ' - - t ' — H
: Male "Tepale "Male TYTemale Male [Female iﬁale fTemale ' Male { Female

Stomach, con- l
tains bright

oily ma~

terial ) 172 1/4

Red stain

red or pink t
!
arounc mouch >

C1/1

—————

tain light red
o0ily ma- .
terial [

Iatestines con-| ! i

[
~
&~

1/4 1/5

Liver, pale
colcration

174 1!’4[

o i e v -

around mouth '

White stain i }
t 1/5

191-169
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1
l
{ .

2. Rats whizh were sacrificad following 11 davs of cobservatiom:
Gross Necropsv ' Dosage Level mg/kg
Observations: ‘ ' Number Ixaibiziag Sign/Number Necropsied
| - .
‘ 3160 ; 4640 6810 | 10000
' - T ;
, Male i?e:ale Male !Female Male | Female t!ale Female
; !
%o gross lesions 45 | ) 2/5 | 176} 171
_ungs, congesticn ! B | . ' ers N l 1/1
Szomach, fluid £illed ' 1/5 | P : | )
Stomach, mucosa, thick- i
ened v 1/3 - 2/4
Kidnevs, pale =clora- _ - !
tioa : 275 b ays 1/1
Kidnevs, moi:lgd i i
coloration 3/3 1/5 ' 1/5 ¢ | i
Liver, pale colora- i 1 .
ticn 1/5 v 174

v’\}:j’\" v\/\

wilsoa P. Dean, '‘B.A. .
Direczor of Acute Toxicolegw
and Special Studies

191-169
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ACTTE ORAL TIXICITY STUDY IN RATS

Cecnduct in accerdanace with the attached protocol and the £oilowing special

. instructions:

3. Initiallsy conduct a cose Tazge study at the folloving‘doéage levels:
100, 10CC, 5000, 10,2CO0 anéd 20,000 =g/xg, using 2 rats,dosage level.

2. TUse the undiluled tes: material.
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N . Standzrd TroccHAure ! or Jac<icelomical

Py T bchat. T Enetencanh 2,
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Tealuarion

: Date: March 31, 1977

. Purposc:

Anf{mals:

Procedure:

: : 161-163.
Acute Oval Tox city- - Racs

B Issuc £2

Q.

B
To mcasurc the acute oral toxicity of a substance in

order that iz might be comparcd to more familiar
materials.

Rats, Spraguc—Dawvley derived (caeszrean-dcrived), 190-27C 3,
conditiored o the environment for a =iaimum of 4 days. Cutain
animals from= Charles Piver,_aboratory Suosoly or Harlan. zin-
tain the ani=als accordi=g zc staz=farde outlined in the Cuzie For
the Care and Use of laboraztory Ani=als, DU J (NI

NIN-74-235, 1974,
Place 10 Qniaals in each group, divided equally by sex.
Deterzine prefasted and fasted dody weights. Fzsc the

animals for 13-2Z0 hZours before ad=inistering zne test
material.

Dissolve or suspend the test mxterfal 4n an appropriace
wehicle ar the requircd conceatraticns and record quan- t
tities mixed. Daliver the Tesi =zaterizl into the

stomach of the ani=mal froo a syringe Zitted with a
size 8 catheter as a sto=ach tube or £rom a svringe
fitted wizh a l3-gauge znizal-feeding ncedle.

Choose 4 dosage levels, with the lowvest being znproxi-

mately the highes: no—death desage level obscrved in
Taage-finding sctudies, or dbeiag estizarced from prior
resulss with siz=ilar cec=pounds. CUaless othervise
specified, choose higher desaze levels according to
a georetric progression of 1.L (i.e. the sccond dose
egquals the £irst cose x [1.4]2, the third dose equals
the firss dese x [1.4]3, ezz.). Adainister each
dasage level to one group cf 10 anizzls. Adjust the
dose for each aninal according to fasted wcight to
give the specified quantiries of material ver umic
of body weizht. Ad=minister acdéiziocal dose levels, -
as needed, so that the ezl zurmber of decad is suf-
ficient to calculate am LDcp value. Iimmediately afcer
dosing, reru=ra the animal to ad iibirum fceding. Record
all of the above information oa the "LDgy Record of
Individual Dose Level™ slheer (Appendix 1).

Observe the: anizalils and their bechavior at inrervils of
1S5, 20, 60, 120 and 240 ciructes afzer dosine zad daily
thercafrer for l4 davs. TUse zae “Toxicisr Observation
Data™ sheer (Appendix 2) to record sympto=s - :d avmber
of animals 2avolved. Uauscal observaticas Sr symptoms
not listed on the “Toxicairy Obscrvatiea acs” shect
should be noted where appropriate (umder TSymptomsT ar
"Special Notcs™). Necropsy all animals that dic duriuz
the course of the study. Az 14 days, weigh all surviviag
animals and record weightn. LDceropsy surviving asimals
acd examine thenm Zrossly for sbnormalities.



e et m‘ T s . A, ik s sk R "
Aczzd Ol Tonicizy = Rats (TS0 Trocuvdure) (cont'd) 191-148%

l&yot:: " Report =211 data recorded on the Record of Iandividusl
Dose level and the Acute Oral Toxicity Obscrvation Dats
shecets. Report the LDgy and 93T confidence limirs of .
the test material, prefcrably caiculated by the Probir Merthkad*.
1f necessary, othar calcularzon =ethods 2ay be used o fit zhe
. death/dose responsc. The metnod used should be specifics.

File the final rcpor: within 3 weeks afiur cocplezicn of t:e
experinent. : _
= - . : ) -

PRINCTPAL INVISTIGATCR: ~ J. H. Benedict DAIE: 10/6/77

Y - 7

‘% D, J. Fimaey, Statistical Method in Biological Assar, Thizd Editfon, 1971.

L4



APPFNDIX 1

1Dsg -~ RECORD OF INTIVIDUAL DOSE LEVEL

—- - -

Dose lcvel g/kgz bw . P&C Codc

T Fe=ale

———————

All data arc based on sazple as received.

Sample Preparaticen: g of sample was mixed with

(g) (=ml)

solvent to make a dosinag saluzién of
2z (v/w) (w/v).

Specific Cravicy: ol of sax'nglc wveizhed . _g at

S.GC. = : g/ul. )

Individgal Ani=al Dacza

[ [ e T T 7 T T T T 1 17
| Sex t | L0
‘ Prefasted We. g ! ‘ | | ‘ b
' Fasted H:V- g ' l ' ‘ , ‘
| sosermacm | l i b
| wt=e of Dean | | | | |

L | epayve. s | l || |

.).vg. prefasted migh.: b 3

Avg. prefasted veight of suxvivors <

Avg. 14 day weight of survivors B -

Total Dead: Male Fexzale

?orker;; Si;ni;;-rc - B - o ' -natc

Corroborating Wizncss . Date

£ oay eETv Y,




ACUTE ORAL TOXICITY O3SERVATION DATA ‘ o . . . -

No. of Males/Females Affected - Blank Square = Normal

5> Code Dose Level g/kgq Dose Time Dose Date
Hours Days i
s Time [J7AJ7Z 1 1V | 2 1 & | Y[ 72 I3 A 56 I 89 W[ W11z 13T TA
= ectivity Increass 1 ! m
c- activity decrease _ — —l m .
t'ratory rate tacrec.e Jll 4 . |
ciratory rate Cecrease _
* body tremors A
rie body nq.,nl:.- .
Whing 4
=<sly . ~ -
ting ) :
~1ral Griping _ !
Thes . . : '
+ Erection . i
r: c ) i
L “y, * . _ ] '
. 1 — 1
it
) '
ter's Intttals § ' : .
E . . A R R )
_ : . . . A R [ .t -
ecial Kotes: (Including Necropsy Observations) . L oo " =
H . , . z
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