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VON

The Procter & Gamble CompanyP a ; NA Regulatory & Technical RelationsP&G One Procter & Gamble Plaza (C-6)
Cincinnati, OH 45202
www pg corn

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

1200 Pennsylvania Ave., NW
Washington, DC 20460
Attn: TSCA Declassification Coordinator

Re: Declassification Activity-Health and Safety Filing

8EHQ-0892-6343 (EPA DCN 88920004989)

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.

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Any CBI substantiation which appears in the original submission is no longer applicable as the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@p.com.

Sincerely,

THE PROCTER & GAMBLE COMPANY

Juli Froelichr
NA Regulatory & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202 111 11 IE 11111 N I lI
(513) 983-2531 91100 00 1 96
froelicher.im @pxj.com

8EHQ-0892 -6343 Page 1 of 2
EPA DCN 88920004989



Attachment 1

Public Display Version

Chemical Identity CAS RN

Poly(oxy- 1,2-ethanediyl), 6858,5-34-2
alpha.-,sulfo-.omega.-hydroxy-, 010-16-alkyl ethers,
sodium salts

Amines, 010-16-alkyldimethyl, 70592-80-2
N-oxides

9-Octadecenoic acid 112-80-1

Ethanol, 2-amino- 141 -43-5

Benzenesulfonic acid, methyl-, 12068-03-0
sodium salt

Benzenesulfonic acid, 2,2'- 13863-31-5
(1 ,2-ethenediyl)bis-
[5-[[4-((2-hydroxyethyl) methylamino] -6-(phenyl-

amino)- 1 ,3,5-triazin-2-yl]amino]-, disodium salt

1 ,2-Ethanediamine, N-(2-aminoethyl)-N'-[3-(tri- 35141-30-1
methoxysilyl)propyl]-

Benzenesulfonic acid, 2,2'-[(9, 1 0-dihydro-9, 10- 4403-90-1
d ioxo-1, ,4-anth racenediyl)di im ino] bis [5-m ethyl-,
disodium salt

1 H-Pyrazole-3-carboxylic acid, 4,5-dihydro-5-oxo- 1934-21-0
1 -(4-sulfophenyl)-4-[(4-sulfopheny) azo]-,
trisodiumn salt

Sodium nitrilotriacetate

Sodium Sulfite

Fragrance Mixture

Water

8EHQ-0892-6343 Page 2 of 2
EPA DCN 88920004989



H1 AL o ~3 y.3 s Zft'.O Public Display Copy
August 5, 1992

Document Processing Center (TS-790)
office of Toxic Substances
Environmental Protection Agency e69(?$ 4,~9S
401 M St. S.W.
Washington, D.C. 20460

Attn: Section 8Me 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 TSCP. Section 8 (a). 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 agreement, 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 P1105 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The report is titled "Acute
Oral Toxicity (LD9W Value in Rats) ". Any correspondence relating to this submission
should reference study * 1096-26295.

The attached study report indicates oral administration of the test material resulted
in pharmacotoxic signs including ataxia, body tremors, prostration, decreased limb
tone, and hypoactivity following oral administration of 9500, 10925, 12564, and 14449
mg/kg of the test material. Decreased righting ref lex was observed in the 12564 and
14449 mg/kg groups and convulsions were observed in the 9500, 10925, and 14449 mg/kg
groups. The acute oral LDgo is calculated to be 10.4 g/kg.

We do not believe findings in this report reasonably support a conclusion of
substantial risk to human health or the environment. Nevertheless, we are submitting
this repact to dscharge- any potential iability under TSCA Section 8(e).

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

The specific chemical constituents and percentage 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 commnercial 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
future.



* 4. Mensures for protection at thi compofitional, infomation include neted to know"
internal restriction within'the Ccaany. An internal code is used to protect the
identity of the material. Information is maintained in locked Liles. wl~es
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

6. Disclosure of the information claimed as Car would result in substantial harm to
the Company'sa competitive position. This formula provides an important
commercial opportunity for a comptitor. Knlowledge of the exact composition of
this mixture could enable a competitor to duplicate the formula without R&D cost,
thus providing an unfair comptitive disadvantage to the Procter a Gamble
Company. Development of this formula required many technically trained
personnel, hundreds of hours of research and development, and significant capital
investment valued in aggregate at .Any competitor
would normally be 9equired to make a Similar inVestmient to duplicate the formula.
Disclosure of this information would allow a competitor to duplicate the formula
without incurring significant R&D cot, th.us doing substantial harm to our
competitive Position.

7. The information we have identified as confidential is not health or safety data.

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

Sincerely,

AROCTE GAMBLE 
COMPANY

Rchard H. Hall, Ph.D.
Manager
Regulatory & Government Affairs
The Procter a Gamble Company



Public DiVply Copy

Sodium alkyl ethoxy sulfate

Alkylamine oxide

ratty acid

Substituted amine

Sodium nitrilotriacetate

Substituted benvene

Substituted stilbone

Sodium Sulfite

Silicone

rragrance Mixture

Colorant

Water
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International Research
awl Development Corporation

;fSPONSOR: 

The Procter and Gamble Company

SUBJECT: Acute Oral Toxicity (LDSO'Value in Rate)

DRD NO-: -- - TS 2738-.- -

TI: -C. 
-05..

DATE OF SUBMISSION: Feb ruar7 5 1982

RECEIVED BY
FEB 11 1982

OPERATIONS SECTION

191-693 -

"credence through research-~
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International Research & Development Corporatjon

STUDY su~eijy

St udy v o- 191-,93 
AueOaS p o n s o r R e : 3 2 7 3 8 

Vc t r lT x c t ( L ~ ~ i n tReport of & hiological testLI rn oReat:)
Internat jonal Research and. Devel1pen Corporation

0Martawan, MichiganiDeviation from 
Drn h eidPT tO ~ l N neN 

ove ber 18 . 1981 to D ecem ber 2 , 1981
According to the attached protocol

(P a No.Cl)
Issue Dt:Septembe 1. 1981-Test Substance (SIN) 

Color Physical FormStreCodio
P05green ltoagquodido

Sponsor's Divisional Toxiclogist. Joh Tam-.tr
Source and Strain of Animals Used:* Charles River Laboratories, Inc.. Portage. HiSPrague-Davley rat,
Concentration and Amount ofTest Substance Dosed: Administered undiluted as receiv'ed at the following dosage levelsa n d r e s e c t v e ~ l i e s : 9 5 0 0 m g / k g - 8 .3 mI / k g ; 1 0 9 2 5 m / g . 9~ ~m i / g 1 5 6 i n / k ~ .. x m i k g a n d - 1 4 4 4 9 i n / k g - x z. 7 1 - 1 / k g .

RLESULTS

Dome- mortalty -Dte: 
7-2--- 

-- ~ -
D o sag e Hr a, i b ro e t s---

77-14 otalt 5
mg/kg M F F F H FF M ortFaltes T ta
5 00- 2 

015 3/ lo/11025 2 -- ~-2/5 
5/5 7/10.

1 4195 

5 / 5 8 / 1 0

LD0(95:Z Confidence 'Limits) Comb ined Hle and Fmlel: 10.4 (88 -1.) gk

1. Bls, C. . " h Determination of the Dosage mortality Curve fro Iml Ntm es
Quarterly Journal Pharm. pharm.col1 1:P. 192_226, 1938.a



International Research and Development Corporation

Results (Cont.)
Hajor Pharmacotoxic Signs:

ph ao h r a o o j signs observed inx all dosage levels were: ataxia.hyoactivirY, PtOais both eyes, decreased limb tone and body treftrs.
Sody Veights: No remarkable changes or differences in body weight were observed duringthe study period.

Pathology:
There were no test article-related inacroscooie changes observed during post-mortemn exzzination of animali dying on stud' orsciie ttetrinationof the study. All changes observed were considered to be agonal or non-specific in nature.

Prepared I~N 4--

Saf Patologist

Ward R. Richter, D V..4., A.C.V.?. Dt
Director, Pathoi0g7 Divisjon Dt

* _191-693

'Crvda,,v D'roup' MW&th-



Iternarional Research and Development Corporation

-tchnical Supervisory staff.

Acute Toxicology and Special Studies:

Paul Moxon, B.S.

Uit Supervisor

Adalstejun Olafsat, B.S.
Group Supervisor

4fPrepared By: < ______

ule LA Sc Bdt .S'. Date
Unit Supervisor./Acute Toxicology -

R~eviewed Iy I~L& -L-71L~. -,

- Dal* E. Johnson, ?harm.D.. Ph.D. Date
Associate Director.--
T oxicology Division

STUTDY DIRZcTOR STATEM~ENT --

The methods used i RCStudy %uber 191-693 followed the experimental

criteria specified in the protocol.-

To the best Of my knowledge, there wre no signitficant devistions from I

the Good Laboratory Practice Regulations which affected the quality or

integrity of this study. This study was conducted in conformance with the

Good Laboratory Practice Regulatiorns. This report accurately reflects the

- -~ raw data obtained during the performance of this study. - --

All data including the final study report are stored in the-International

Rese~rch and Development Corporation Archives.- --

Stud Director -

191-653 -

-credence through imac
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ACT - J ICI

DOSE VJOLU'ME =I/kg: S-C-E-----SX
ROUTE OF AD-MNSAI\ AEAMLsRCV '\ D'C

------ -, r FASTLI; TEMLNICL -.~cr DCSflz 115- DOSING E~Zc DT
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DAY-4qn

-- BODY~.Ecr()f
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4".

ACUTEr TOXICITY (L5 C3DE

SmUy NO. (_____x
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tNTERNATIONAL RBSZARCE AND Dr-VLop-m= CORPORLATION

PROTOCOL R=vSIO= OR CIAXMICA::MoN

Protocol Sheet No. 1 Study No. 191-693

Title: ACUTE ORAL TrOXICITY (Lfl 5 n VALUE TN RATS)

17EMJUSTIFl CATIOR

1 Study initiation

2 Clarification of IRDC Quality Assurance procedures -

3 Clarification of submission to regulatory agency

ITEK PROTOCOL REVISION OR CLARIFI CATION -

1Conduct study Sin accordance with the attached protocol

2 This study is aubjeact to IMDC Quality Assurance procedures --

3 This study will not be subuitted to a re gulsiory agec

sponsor's Representative Date -

Study Director James R. 'ver, B.S.

* ~ - ~ .11/2181

Sinaur Dt

IR90-49-

7,y



-~0 ft -7

......... ..
-FI

* . -. -- -..-- .- -- -- ....- -. 4n .- . - . 5~=~- t-* -..

. . .. . *r- 7C.-t (lRas

I.-intI Ol

Internatioue Date:c an Sutd bry 191 91
Operatins Secionupersedesn Issue4ga Dated1 etembe Facili98)

Test Substance est~ c t ablih Ct N &Cute ____________________________

Diailuna oeqef Dan tumet susaneDtertD0thtI)M;b

The wroteh mre Campar ubyncs

(yToben The1e rat by thelpe Coama (To3C~l bsdde tolled inaby

Tize ead aiab ilicte, oad txilarty ad/ot ofbak

Robuanc irt the ratso thatit mao

quauit of test subtne ndhsans. rut o

cntmrare with tmorstdy

Thea~e* 1 ratoris tht aniuldb requsirel ud ueto tonstauc lth

studand demtestrsubstanceeande hao beeotco utl o

Protocol Page 1 of 6

-. ~ ~ IP -M 5=** l l Al.;zA :

P)

.. . . . . .-5 . .. ..5-. . .



"C'CCOL 1110 C1 (Con't*)

Acute or;. 'riity (- aieI a

Issue Date: $eptezber 1. 1981

lul aLanc-(2
DED flesre'tio,, Exwiation

MU IMkmprClr ?!jV34Cgj D~afae

-a-'' Cc,14I~ (Check one)

L)Room temperature C I Refrigerator f2Freezer
SJother

FHa-.r's: (Check one) -

SNone known. Take ordinary precautions in handling.
£3As follows:

7.4-

Scca instrutins: (Check one) -

PCNon~e
C 1 3 isfOlleWS:

A sufficient number of rats, Sprague-flawley (CDY, 190-
300 grams~ prefasted weigh~t, so that each test group
ill contain five (5) males and five (5) females..

An4Ta3. C~at Follow the approved Standard Operating Procedures of
the Tept Facility..

r d 4 ons:Follow the approved Standard Operating Procedures of
thu Test Facility.

1 dent " ri1nn:. Follow the approved Standard Operating Procedures of
the Test Facil.ity.
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.. ~. r .~ -,.~P20-CCCL NO- 1l(ot'

Acute Cr-A' To~~vP

Isse Dte September 1, 1981

(If umicnowm, tonduct a range-finding exp erizent following the Standard
Operating Procedures of the Test Facility.)

~ Determine prefasted body weights and select animaLs3
weighing 190-300 grams for study.

If the range finding experiment or Sponsor's estimate
indicates the LDvalue to be >20 g/kg of test
substance. administer a single doze of Z0 g/kg to ten
(10) animals (5 males and 5 females). If the dose
volume requtred to admins3ter 20 g/kg exceeds 25 al/kg,
contact the Sponsor's Divisional Toxicologist for fur-
ther instructions. If the mortAlity of these an-umalz
Lndicatez that the LDL~ value would be >20 g/kg,
report an e-aed 50O value of >20 g./kg.~s
If the range finding experiment indicates an LD
value of less than 20 g/kg, choose tour (4) dcslge
levels, based upon th:e range fi4ndin-g experiment. When
feasible, cho-se dosage levels followin-g a geocietric
progression of 1.4. If high dose leVels require dose
volumes which exceed 25 ml/kg, contact Sponsor's
Divisional Toxicologist for further instr-uctions.
Place ten (10) animals in each group, divided by sex
(5 males. 5 females). Assign animals to groups
following the Standard Operating Procedures of the Test
Facility.

If Sponsor's estimate indicates an LD- value of less
than 20 S/kg, five (5) dosage levels a be used, if
necessary (to better bracket the estimate), in Lieu of

* running the runge finding experiment.

J S= .rnration Iz=i GmunLi: (Check appropriate box)

riDose test substance undiliutad
(IDose as a freshly pare W..J(/W)

solution/suspension of test substance in.
£]Dose as a freshly prepared J (wIT)

solution/suspension of test substane -in

JDose per Special Instructi4onz (see page 2)

Control Qru

A control group should be E ;should not be
included in this study. If included, the control
substanen - - --____ should be tested
concurrently with tne test suostance at a dosage
level of __________

-
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I ~ P~O C~Lpep.ci

Issue Date: September 1. 1981

A concentration analys-s of the test substance

vehicle oixture(s) will f ;will not W1 be required.

If a ccncentration analysis !zs required:

S3Prepare a sufficient quantity of the test
Substance - vediale mixture(s) so that a portion
can be returned to the Sponsor*s Di~visiona~l Taxi-
cologist. Store 3oluticn/mixture at t2room
temperature; 2refrigerator; E2freezer;
E I other ___________________

Send approximately 1.Send froen
L3under ambient conditions; I other____

E 3 Analyze the test substance - vehicle mixture(s)
for test substance concentration using the
analytical method in Appendix

Donzn Tn5Xz±Dfl.1: Deprive the animalzs of food for 18-20 hours before
administering the test substance. Determine fasted
body wights. Calculate the dose ror each animal
according to tasted body weight to give the specified
quan0tities Of test substance per unit of body weight.*

If additional dosagd levels are required to establish a
* -~- -death-to-dose response that will allow the LD val ue

to be calculated, the Sponsor should be contalied prior
to further work.

BDtterT~ine density, If required, to calculate dose levels for all test sub-

stances dosed undiluted or solutions prepared far dosing on a weight to weight
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PROMOCOL NO- Ci ond

A-It

-
issue Datel Septmber 1, 1981

* DO-1~ -I
The test substance, at the concentration specifiedunde 4Dsa repratonw will. be Savaged following theTest Facility's Standard Operating Proced ures. Recordall Infor-mation necessary to document animal weightsT and VolUMe Cf test Substanceadministered to eachi
animal.

Imediately after dozimg, return the animal to .
feeding.

Er.-

DIL2 A t I Observe all animal., for mortality at frequent ictervaj...4 ~- .
thet~i50

LD Only during th is hours after dosing (at least Onceduring. the first 30 minutes) and daily thereafter forthe n-ext 14 days. Record time of death. On day 141discard survivors following the Test FaC!.lity'3
Standard Operating Procedures.

Pz~g. 4= 3 Observe all animal fo mortality A= __________L 0  AX2Q- at frequent intervals during the first",gym1 hours atrdosing (at least once during the firstZ2 30 minutes) and daily thereafter for the next 14idays.Record all pharsmacotoxic syitoma and time of death.On day 14 weigh and discard survivors following the
It -

Test Fa*11ity's Standard Operating Procedures.
~~ Observe all animals for mortality A= jhAr=g±.=Z,- snnte- at fre:quent Intervals during the first-Z -- Rympcaz hours after dosing (at least once during the first*NeCrOPsY 30 minutes) and daily thereafter for the next 14 days--T- 'Record all pharmacotoxic symptoms and time of death.P-roy--n A j~r o= M n all animals that die follow-.ing the Test FacilIt7's Standard Operating Procedures.On day 14 weigh and perform a gross necropsy on thesurviring animals. Record all findings. Discardanimals following the Test Faci~lity'3 Standard Operat..izg Procediures.

frotoci Chanag: It it becomes necessary to change the approvedit. 
protocol. verbal agreement to Make this change shouldbe made between the Study Director and the Sponsor. kssoon as practical, this3 change and the reasons for it
should be put in wri ting and signed by both the Study
This document is then attached to the protocol as anaddenduz.

A' 
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POO~'CCL NO. CI (Conit'd)

-~~_UC 
Value Or4 n:'.'*

issue Date: September 1. i981

Renort:Report dates of study initiation and termination.
Report ±nd-Iv~dual dose levels, body weights, mortalIty,
pharmacctcxic signs.* gross cecrop;sy results, etc. ,where a;propriate. Report the LD valIue and 95% -confidence 2.±nlts of the testL -r preferably
calculated by the ?--obit !lethcd* by the use of the
computer program BLISSl7Ce. Other calculat-an methods
may be used. The method used should be spec±ied 1Mthe final report. This r-eport shall conform tz all'
requirements outlined in Section 58.185, Subpart j,
Good Laboratory Practices Regulations.

Sponsor: _ _ _ _ _ _ _ _ _ _ _ _ _ _
DiVisional Tc*cLcologizt

Date Approved by Sponsor's Divizional Toiooit.-1141

P-ene StaLrting D.AIt: 11/18/81

Defined as d4ofosn

7 )To be coopletedDefined a day of last obse-vaton )by the Test
)Facility

* ~~Study Director, N -.-.--
James R. 4yer, B.S. *..

Date: November 2, 1981)

Study Cost:)

9D. J7. Finney, Probit Analysis, 3rd Ed., Canbridge Univ. Pres 1971,
pp.500.

**Fortran vtrsion of BL15517 program, written by D. J7. Finney.
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