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

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: Declassif ication Activity-Health and Safety Filing
8EHQ-0892-1 1203 (EPA DON 88920009486)

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Any CBI substantiation which appears in the original submission is no longer applicable as the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

Sincerely,

THE PROCTER & GAMBLE COMPANY

NA Regulatory & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202
(513) 983-2531
froelicher.im @pcj.com 1 E H EII111$1 II
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Attachment 1

Public Display Version

Chemical Identity CAS RN

Water

Isopropanol

Fatty acids, 08-18 and C1 8-unsatd. 67701-05-7

Poly(oxy-1 ,2-ethanediyl), .alpha.-sulf o-. omega.- 68585-34-2
hydroxy-, 01 0-1 6-alkyl ethers, sodium salts

Glycine, N, N'- 1,2-ethanediylbis[N-(carboxy- 64-02-8
methyl)-, tetrasodium salt

Ammonium hydroxide

Potassium hydroxide

Pine oil

Fragrance

8EHQ-0892- 11203 Page 2 of 2
EPA DCN 88920009486
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Mh Promur & Goabl Conyway 7Z
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Public Display Copy
August 19, 1992

Document Processing Center (TS-790)
Office of Toxic Substances -
Environmental Pr tection Agency ~q o ~ q 4
402. K St. S.W. 20 01 E7
Washington, D.C. 20460

Attn: Section S(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
CorVpany obligation to report the attached data under TSCA Section S(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 agreement, but we expressly
disclaim that the filings reflect a deci'sion that these materials pose any significant
human or environmental safety risks.

-lie msterial identified in the attached report as 97191 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The report is titled 'Acute
Oral Toxicity (LD50) Study in Rats". Any correspondence relating to this submission
should reference study # 944-21085.

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 2512, 3980, 6308, and 10000 mg/kg of the test material. Decreased
respiratory rate and prostration were observed in all but the low dose group. The
acute oral LD50 is calculated to be 4801 mg/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 report to discharge any potential liability under TSCA Section 8(e).

To our knowledge, this report has not been the subjzt. of a prior submission to EPA
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 xequired 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, therc ",ave been no government confidentiality determinations
made for this mixtu?:e.

3. The specific chemicat. 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. measures for protection of the compos; .onal information include "need to 'Know"
internal restriction within the C~anpany Anr internal code is used- to protect the
identity of the material. infD-matin it imai-'nained 11-ocked files. Employees
leaving the Company are contractually/ bound rtto disclose Company secrets.

5. The exact composition of this "'oxcure has not appeazed in advertising or
promotional literature, MS-- sheets, any publications or any other media available
to the general public or o-etr.

S. Disclosure of the information claimed as ':31 would resu>-, in substantial harm to
the Company's competitive position. This formula provides an important
comercial 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 tre Procter & Gamble
Company. Deve~opment of t .is formiila required many technically trained
personnel, hundreds of hours of research and development, and significant capital
investment valued in aggregate at I Any competitor
would normally be required to make a s~rniiar in'vestment to duplicate the forr a.
Disclosure of this information would l> a competitor to, duplicate the formula
without incurring significant RPSE cc- -,~u doing sabstantial h3rr. to ou-r
competitive ptfm

7. The informati'n je have identified as ccnf~ident ial is health o~r safety lJata.

Any questions ccncerning thi~s subrrassior , may be directed to me at (513) 62,7-5551.

sin .ereiy.

THE PP,'C7ZFP VZ- 'GkAMB:t --CMPANY

Richard H. Hall, hZ
Manager
Reg-ulatory & Government Affairs
The Prur ter & Gamble Company



Attachment I

Public Display Copy

Water

Isopropanol

Fatty acid

Sodium alkyl ethozy sulfate

Substituted amine

Aavuanium hydroxide

Potassium hydroxide

Pine oil

Fragrance

Colorant

Substituted stilbene
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International Research and Development Corporation

SPONSOR: The Procter and Gamble Company

:y~st!ATERAL:B7191

Sr-BJICT. A cute Oral Toxiclty (LD. 50
Study in Rats.

J UN 2 9~7

N. E. GILMAN

Wlson P. Dean, B.A.
Dire cznr of Acute Toxicology

a Spec.a Srtzdles
(St~udy Dlirectr)

Assocla- Directo R~seaatcb

Collaborators:

Gary Tho-mpson, B.S.
Group 7echnica1 Supervisor

Greg Ronm.g, B.S.
Znit Technical Supervisor

Dav-id Powell. BA.
Unit Su-pervisor,
Report ?7eparation,
Acute an4d Special Studies
Department

Date: June 26, 1978
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Internafional Research and Development Corporation
Page I

I.NTsCT sis

The acute oral LD 5 0 and 952 confidence limits of D7191 in comn-

bized- -Ai'e and female rats were found to be: 4801 (3876 -5933) mg/kg.

191-142



International Research and Development Corporation

Page 2

I.TEST !-!ATERIAL

1he test material was received from The Procter and Gamble Com-

pa~y, Cincinnati, Ohio on October 3, 1977. It was identified as

"Sample code B7191, Submitter code B7191i Request Ltr. #BSBTS 474"

and was received as a yellow liquid.

191-142



International Research and Development Corporation

Page 3

Ml.~ ETHOD

"wentv male and 20 female rats of the Sprague-Dawlev strain (ob-

ta-ined fromf Harlan Industries,,Inc., Indianapolis, Indiana) weighing

from 205 to 252 grams (pre-fasting body weight) were used for this

study. The rats were housed by- sex in grouips of 5 rats per cage iLn

hanging wire-mesh cages in temperature and humidity controlled

quarters. They were maintained in accordance with the -recommendations

contained in H.E-W. Publication No. 74-23 (~IH)entitled "Guide

f or the Care and Use of Laboratory Animhals". The rats were conditioned

f or a minimum of 5 days prior to study initiation. Water and Purina -

Laboratory Chow were available ad libitum. except for an overnight

period of 19 1 to 29 hours immndi-ately preceding oral administration-

durirng which food, but not water, was withheld.

The test material, was administered orally by gavage, as received,

undi-luted, at the folloving dosage levels to male and female rats:

2512, 3.980, 6308 and 10000 mg/kg.

Five rats of each sex were used at each dosage level. Volumes

administered were as follows:

2512 mg/kg level - 2-59 ml/kg
3980 mg/kg level - 4.10 al/kg
63*08 mg/kg level - 6.50 ml/kg

10000 mg/kg level - 10.31 tal/kg

0bsqrvations fc-, pharmacotoxic-3igns and mor-tality were made at

, ,1, 2, 4 and 24 hours and daily thereafter for a total of 14

days. Body weights were recorded iimediately prior to fasting,

immediately preceding dosing and at 7 and 14 days. All rats which

died on study were subjected to gross necropsy excamination as were

all survivors at the end of the 14 day observation period..

191-142
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Page 4

IV. RESULTS

A. MORT23.U1TY AYD) LD, VALUES

Dlose - ortalitv Data

Number of Deaths
Dosage Rrs Davs Total
Level 0-1. 1 2 3 '4 5 6 7-14 Mortalities
mg/kg M FIM FM FFM F M-FMF M F F Male Female Total

2512 0/5 0/5 0/10
3980 1 2 1 0/5 4/5 4/10
6308 1 1 2 2 1 3/5 4/5 7/10

10000 1 1 4 4 5/5 5/5 10/10

Acute Oral LD56a.nd 95t Confidence Limits

Com-bined Male and Female Rats: /4801 (3876 -5933) mg/kg.-

Statistical References

Ccrmputations were performe-d by 'M. R. Bruce, Statistician, The
Procter and Gamble Comnany, using the computer program BLISS 17,
written by D. J. Finney, University of Edinburgh, Scotland.

B. PR.RMACOTOXIC SIGNS:

See attached Appendix 2.

C. BODY WEIGHTS:

All surviving rats exhibited normal body weight gains with the

exception of one female at the 2-512 mg/kg dosage level and one male

and one female at the 6308 mg/kg dosage level which exhibited less

than normal body weight gains. (See attached Appendix 1.)

D. NECROCPSY FT-NDIN.CS:

Necropsy obser-vations were noted as indicated on Table 1.

0 191-142
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Appendix I

LD 50 Record of-IndIvidual Doze Level

75
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Appendix 2

Acute Oral Toxicity Observation Data
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'Nec o. 191-14.2 Sheet I Dare 10/3/77 AuzCri -ed bV

~aeir t. Ca± I x YX3. Fi~lay __ Dr. Cookson

Mr. vo22'=ax Dr. Leonig M_ iss Lohrberg __

Ge 91 X m~iss Ezrimz Mr. 3ensou x !t-. Vrban-Cir

;a Jssuzp L. Ms. Frnh - Mr. Rodwel X--. Demn x
Dr. Grf~h I Mr. Pangburn Mrs. Sc-lrz

Miss Morsech ___ r. Morszensoun

Ca~noumd Identrificarion Vuber Iber No.

A.CLIE ORAL TOXICrrY STUDY IN RATS.

Conduct In accordance with the attach-ad. protocol with the following speial

instructrios:

1)Ai:--nlnsta: test material undiluted..

2) Initially conduct -a dose range study at the following dosage levels.

1,000; 5,000; 10,0.00; 20,000 mg/kg. Use 2 rats/dosage level.

3) Re.-urn all =used sanpies at the conclusion of the study to Bea Elz-.



* ~Stind~rd Proccduirc, -^I for Tnx'icoic'Licaxl Evnlunrlori

Acute Oral Todcity RaLts

Date: March 31. 1.977 1 s su W-102

Purpose: To %beasurn the acute oral toxicity of a substance in
order thzt it- might be compzred to more familiar
materials.

AnIsals: Rats, Sprague-DawleT derived (caesaeoan-derived) * 190-270'g
cccditicraed to the env-ironienc for a minimum of 4 days. Obtain

aiasfrem Charles R:-ver,1-aboratory Supolv or lHnrlan. !L-in-
tain the amimals according to sca larc!t outlined i= the' Cuide For
the Care and Use of Laboratory Animals, DMsoJ (2l1-74-Z3), 1974.

*- Procedure: Place 10 animals in each group, divided equally by sex.
- -Determine prefasted and fasted-body weightcs. Fast the

am43als for 18-240 hours before administering the test
* material-

Id-solve or 3uspend the test uiterilal in am. appropriate~
*ahtcle at the rejuired concentrations and record quirn-
tties, mixed. Deliver the test material into the
stomac-h of the am--a1 from a syringe fitted wiith a
size 8 catheter as a stcmac-h tube or from a syringe
fitted w~ith a 13-gauge aniaal-feed~Ing needla.

Choose A dosage levels, w.ir-S the lowes. being -pproxd-
asately the highest co-death dosage level observed in
range-finding studies. or being es~inatcd from prior
results with similar ccnpourids. Unless otherwise
specified, choose hirher dosagse levels according to
a geometic progression of 1.4 (i.e. the second dose
equals the first dose x l.4. , the third dos.- equals
the first dose x t1.412. etc.). Administer each
dosage level to one grouxp of 10 uiml.Adjust the
do"e for each animal accordinS to fasted weight to

* ive the s-Pecified quantttles of M.terial per unit
of body weight. Administer additional dose levels.
as uijeded. so that the tot=l number bf dead is suf-
fiei4=t to calculate an LD5O) value. Imiediatelv af ter
doslng. return the animal to ad libitum fecd 1.ng. Record
allocf the above i=!ormation on the "1~LD~ Record of
Individual Dose Level" sheet (Appendix 1).

Observations: Obsez-vre the animals and their behavior at iatervzls of
15. 30. 60, 120 and 240 minutes after dosin and dail,-
thereafter for 14 days. Us.. the "Toxicity Observation

* Data" sheet (%ppendix 2) to record symntoms and "number
of animals involved. Unusual observations or %vtnptoms
not listed an the "Toxicir-y Ob-crvatiou Dataz" sheet
should be notcd where appropriatv (under "Sywpto-inS" oir

"SpeciLal Notes"). Necropsy all wnimal:i that Jiv durit
the course of the study. At 14 daiys. weigh .111 -ur-ivin,-
aulmals and record uwcightr. Nrcropsy survivinl; t~ninLI:;
and cxznine them grossly for abnarmalics.

-------------------------------- ap.



S. cute Orail -,oy-cit-r' - as (PLC rroccdtere) (cone'd)

Report: Report all dat= recorded an the Record of Individual
Dose Level anid the %cute Oral Toxicity Obscrvatiou Dat3
Sheets. Report the LDcjn and 95Z confidencc limits of
the test material, pref crably calculated by the Probit ?ncr!1od*.
*Inecessary, other calculation methods may be used to fit the

death/dose response. The method used should be specified.
kile the final report within 3 weeks; aftur completion of the
eperiment.

PRINCIPAL LNV.STIG&TOR:.7. H. Benedict DATE: 9/22/77'

D. J.. Finney. Statistical Method in Biological Assay, Third Edition, 1971.
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-APPIFNnTX I

ID 5 0 RE~FCORD OF INDIVIDUAL. DOSE LEVEL

Doze level gfk: bu _______ P&G Code__________

Z,= br of aImas dosed Male _____Female ____

AUl data are based'on saapl. as received.

* SAmple Preparstioc: ____ of sqmple was mixed ith____()()

zolvent ________________to -- ke a dosing solution of

Specific Gravity: - 1of sCmple weibed _____ at____c

T=Ividuzl Mnimal Dqt*

_______IP-refasred Wt-.
* ________ !Fasted Wt-. ~

_______ I Te of Death j I I Il~
14 Day Wt. Zi 

-

Avg-. prefasted uejght ______

Awg. prefasted aieizbt of s~rvivors______

Avg. 14 day wieight of surv'ivors _______

Total Dead: Male ___ _ F'enale ____

Worker's Signature ________________ Date__________

CorroborztLr. Wirncss ______________ Data _________
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