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The Procter & Gamble Company
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: Declassification Activity-Health and Safety Filing c:
8EHQ-0892-1 0177 (EPA DCN 88920008479)

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Any CBI substantiation which appears in the original submission is no longer applicable as the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

Sincerely,

THE PROCTER & GAMBLE COMPANY

Ju' roelichfe
NA Regulatory & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202
(513) 983-2531 *,
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Attachment 1

Public Display Version

Chemical Identity CAS RN

Potassium hydroxide

Potassium pyrophosphate

I sopropanol

Pine oil

Benzenesulf onic acid, C 10- 16-alkyl derivatives 68584-22-5

Benzenesulfonic acid, (1-methylethyl)-, sodium salt 28348-53-0

Terpenes and Terpenoids, mixed sour 68917-57-7
and sweet orange-oil

Cyclohexene, 1 -methyl-4-(1 -methylethylidene)- 586-62-9

Cyclohexene, 1 -methyl-4-(l1-methylethenyl)- 138-86-3

1 -Naphthalenesulfonic acid, 3-[(2,4-di methyl -5- 4548-53-2
sulfophenyl)azo]-4-hydroxy-, disodium salt

Benzenesulfonic acid, 2,5-dichloro-4-[4,5-dihydro- 6359-98-4
3-methyl-5-oxo-4-[(4-sulfophenyl)azo]-1 H-pyrazol-1 -
yI]-, disodium salt

Water

Fragrance

8EHQ-0892- 10177 Page 2 of 2
EPA DCN 88920008479



Thvcter&Gamben rN SNTIk
Thercurd amleCm.ysny92t!' ' ,I 1: 1

Iwyryl Technica Center
S29VSp~g rmv Awnw. Cincdnni, 0Aao4S217 1W

Public Display Copy
August 20, 1992

Document Processi~ng Center (TS-790) ~j AIP
Office of Toxic Substances eSH.IdMf/01 I
iflvironmental Protection Agency
401 K St. S.W. 8 Z 0 47
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 term 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 thz~t "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 B0447-01 is a confidential mixture.
The composition of the mixture is appended as Attachment 1. The report is titled
"Acute Oral Toxicity (WD50 Value in Rats)". Any correspondeace relating to this
submission should reference study #.1105-26489.

The attached study report indicates oral administration of the test material resulted
in pharmacotoxic signs including ataxia, hypoactivity, piloerection, and high carr ge
following oral administration of 4800, 5760, 6912, and 8294 mg/kg of the test material.
Tremors were observed in the 6912 and 8294 mg/kg groups. The acute oral LDO is
calculated to be 6.8 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 report to discharge any potential liability under TSCA Section U(s).

To our knowledge, this report has not been the subject of a prior submission to EPA
under the provitions 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 nams has been included as part of this submission.
Answers to the seven questions required to substantiate this claim of confidentiality
are p-ovided below:

1. Confidentiality of the chemical constituents and their percentages should be
maintained indefinitely. There are no plans for this infa--mation to be otherwise
disclosed, and this technology has significant commercial va~lue.

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

5. The exact composition of this mixture has not appeared )n 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 CBI would result in substantial harm to
the Company's competitive position. This formula provides an i.portant
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 required many technically trained
personnel, h-,Andrads of hours of research and development, and significant Capital
investment valueid in aggregate at . Any compet; tor
would normally he required to mnake a similar investment to duplicate the formula.
Disclosure of this informatiorn would allow a competitor to dupl-,cate the formulh
without incurring significant R&D costs, thus doing substan~tial harm to our
competitive position.

7. The information we have identified as confidential is not health or safety d~ta.

Any questions concerning this submiussion, may be directed to me at (513) 627-551

Sincereiy,

THS PP, 5CTER A141> GA.MBLE CSMPANY

Richard H. H311l, Pn.D.
Manager
7 egulatory Governme.-t. AffA±.rs
The Procter &Gamrble Company



Attachment I
Public Display Copy

Alkyl benzene sulfonic acid

Potassium hyfdroxide

Potassium pyrophosphate

Alkyl benzene sulfonic acid

Isopropanol

Pine oil

Mixed terpenes

Colorant

Water

Fragrance



~~International Research
arnd Development Corporati
MArTA%AN. NMIICAN USA. 49071 TELLPHO%t 46?1 66&3336

SPONSOR: The Procter and Camble Coupany

SUBJECT: Acute Oral Toxicity (LD5 Value in Rate)

DRD NO.: BSBTS 743

TSIN: 10447-01

REPORT NO.: 191-731

DATE OF SUBMISSION: March 22. 1982

RECEIVED 
BYMAAR?.6 198Z

OPERATIONS SECTION

191-731

.'credence through research"



International Research & Developmnent Corporation
STUDY SUKMARY

Study NO: 191-731 Acute Oral Toxicity (L0 5 A- Value in Rats)
Sponsor Ref; BSBYS 743 Report of a biological test performed at:

International Research and Development Corporation
Mattawan, Michigan

Deviation from During the period:
Protocol: None January 21, 1982 to February 11. 1982

According to the attached protocol
(P & G fo. Ci)

Issue Date: September 1. 1981

Test Substance (TSIN) Color Physical For= Storage Condition
B0447-01 amber liquid room temperature

Sponsor's Divisional Toxicolotist: James R. Benedict

Source and Strain of Animals Used: Charles River Laboratories, Inc.; Portage, KI
Sprague-Davi ey rats

Concentration and Amount
of Test Substance Dosed: Administered undiluted as received at the following dosage levels

and respective volumes: 4800 mg/k&--4.4 ml/kg; 5760 mg/kg--S .3
mi/kg; 6912 mg/kg--6.4 al/kg and 8294 mg/kg--7.7 ml/kg.

RESULTS

Done -Mortality Data:

Number of Deaths
Dosage Br. Days Total
Lirvel 0-4 1 2 3 4 5 6 7-14 mortalities
mg/kg- M F M F M F M F M F N P N F M F Hale Female Total

4800 1 .0/5 1/5 1/10
5760 1 ' 0/, 1/5 1/10
6912 1 5 1/5 5/5 6/10
8294 3 5 3/5 5/5 8/10

Lfl5  (91 Cnfienc Liits Combined Male and Female 1 : 6.8(6.2-7.6) g/kg

1. Bliss, C. I., "The Determination of the Dosage Mortality Curve from Small Numbers",
Quarterly Journal herm. Pharmacol, 11: p. 192-216, 1918.

-. .. ,-~. '-.7



Internaional Research and Development Corporation

Results (Cout.)

Major Pbarnscotoxic Signs (Appendix A):
The major Pharmscotozic sign$ observed in all dosage levels
were: aa, hypoactivity and piloerection. High carriage was
observed in the 5760, 6912 and 8294 mg/kg dosage levels.

Body Weights (Appendix B):
No remarkable changes or differences were observed in the body
weights during the study period. -

Pathology (Appendix C): There were no test article-related macroscopic changes observed
during post-mortem examination of animals dying on study or
sacrificed at the termination of the study.

Prepared By: ~3 /~/
Daniel Rajasekaran, D.V.M., ?t.V.Sc. (Path). Date
P.R.V.C.S. (Path) Sweden

Staff Pathologist

Reviewed By: 2~'/~e.A______
Ward R. Richter, D.V.K*, A.C.V.P. Date
Director, Pathology Division

191-731

"creo'enco thog mmsarch-



International Research and Development Corporation

Technical Supervisory Staff,

Acute Toxicology and Special Studies:

Paul Moxon, B.S.
Unit Super-visor

Adalsttinn Olafsave, B.S.
Group Supervisor

Prepared Bly; -0., 2
I1ie 1. SchmidtIB.S. Date
t'/~i Supervisor

Acute Toxicology
and Special Studies

Reviewed By: ( 9z LJ Q & I I-
Dale E. Johnson, Pbarm.D., Ph.D. Date
Associate Director,

Toxicology Division

STUDY DIRECTOR STATMENT

The methods used in IRDC Study Number 191-731 followed the experimental

criteria specified in the protocol.

To tue best of my knowledge, there were no significant deviations from

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 Regulations. 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

Research and Development Corporation Archives.

lame; 3:Mer .S. Dt
Study Director

191-731

-crdence trough rmrcf



APPENDIX A

Individual Pharmacotoxic Signs

191-731
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'AP-ENDIX.

.,Body-- Wegt

191-731 
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TES -CPO' 604I)-Xs-uyN. 75

-RD NO -- IT- - - --

TIME OF ACUTE TOI T CNCA DAT tE

DOSEA VOWIE.(l /0k: ~ . PCIS~-' E
OEO ADKINISTRATION Y3AEAIAS IEVD ~ sUR~~~~:.

DASTEDY EIGHT g) 3qo.: '134) 6LO ___________

IDAY BODY WEIGHT (g) ~ tS i') ti .~~

ACTUAL DOSMER(i ).6 1")~ i.1 - .t. %11L 044(1f

DREAT,OD WEIGHT fit) r .- ~3~ 31

DNAY BODY WEIGHT %V

DAY BODY WEIGHT ~ 1__
- - ANIM1,1AL NMBER 1

V p vt w

PREFASTED WMUEIGHT (g) ~ ~ '1 ~ O. __________

INITIAL BODY WEIGRHT ()I-1T.t ~L~l
ACTUAL DOSE (ml) ~ .S V '~o4o' ~

,-DOSE ADMINISTRATION I
DAY iiBODY WIGHT C)~3 1 .3

SDAY BODY WEIGHT C )____________
DAY BODYWICEGTC)____________

INA BODY WEIGH;T

NA - Not Applicable a -food remioved J1 Dose indicated was administered

PRETASTID BODY VEIGHTS DAY It BODY WNEIGHT DAY BODY VEIGHT
BALANCE NO. -4 BALANCE NO. cnqx P BALANCE NO. A~

INITIAL BODY WEIGHTS DAY BODY WEIGHT DAY BODY WEIGHT
-. BAL-A-CE NO. - BALANCE NO. '-A LkLAYcE no . A

1A36-61-4* 44... &-4y~
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'C-4

ACUTrE TOXICITY (1Z

TEST CMe1PCL STUDY'___________ Nm O./9
IRnc NO.75i
DOSE VOLUX! mn/kg: 7 PCISSX _7____

RU!OF fMISAIC 6qL DATE ANIIS RICEIVD--N SUC 4,j ~
=tIY OF FASTINGa 14OO FASTING TECHNICIAN mcL DATEt! .

TflM! OF DOSINGC It DOSIM TECHNICIAN ) DATE 11 tli

ANI ALMBER -6,&( & ('r ~ S , T- 'ILIILWE.
PREFAS:T!) WEIGHT (z . 'U I u q4 I-1 VaI
14ITIAL BODY WEIGHT (g) L 111 1%1 s 6I1 "to

10 ACTUAL DOSE (Ml) 0.V C o cq O.QS- X XS
*DOSE ADMHINISTRATION je JC)

DAY /Y BODY VEIGHT (1) 3c 2yj v q

CI DAY BODY WEIGHT (g) I____

DNAY BODY EIG HT (it) TJIZ] i i ___________

ACTUAL DOSE (m1) It 1 i LI:=.Tn

DAY If BODY WEIGHT (2t) -37.i~~ 1_ 7_1_2-;_rJ.4 0

DAY ~ .. I - I___________4 AY BODY WEIGST (g) I,' K~sa ~4
DAY 3D EGT() 1 1 - -

-~AN ILAL, NMKBER !&41&s.4s1 /I(a Sy /&7 eh I
FRFAT BODY '-EIGHT ( -) 1.L 

1
-65 l.~I 'Lai' K I'.C J l

INITIAL BODY WEGHT (g) 1-lilj V .q -

SACTUAL DOSE (ml) "4

DAYE ADMIISTRATION__ _ _ _ _ ,-t. v~

DA qBODY WEIGFT (2) .276_ __ _ __ _ __

DAY BODY WEIGHT (g) T - -. ...

?REFAkS=tE BODY WEIGHT DAY IV! BODY VEIGHft t. DAY,BODY WEIGHT

INITIAL BODY WEIGHTS DAY/A BODY IWEIGHT DAY hOBODY WJEIGHT~
BALXNCE NO. B~-3AACE NO.~ BALANCI NO.

IR36-61-4 >'d- s 6-j/ &-.1 . ~.-d K.s J14a

T T. Z__ _ _~- *- -



ACLTE TOXICITEv (LD ) RCORD
50

TEST M4BPOUN _ _ __ _ _ __ _ _ __ _ _ _ STUDY NO.
* OC 140. 27511 C4%,f4e 4e13

DOSE ~ C 'JOLL'( r1kg SPECIES 127r SEX _______

ROUTE OF AMM-1NSRTIO.1 C AEAf4L ~EV~/~ S1~~C %
* Tf~ O F)TIGa 2~. FASTIN TEO')UII AY DATE <-

* MIX1 OF DOSING 9 OI E~C ~ ~ DT 3

INITIAL BODY WEIGHT )%t Oka~

* ACTUAL DOSE (ml) Il0ll lVa 'A it

* DAY I', BODY WEIGHTr ( ) cli's2/

DAY o ,

DAYITI D WEIGHT ) Lz j 3. I-. :DY BODY WEIIGHIT C)-~ U - -st

ACTAL DOSE (Ml) __ i L.~3L~ L -
DOEADMINISTLATION

SDAY / BODY EIGHT (g) =

DAY BODY WEIGHT () -'

SDAY BODY-WEIGHTIC

DRAYTE BODY WEIGHT V &a 4

INITAL BODY W EIGTS DA(OYz)lT ~ DYX~~Y WIH

DAY A/ SODY WEIGHTSDY/ BOY EI T AfEBDY EGH
BAYA C O A A C iO _ _ _ _ A A C O

- C rY WEIGH ( --- )

-Y BSC ~.* ~ ~ DA -BD WE- (S) -c-.~-- U~7 c
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APPENDIX C
Individual Macroscopic Observat ions

191-731
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International Research and Development Corporation

QAIY ASSTR~a~ STATEMNT

StudyTitle: Acute Oral Toxicity (L. 0 Value in Rats)

Test Article: B04A7-01

An inspection of the protocol for this study was conducted o
January 20, 1982. A randomly sampled phase of the conduct of this

study was inspected on January 21, 1982. Findings were reported to

imanagement end the Study Director on January 26, 1982.

This- report has heen reviewed by the International Research and

Development Corporation quality Assurance Dlepartment in accordance

with the United States Food and Drug Administration's Good Laboratory

Practice Regulations of June 20, 1979.

Approved And
Submitted By:

Director of Quality Assurance

191-731

-credence ehrouo~ research -
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Title: A ArTE OAL EZSWIC CE (LD VL~ l~ IN RATS) O

ITEM JUSTIFICATION

1 Study initiation

2 Clarification of IRDC Quality Assurance procedures

3 Clarification of subt~ssion to regulatory agency

ITEM PROTOCOL REVISION OR CLARIFICATION

I Conduct study in accordance vith the attached protocol

2 This study is subject to IEDC Quality Assurance procedures

3 This study is intended to support the registration of products
regulated by the Environnental Protection Agency

Study Di-ector Jae R. Myer, B.S.

1/6/82
R9-95Signatur~ Date

477 -4
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