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

Cincinnati, OH 45202

www.pg.com
U.S. EPA o
Office of Pollution Prevention and Toxics o
Document Control Office (7407M) 8EHQ-0311-063458 2 omm
1200 Pennsylvania Ave., NW DCN: 89110000197 NS
Washington, DC 20460
Attn: TSCA Declassification Coordinator

Re: Declassification Activity-Health and Safety Filing

8EHQ-0892-6345 (EPA DCN 88920004991)
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Any CBI substantiation which appears in the original submission is no longer applicable as the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.jm @pg.com.

Sincerely,

THE PROCTER & GAMBLE COMPANY

NA Regulatory & Technical Relations Manager
The Procter & Gamble Company

One Procter & Gamble Plaza

Cincinnati, OH 45202

roslcher im@p com 00
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Attachment 1

Public Display Version

Poly(oxy-1,2-ethanediyl), .alpha.-sulfo-.omega.-
hydroxy-, C10-16-alkyl ethers, sodium salts

1-Dodecanamine, N,N-dimethyl-, N-oxide
9-Octadecenoic acid

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

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

1,2-Ethanediamine, N-(2-aminoethyl)-N'-[3-
(trimethoxysilyl)propyl]-

Benzenesulfonic acid, 2,2'-[(9,10-dihydro-9,10-
dioxo-1,4-anthracenediyl)diimino]bis[5-methyl-,
disodium salt

1H-Pyrazole-3-carboxylic acid, 4,5-dihydro-5-oxo-1-
(4-sulfophenyl)-4-[(4-sulfophenyl)azo]-, trisodium salt

Sodium sulfite
Monoethanolamine
Sodium nitrilotriacetate
Sodium toluene sulfonate
Fragrance

Water

8EHQ-0892-6345
EPA DCN 88820004991

CAS RN

68585-34-2

1643-20-5

112-80-1

13863-31-5

35141-30-1

4403-90-1

1934-21-0
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The Procser & Gamble Company
Ivorydale Technical Center
5299 Spring Grove Avenue, Cincinnati, Ohio 45217-1087

SEHO DEY9-634S s Tat Public Display Copy

August 4, 1992 £
Document Procesgsing Center (TS-790) g%
Office of Toxic Substances ~
Environmental Protection Agency 33 mm =
401 M St. S.W. ¢ 44/§.
Washington. D.C. 20460 ;g
Attn: Section 8(e) Coordinator (CAP Agreement) n
~

This submission is being made pursuant to the TSCA Section 8(e) Compliance Audit -
Program and the terms of CAP Agreement & BECAP-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 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 Study”. Any correspondence relating to this submission should reference
study # 1093-26288,

The attached study report indicates oral administration of the test material resulted
in pharmacotoxic signs including ataxia, decreased motor activity, and convulsions
following oral administration of 9.0 and 12.0 ml/kg of the test material. Loas of
righting reflex was alsoc observed in the 12.0 ml/kg group. Two additional dose levels,
3.0 and 6.0 ml/kg, were included in the study and produced no pharmacotoxic signs. The
acute oral iDgy is estimated to be ~12.0 ml/kg.

%e do not believe findings in this report reasonably support a conclusion of
subatantial risk to human health or the environment. Nevertheless. we ars submitting
this report to discharg. any potential liability under 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 percentage composition of this mixture is
claimed as confidential business information. A sanitized version of this submission
containing generic chemical names has heen included as part of this submission.
Anawers 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 wmixtura.

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

future.




4.

7.

ProcssrcGamth

Measures for protection of the compositional information include “need to know”
internal restriction within the Company. An internal code is used to protect the
identity of the material. Information is maintained in locked files. Empl.-yees
leaving the Company are contractually bound not to disclose Company secre.s.

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 claimed as CBI would result 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 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 required 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 safety data.

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

/S’i?\erely,

i
"‘ THE *ROCTER ND E COMPANY
1 .

/

Richard H. Hall, Ph.D.
Manager

Regulatory & Government Affairs
The Procter & Gamble Company




Attachment Y

Public Display Copy

Chamical
Sodium alkyl ethoxy sulfate

Alkylamine oxide
Fatty acid
Monoethanolamine

Sodium nitrilotriacstate
Sodium toluene sulfonate
Substituted stilbene
Sodium sulfite

Silicone

Fragrance

Colorant

Water
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ACUTE ORAL TOXICITY STupY

BTS 2738
P1105

January 6, 1982
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THE PROCTER & GAMBLE COMPANY

P.0. 30% yours
CINCINNATS, OMIO 45247

+ FROM: The Quality Assurance Unit
TO: Study File
SUBJECT: Quality Assurance

DATE:- January 6, 1982
RETENTION LIMIT: NOM-DISCRETIONARY

The following study was reviewed:

LABORATORY: Procter & Gamble Company

BTF Miami Valley Laboratories
P. Q. Box 39175
Cincinnati, OH 185237

DIVISIONAL REQUEST DOCUMENT: BTS 2738 )

LSt 1

TYPE OF STUDY: Acute Oral Toxicity

SAMPLE NO.: P1105 ‘ '

- =
FINAL REPORT REVISWED BY: L. K. Klahm e
- . . -

DATE(S) OF REVIEW: 12/31/81 . :

This i{s a Screening/investigational study.

was reviewed for inaccuracies. The
study.

Only the final study report
results reflect the raw daty of the

\(\-& %Q,“._ \.\'\\2‘2/ | a

Quality Assurance Unit Coordinator - Date L -
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ACUTE ORAL TOXICITY STUDY

Report of a bdiological test performed at: Lab Study No. YE 332-E

Miami Valley Laboratories Sponsar's DRD No. BTS 2738
During the period: 11/17-12/1/81 Test Substance (TSIN): P1105
According to the attached Storage Conditions: Room Temperature
protocol . - . . . .
Deviations from Protocol: MNone noted Sponsor's Divisional Toxicologlst:’
J. Tam .

Strain and Source of Animals: Swiss Webster Mice :
Charles River Breeding Laboratories

Concentration and Amount of Test
Substance and Carrier Dosed: undiluted at 3.0, 6.0, 9.0 & 12 ml/kg.

Mortality Sumsary (Number of Deaths)

Dosage Hours Days .
Level 06 1 2 3 8 5 6 _1 Total
tal/kg) W £ HE HE HF WE MF MF M F A E

3. o0 00 00 20 00 00 00 0 O a 0

6.0 [+ I 00 00 00 00 00 00 0 O c o

9.0 o0 00 00 00 00 00 00 O O o 0o

12.0 2 2 00 0Y 00 00 00 00 O O 2 3

12.0 o O 00 00 00 00 00 00 0 O c 0

(Control,

distilled 320)

Acute Oral L.Dso
Remarks: Oral dosing with P1105 produced motor activity decrease, respiratory
rate increase and decrease, abdominal griping, signs of snorexis and/or not
drinking, ataxia, loss of righting reflex, body tremors, convulsions/seizures,
tail erection, limb hyperextension and a state of camatose. There were no
effects produced by the water control treatment. Responses were observed only
at the two highest dose levels administered (9 and 12 ml/kg). All surviving
snimals were grossly normal within 23 hours post dosing. A summary of
individual animal responses is presented in Tadle 1.

(males and females combined): =-12.0 ml/kg

] G.A. Nixgﬁ - Study Director

ond - Techniclian
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SUMMARY OF IND
NUMBER OF ANT

IVIDUAL ANIMAL RESPONSES
MALS EXHIBITING EFFECTS AND INDIVIDUAL ONSET TIMES

0) §
g "

9.0 ml/kg 12.0 ml/kg 12.0 ml/kg (H
Toxic Response® 4 onset(min) # onset(min) #__ onset(min)
Ataxia 1 ) 1 3
1 5 2 |
2 -5
1 7 3 6
Loss of Righting - - — 2 8
Reflex 2 9
2 10
1 17
1 Day
Convulsions/ 1 8 1 20
sefzures 1 10 28
Limb Hyperextension - - —— 28
Tail Erection 1 23 1 10
Body Trembling - — 1 S
1 8
2 19
1 26
1 Y4
Comatose - -— 1 16
1 88
Death - - 1 10
1 18
1 178
1 337
1 Day 2
N

Signs and Symptoms not
abdominal griping,

listed on this table - M
respiratory rate increase,

otor activity decrease,
decrease not eating/drinking.

.90
2
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INTERDEPARTMENTAL CORRESPONDENCE

QYROM . DATE

10 Operations Section - MVL RETENTION LIMIT NHON~DISCRETIONARY

FONCLINICAL STUDY - REGULATORY ... . Aq7gNTION -~ -« = - oo cmormn Smmtinmcs oom

-

Notifications pertaining to: DRD # _A]'J-J-?Jl
TSIN __ Prat—

1. Studies requested on the above document:

[} - are expected to be submitted to the follg';ing Tegulatory agencies as
a GLP regulated study: -

[ ] - are expected to be subaftted to the following regulatory agencies
but is not a GLP regulated study: . -

[ ]} Metabolism; [ ] Pharmacological Sercen, | ] Other:

P6 = are not expected te¢ be submitted to a regulatory agency. (Boxes
73 and 74 bdelow need not be checked).

2. P{" The test substance has been characterized and results are showm
on the test substance characterization.report which accompanies
the DRD.

3. [ ] - The method of synthesis fabrication or derivation of the test
related substances has deen documented. (Required for regulated
studies). -

“4. [ ] - Stability testing has been done or will be done on the test
substance. (Required for regulated studies).

Sponsor’s Divisional Toxicologist: M 2L '4#“ x
Date: /gzzlé! .
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3 Mouse Oral Dosing Studies Protocol

. —————

S Py : ] . Issue Date: 10/22/81
d - --7.:. . . - A - ' ) . - . |
.__'; w0 Test Substince Identification Kumber: P//OS_ . .
DT e T T S B o ’ o
Divisional Request Docizenr Number {DRD) ¢ 873 -2733 )
; 7
Sponsors: The Packaged Soap and Detergent Division -
e The Prgctex & Gamble Cozpany, Cinecinnati, Ohfo

g Testing Faciliey: Mian{ Valley Laboratories, The Procter & Cazble -

-3 Company, Cincinnati, Ohio °

- Purpose: : "To determine the dose~response relationship for

. neuropharmacologic effects produced by acute oral
- administration of the test substance.

2 . Justificazion for Selee- Mice are chosen because they are not capable of -

. - tion of Test Svsczenm: ecesis, and as such this variable is elizinaged. Tx

i 5 . pharrmacological signs displayed are easy to

Pl characterize. Snall dose volimes and ease of

ooy - - . . animal handling enable large nuabers of aninals =

- A ' to be dosed within reasonable tine periods. J
e - - = . |
AN T Route of Adzinistracion:  The test substance is given by gavage, pr
A Reason for Cheice: The test subscance is adainistered orally to siculace -

. accidental huran exposure.

. p i
. .

Diet Analvses Reguired: Yone (no knowm contaminants expected s aich would b2

- . interfere with this scudy). A i
Water Avalvses Required: Yone (no known co'n:a:inants expected vhich wvould - }
interfere vith this study). |
R

Records to be Matntained: All records that would be required to reconscruct .-‘

- the study and deaonstrate adherence to Protocol. =

Protocol ~ Page 1 of 4
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Anizal Selection: -

Aniral Heusing:

Aniral Care:

Environ=ental Conditions:

Animal Identi{f{carion:

Test Materials:
==t laterials

Storage Cond{tions:

Hazards:

Procedure, 0Orail Dosing:

Observations:
=z°ofrvations.

- .- ‘ O P e
e Al -1.__““‘.:‘-15-—)'.\ - -

Issue Date: October 22, 1981

Charles Ri{ver Suiss Webster nice, 10 (5M, SF)
Per test group. )

Animals wi1] be
of 18-20 g, Anicals will be
Facili:y for at lease 3 days
aoimals judged to be of good
Fasted weights will be betweea 14 8 aand 21 g.-

the supplfer at a veighe
acclivated at the Test

Anicals will ve housed individually in vire mesh cages.
OT plastic shoe box Cases, -
Follow the approved Standard Oferating Procedures of
the Tese Facilicy.
Follow the approved Standard Operating Procedures 52
the Testc Facilicy.

Anirals will be idencified by cage numder.

The test substances will bde supplied by the Sponsor.
All materials will be dosed as supplied. One group
of anirmals, dosed vith water at a volume equal to the
largest volume of any test substance will serve as

controls for this study. Test substances should be
" shaken well before dosing.

Roen tezperature arnd hunidity,

None knowvn. Take ordinary precautions in handling,

Animals wil]l be food fasted for approxicately 16-20
hours prior to treatzent. The test Saterials will be
adoinistered via 3 blunt 18 gauge <osing needle.

The test substance will be dosed at 3.0 and 7.0 al/kg
in the first day of dosing. Resulcs from the Yirst day

vill be used to select two other dose levels to be given
on the second day.

Izpediately afrer dosing the anfmals vill be pit:ed
in clear plascic skoe box cases and observed for
8igns of neuro toxicity. Observations will be recorded

on Observation Data Sheecs (see Appendix T).

the end of the vork day, the animals vill be recturned
to their cages.
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Mouse Oral Dosing Studies Protocol

Issue Date: October 22, 1981

If, after a study is undervay, it beconmes ~zcessary to
change the approved protocol, verbal agreement to cake
this change should be made bectveen che Study Director
and the Principal Investigator. As soon as practical,
this change and the reasons for it shduld be put in

vriting and signed by both the Study Director and the

Principal Investigacor. This document is then added
to the study file.

The report for the study shall izclude how the study
was conducted, date of study iniciation and teruination,
and results of the visual observations, including any
unusual or unexpected responses.

'?7""(/\’('4"7 /CA,/J"'[ .

Principal Invesyigator

Date

Study Director: /fﬂ Nk

Proposed Star ting Dace:

u/h /fj

Date

thiafer ) )
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Test Substance
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Dose level Time Dosed Sex: M r
Total Dose

.

Body tm»arn

by

Route of Administration:

Species _Swisn Wehstor
Supplier - Charles River
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Yolor Activity: Decreasn

Increane

Ataxin

lLoss of Riphting Reflext

Respitatory Rate: Decrease
Increase

Labared Breoathing
Gasping

Abdeminal Gripping
Convulaions/Seizures
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Tail Tréction

Muascle Flacetdity

Hypethermia
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ouy TremhTog

Coencralized Voakness

Policmpt Aopearance
Diarrhea

Hat Catinpg/Drinking

tormad
“orker’s Inltinlse

¥ = ayoptom present Blank square = no symptom prescent
* Y, .Ev.ﬁaa?:_no._ more severe than normal loss of rightin
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