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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 —
Office of Pollution Prevention and Toxics =
Document Control Office (7407M) \ - :
1200 Pennsylvania Ave., NW PR 3

Washington, DC 20460 I
Attn: TSCA Declassification Coordinator ‘

o
Re: Declassification Activity-Health and Safety Filing <
8EHQ-0892-11203 (EPA DCN 88920009486) “

L

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Any CBI substantiation which appears in the original submission is no longer applicable as the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

Sincerely,
THE PROCTER & GAMBLE COMPANY
-

J roelich

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 BN

Water

Isopropanol

Fatty acids, C8-18 and C18-unsatd. 67701-05-7

Poly(oxy-1,2-ethanediyl), .alpha.-sulfo-.omega.- 68585-34-2
hydroxy-, C10-16-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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OMPANY SANITIZED
Pmcter&(iamb?e

The Procter & Gamble Company o "
. _Ivorydale Technical Censer %l
5299 Spring Grove Avenue, Cincinnati. Ohio 45217-1087

Public Display Copy

August 19, 1982

D t P ing Center (TS-790)

Office of Tosic Substances KeuqG2-11203 mww.
Envi tal Pr tecti ,

AOL M se. s, oo Reeney $$9200094 55

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 # B8ECAP-0003. This report discharges our
Corpany 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 dec’sion that these materials pose any significant
human or environmental safety risks.

“he material identified in the attached report as B7191 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The report is titled “Acute
Oral Toxicity (LDsg) 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 fellowing oral
administration of 2512, 3980, 6308, and 10000 mg/kg of the test material. Decreased
raespiratory rate and prostration were observed in all but the low dose group. The
acute oral LDsp 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 subj:2t of a prior submission to EPA
under the provisions of TSCA.

The specific chemical cornstituents and percentage composition of this mixture is
claimed as confidentizl 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 sequired 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, therc have been no government confidentiality determinations
made for this mixtuxe.

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




(23

7.

ProciereGambie

Measures for protection of the compos:itional information include “need to know”
internal restriction within the Zampany Al wnternal code 1s used to protect the
identity of the material. Information i¢ maeintained in locked files. Employees
leaving the Company are contractually bound rot to discicse Company secrets.

The exact composition of this mixiure has not appeared 1in advertising or
promotional literature, MSD shsets, a2ny publications or any osther media available
to the general public or acopet:itors.

Disclosure of the informaricn claimed as 731 would result in substantial harm to
the Company’s competitive position. This formula provides an important
commercial opportunity fcr a competitor. Knowledge of the exact composition of
this mixture could enable a competitcr to duplicare 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
pexrsonnel, hundreds of hours of research and development, and significant capital
investment valued in aggregate at . Any competitor
would normally be required to make a sim:lar investment to duplicate the forr .a.
Disclosure of this information would allsw a competitor to duplicate the formula
without incurring signifrcant R&D co="-, rhus doing substantial harm to cur
competitive position:,

The informatin~ ~e have identified as confidential 15 :.v health

Any guestions ccncerning thaS submissiorn, may be directed to me at (S13) 627-3351.

- i
Richard H.
Manager
Regulator
The Proct

o<
L
D

RO
r & Gamble C




Water

Isopropanol

Fatty acid

Sodium alkyl ethoxy sulfate
Substituted amine

Ammonium hydroxide
Potassium hydroxide

Pine oil

Fragrance

Colorant

Substituted stilbene
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Attachment 1

Public Display Copy
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International Research and Development Corporation

SPONSOR: The Procter and Gamble Company
TEST MATERIAL: 'B7191
STBJECT: Acute Oral Toxicity (LD )

Study in Rats.

Wiison P. Dean, 3B.A.
Director of Acute Toxicology
and Special Studies
(Study Director)

wliZfogd Sessup
f 3esearch

Collabecractors:

Gary Thozpson, B.S.

Group Technical Supervisor
Greg Ronmig, B.S.

Taict Technical Supervisor
David Powell, B.A.

Tpit Supervisor,

Report Preparation,

Acute s2d Special Studies

Departoent

Date:_June 26, 1978
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International Research and Development Corporation

TABLE OF CONTENTS

I. Synopsis o o o ¢ 2o ¢ ¢ e 4 4 i d e e v e e o o

IT. Test Material . ..c o ¢ 4 o ¢ 2 o o o a @ o o a o s ¢ s o o
IIT. Method - & & o ¢ o & e o 4 0 e o o o v o o o o o s s =+ =
IV. ReSUILS =« =« o 4 o v o o o o o = o o o = o« o s o « « =
A. Mortalizv and 1D

50Values................
B. Pharmaccoroxic Sigas . . 7. . . o oo e v e oo
C. Body WedghtS - « = « = o o o o « o = o o o o« o « s &« . .
D. Necropsy Findimgs . . . ¢ ¢ ¢ & & o & ¢ &« & - & « s = =
TIable RNo.
1. Swumarv of Gross XNecropsy Observatioms . . . . . . . e .
Appendix 1
1350 ~ Recerd of Individual Dose Level
Appendix 2 '

Acgte Oral Toxicicy Observation Data

191-142

A:d
N
}z

~ > wWw N




International Research and Development Corporation

| . ; Page 1

1. SYSNOPSIS
The acute oral LD50 and 957 confidence limits of B7191 in com—
bined zale and female rats were found to be: 4801 (3876 - 5933) ng/kg.

191-142
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International Research and Development Corporation

Page 2

II. TEST MATERIAL

7he test material was received from The Procter and Gambla Com—
" pany, Cincinnati, Ohio on October 3, 1977. It was identified as
V"Sample code B7191, Submitter code B7191, Request Ltr. #BSBTS 474"
and was received as a yellow liquid.

191-142




International Research and Development Corporation -
Page 3
III. METHOD .

Twenty male and 20 femgle rats of the Sprague-Dawley strain (ob—-
tained from Harlan Industries, Inc., Indianapolis, Indiara) wveighing
from 205 to 252 grams (pre-fasting body'weight) were used for this
study. The rats were housed by sex in groups of 5 rats per cage in
banging wire-mesh cages in tewmperature and humidity controlled
quarters. They were maintained in accordance with the recommendations
contained in H.E.W. Publication No. 74-23 (N.I.H.) entitled "Guide
for the Care and Use of laboratory Animals”. The rats were conditioned
for a minimum of 5 days prior to study initiation. Water and Purina
Laboratory Chow were available ad libitum. except for an overnight
period of 195 to 20 hours immediately preceding oral administrationm
duripg which food, but not water, was withheld.

The test material was administered orally by gavage, as received,
undiluted, at the following dosage levels ro male and female rats:
2512, 3980, 6308 and 10000 mwg/kg.

Flve 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 ml/kg
6308 mg/kg level - 6.50 ml/kg
10000 mg/kg level — 10.31 nl/kg

Observations for pharmacotoxic signs and mortality were made at
3, %, 1, 2, 4 and 24 hours and daily_theteafter for a total of 14
days. Body weights were recorded immediately prior to fasting,
immediately preceding dosing and at 7 and 14 days. All rats which
died on study were subjected to gross necropsy examination as were

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

191~142
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IV. RESULTS
~aT i I
A. MORTAIITY AYD LD50_Z§£§§§,
Dose ~ Mortalitv Data
i Number of Deaths
Dosage | HBrs ¢ Davs Total
Level 0-4 ¢+ 1 2 . 3 4 s 6 7-14 Mortalities
mg/kg M F/M FM FMTFMTFMTFMTF M TF Male | Female | Total
2512 0/5 0/5 0/10
3980 1 2 1 - 0/5 4/5 4/10
6308 1311 2 2 1 3/5 4/5 7/10
10000 1 1144 4

5/5 5/5 10/10

Acuze Oral LD5b_§nd 95% Confidence Limits
Combined Male and Female Rats: ‘4801 (3876 -~ 5933) mg/kg.
Statistical References

. Computations were performed by Mr. R. Bruce, Statisticlan, The
Procter and Gamble Company, using the computer program BLISS 17,
written by D. J. Finney, University of Edinburgh, Scotland.

B. PEARMACOTOXIC SIGNS:

See attached Appendix 2.
C. BODY WEIGHTS:

All surviving rats exhibited normal body weight gains with the
exception of one female at the 2512 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. NECROPSY FINDINGS:

Necropsy observations were noted as indicated on Table 1.

191-142
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- Acute Oral Toxicitry Observation Data
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—ITiE: ACUTE ORAL TOXICITY STUDY IN RATS.

Conduct in accordance with the attached. protocol with the following special

instruccions:

1) Acéxinister tesr material undiluted.

b)) Inirially conduct a dose range study at the following dosage levels:

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

3) Rezurn all usused samples at the conclusion of the study to Helen Bilz.
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o ..‘ - Standztrd Proccdure 21 sor Toxicolocical Evaluation

S . . Acute Oral Toxicity - Racs .
) Date: March 31, 1977 Issuc £2 : 1
. ) .‘ L J B .
" _Wsc: To mcasurc the acute oral toxicity of a substance in - K
- order that it might be compared to more familiar :
. materials. ’ 3
Animals: Rats, Spraguve-Davwley derived (caesarean-derived), 190-27C g, 3

cocditioned to the enviromment for a minimum of 4 days. Obcain
anirals frem Charles River,laboraZory Supplv or Harlan. Mzin-
. . tain the anizals according to stazmdards outlined ia the Cuide For
. the Care and Use of Laboratory Animals, DUEW 7 {Z2IN-74-23), 1974.

- Procedure: Place 10 animals in each group, divided equally by sex.
- -7 . . Determdnc prefasted and fasted body weighrs. Fast the
. ) anixals for 18-20 haurs before adzipistering the test
- . - material.

Dissolve or suspend the test materiil in an appropriate o

. .. wehicle at the required concentratiens and rccord quan- - :

- o . tities mixcd. Deliver thc test material into the L

. stomach of the anizal from a syringe fitted with a )

size 8 cathcter as a stcmach tube or froa a syringe
fitred with a 13-gauge anizal-feeding ncedle.

. .. Choose 4 dosage levels, wizh the lovest being zpproxi- -
mately the highes: co—death dosage level obscrved ia 3 .
range-£finding studies, or being escinated from prioc -
. Tesults wizh sizilar ccmpounds. Unless otherwise SN

specified, choose higher dosage levels according to - i -
& geomet>ic progression of 1.4 (i.e. the sccoud dose B 2NN
: i e - eguals the first dose x 1.4 , the third dosec equals
T - - the first dose x [1.4]2, eszc.). Adninister each
. ) dosage level to one group of 10 anizzls. Adjusc the
e dose for each animnal according to fasted weight to
. . . gilve the specified quantities of material per unit
of body weight. Administer additional dose levels,
as peeded, so that the total numper bf dcad is suf-
ficient to calcuylate an LDsp valuve. Immediately afrcer
dosing, rerurn the animal to ad libitum fceding. Record
all of the above :izformation om the "LDsg Record of
Individual Dose Level™ sheer (Appendix I).

Observations: Observe the anizals and their bchavier at intervzls of 3
. 15, 30, 60, 120 and 240 ninutes after dosing and dail;- 3
. thercafrer for 14 days. Usc the "Toxicicy Obscurvation ’

Data”™ sheet (Appendix 2) to record syantoms and aumber
of animals involved. Unusual obscrvations or symptoms
not lisred on the "Toxicity Obscrvation Data” sheut
should be noted whcre appropriate (under "Symptums™ or
"Special Notes"). Necropsy all animals that Jdiv duriug
the course of the scudy. At 14 days, weigh all surviviag

saioals and record weightr. Mecropsy sucviving animals
9 ’ and cxanmine them grossly for asbnormalitles.

- -, . -



© - %, Acute Oral Toxicity - Rats (PSC Procedure) (cont'd) .

.

. Report all data recorded on the Record of Individual ) %
. Dose Level and the Acute Oral Toxiciry Obscrvatiou Daca
sheets. Report the LDga and 952 confidence limits of

the tesr materizal, prefcrably calculated by the Probit Merhod*.
I1f necessary, ocher calculacion mecrhods may be usad to fit the

. death/dose response. The method used should be specificd.
File the final rcport within 3 weeks after completion of the -~
experinment. - :
e ST e e - ’

PRINCIPAL INVESTIGATOR: J. H. Benedict DATE: 9/22/77 ?;..:.
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e e e it ";:.-'Lmtr-'_-f: NGaTE 5, ;w '"""5'&'::'"":__‘ i .
~APPFNDIX 1
1Dsg - RECORD OF INDIVIDUAL DOSE LEVEL
Dose level g/kg bw i PEC Code
Humber of aninals dosed Male i Female

All data are based on sample as received.

" Sample Preparzcioa: _ g of sample was mixed with

(g) (m1)

solveat —— — to mzke a dosing s=olution of
z Catv) _ (wtv).
Specific Gravirty: al of S.Z-:-‘,t?le veizhed g at *c,
SG. = __ g/ml.
. ' Indfvidual Animal Daea
Date |  Anima #
Sex ! ] N
h:efaszgd Qt- '3 |
- Fasted We. g »
-  | Tme of Dez:h
14 Day We. g t
Avg. prefasted weight - g .
Avg. prefasted weight of survivors . -
Avg. 14 day veight of survivors . z
Total Dead: Male . Fe:nie
Worker's Signature Date
Corroborating Witncess Date
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