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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 5. -
Office of Pollution Prevention and Toxics BEHQ-0311-10141B :\ L‘ ‘j;
Document Control Office (7407M) _ P
1200 Pennsylvania Ave., NW PCN: 89110000205 g
Washington, DC 20460 =
Attn: TSCA Declassification Coordinator A

(s

o

Re: Declassification Activity-Health and Safety Filing
8EHQ-0892-10141 (EPA DCN 88920008442)

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Any CBI substantiation which appears in the original submission is no longer applicable as the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 CB! 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

o
JulieFroelicher

NA Regulatory & Technical Relations Manager
The Procter & Gamble Company

One Procter & Gamble Plaza

Cincinnati, OH 45202
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Attachment 1

Public Display Version

Chemical Identity CAS RN
_——
Benzenesulfonic acid, C10-16-alkyl derivatives 68584-22-5 ‘)

Potassium hydroxide

Potassium pyrophosphate i
Isopropanol

Pine oil

p—

Cyclohexene, 1-methyl-4-(1-methylethenyl)-, (R)- 5989-27-5
Cyclohexene, 1-methyl-4-(1-methylethylidene)- 586-62-9
Cyclohexene, 1-methyl-4-(1-methylethenyl)- 138-86-3 |

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

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

Page 2 of 2
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COMPANY SANITIZED
92AUS3! P 1218

Public Display Copy

August 20, 1992
Document Processing Center (TS-790)
Office of Toxic Substances

Bnvi tal P i SEHQ - ‘_1-2‘(0/"_" (N
43‘1' ;otsv:\?ns?"' rotection Agency 88720006*4-2

Washington, D.C. 20460
Attn: Section 8(e) Coordinator (CAP Agreement)

This submigsion is being nade 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 £(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 anv significant
human or environmental safety risgks.

The material jdentified in the attached report as B0429-01 is a confidential mixture.
The composition of the mixture is appended as Attachment 1. The report is titled
*Acute Qral Toxicity ( .Dsp Value in Rats)”. Any correspondence relating to this
submission should refexence study & 1105-26478.

The attached study report indicates oral administration of thc test material resulted
in pharmacotoxic signs including ataxia, high carriage, hypoactivity, and piloerection
following oral administration of 5000, 5750, 6613, 7604, and 8745 mg/kg of the test
material. Tremors were observed in the 7604 and 8745 mg/kg groups, and impaired
righting reflex was observed in the 8745 mg/kg group. The acute oral LDsg is calculated
to be 7.0 g/kg.

We do not believe findings in this report reasonably support a conclusion of
substantial risk to human health or the environment. Neverthelecs, we are submitting
this report to discharge 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 “he provisions of TSCA.

The specific chemical constituents and percentage composition of this mixture is
claimed as confidential business information. A sanitized version of this subnission
containing generic chemical names has been 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 commerxcial value,

2. To our knowledge, there have been no government confidentiality determinations
made for this mixture.

3. The specific chemical identity and exact proporiions of the constituents of this
mixture have uot been disclosed outside the Company. Th3re are no plans to
disclose publicly the exact composition of this mixture at any time in the
future.

A5




1. Measures for protection of the compositional information include "need to know”
internal restriction within the Company. An internal cose is used t “rotect the
identity 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 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 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
thig mixture could enable a3 competitor to duplicate the formula witnout R&D cost,
thus providing an unfair competitive disadvantage to the Procter & Gamble
Company. Development of this formula required many techrically :trained
personnel, hundreds of .aours of research and development, and cignificant 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 dupli:ate the formuia
without incurring significant R&D costs, thus doing substantial harm to our
competitive position.

7. The information we have identified as confidencial is not health or safety data.
Any gquestions concerning this submuss:ion, may be directed to me at (513) 627-5551.
Sincerely,

THE PROCTER AND GAMBLE COMPANY

:

{ o ')\ A'l N

Richard H. Hall, Ph.D.

Manager

Regulatory & Gevernment Affairs
The Procter & Gamble Company




Attachment I

Public Display Copy

Alkyl benszene sulfonic acid
Potassium hydroxide
Potassium pyrophosphate
Isopropanol

Pine oil

Mixed terpenes

Colorant

Water
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. MATTAWAN AUCHICAN 5 A d90°]

International Research
and Development Corporation

TELEPHOINE -616) 6681138

SPONSOR: The Procter and Gamble Company

SUBJECT: Acute Oral Toxicity (LDgy Value in Rats)

DRD NO.: BSBTS 734S

TSIN: B0429-01

REPORT NO.: 191-722

DATE OF SUBMISSION: March 16, 1982
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STUDY SUMMARY

Study No: 191-722
Sponsor Ref: BSBTS 7348

Acute Oral Toxicity (L_DSO Value in Ratg)
Report of a biological test performed at:

International Research and Development Corporation
Maccavan, Michigan

Deviation from

During the period:
Protocol: None

December 29, 1981 to January 19, 1982
According to the attached protocol
(P& GN. cCl)

Issue Date: September 1, 1981

Test Substance (TSIN) Color Physical Form Storage Coundition
B0429-01 amber liquid room temperature

Spoasor's Divisional Toxicologist: James H. Benedict

Source and Strain of Animals Used: Charles River Laboratories, Inc., Portage, MI

Sprague-Dawley rats

Concentration and Amount of

Test Substance Dosed: Administered undiluted as received at the following dosage levels
and respective volumes: 5000 mg/kg~-4.6 wl/kg; 5750 mg/kg-~5.3

. ml/kg; 6613 mg/kg-- 6.1 ml/kg; 7604 wg/kg~-7.1 nl/kg; 8745 mg/kg—
8.1 ml/xg.

Dose ~ ¥ortality Data:

Number of Deaths

Dosage Hrs Days Total

Level 0~4 1 2 3 4 5 6 71 -14 Mortalities
wg/kg M F M P MF M F MF HF HF N F Male TFemale Total
5000 0/5 0/5 0/10
5750 2 2 0/5 4/s 4/10
6613 2 1 0/5 3/5 3/10
7604 1 2 1 1 1/5 4/5 - 5/10
8745 4 4§ 1 4/5 5/5 9/10

Lbsg (95 Confidence Limits) Combined Male and Femalel: 7.0 (6.4 - 7‘7) 8/kg

REFERENCE

1. Bliss, C. .I., "The Determination of the Dosage Mortality Curve fromw Small Numbers”,

Quarterly Journal Pharm. Pharmacol, 11l: p. 192-216, 1938,




International Research and Development Corporation

Results (Cont.)

Pharmacotoxic Signs (Appendix a):

The major pbarmacotoxie signs observed
ataxia, high carriage, hypoac:ivity.
respiratory congestion.

in all dosage levels were:
piloerection and possible

Body Weights (Appendix B):

No remarkable changes o

r differences were observed in the body weights
during the study period.

Pathology (Appendix c):

191-722

Reviewed By:

changes consisted of mucosal

vithout a reddish mucoid flyi
dent in survivors that were
period,

hyperemia of
d content,
acrificed at

gastrointestinal tract vith or
No macroscopic changes were evi-
the teraination of the study

Prepared By: Qo — /‘/ 3/!5"/@ 2

Daniel Rajasekaran, D.V.M., M.V.S5c. (Path), Dace
F.R.V.C.S. (Path) Sweden
Staff Pathologist

3VE-82

Ward R. Richter, D.V.M., A.C.V.P.

Dace
Director, Pathology Division

“credence through resesrch™
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: International Research and Development Corporation _ -
v Technical Supervisory Staff, . .f )
. Acute Toxicology and Special Studies: N

. Paul Moxon, B.S. -
Unit Supervisor

Adalsteian Olafsson, B.S. .
Group Supervisor s

52 ;i -

ie L. Schmidt, B.S. Date
nit Supérvisor,

o Prepare'd&
A Acute Toxicology

<4 and Special Studies -

~ Reviewed By: &Qw&&,at/\’\ 3/' L, §-

. Dale E. Johnson, Pharwm.D., Ph.D. Date -
e Associate Director,
Toxicology Division

STUDY DIRECTOR STATEMENT
The methods used in IRDC Study Number 191-722 followed the experimental - -

criteria specified in the protocol.
To the best of wy knowledge, there were no significant deviations from =

the Good Laboratory Practice Regulatioﬁl 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.

g All data including the final study report are stored in the International u

Research and Development Corporation Archives.

QloeR W 3lalee.

James \R. Myer, B.S. \\:3 Date
Study Director

191-722

“cradence through research”™
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APPENDIX A

Individual Pharwmacotoxic Sigas

191-722
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TETERNATIONAL RISZA2CE AND JEITILOPMENT CORPCIATION
PRCTOCOL RAETISION SR CLARITICATION

Frotocal S:ieez Yo. 1 Scudy No.  191-722
Tizle: ACTTE 022 TOXICTIY (ID3: VALUE IN RATS)
ITY JUSTIFICATION
1 Study initiation
2 CQlarification of IRDC Quality Assurance procedures
3 Clarification of sudmission to regulatory agency
ITEM PROTOCOL REVISION OR CLARIFICATION
1 Conduct study i{n accordance with the attached protocol
2 This 'study 1s subjecr ro IRDC Quality Assurance Deparrrent

standard operating procedures, with the exceptiou thact the A
final report will not be reviewed by the IRDC Quality Assurance

Department.
3 This study will not be submitted to a regulatory agency
4 Study Dizector James R. Myer, B.S.
§ caan R A 12/17/81
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Acute Crai Toxigtsy (WD o—value 13 fat3)
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Issue Date: Septecher !,~1981 _
Supersedes Issue Dated: September 15, 1980

Test Substance ldentification Nuzber (ISIN) # B0429-01

Divistornal Re;hest Document Muzber (DRD) #_BSBTS 734§

I:::lng fagxll:!:
To be filled in by
Operaticns Section)

RBurpase:

The Procter 3 Gamble Company
Cincinnati, Ohio

Study #__ 191-722
(To be filled in by
Testing Facility)

International Research and
Developzent Corporstion
Mattawan, Michigan 4907)

To estadlish the acute oral toxicity and/or the LD 0
value of a test substance in the rst so that it na; be
compared with oore fampiliar substances.

The rat is the anizal classizally used due to its szall
size, ready availability, and the large amount of back-
ground data. R

S

Y St

By gavezge. This is a method for administering a known
quantity of test substance and has been the route of
choice historically.

None (ro known contaminants expected which would
interfere with this study)

411 records that would be required to reconstruct the
study and demonstrate achereace to protocol.
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Issue Date:
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Septezber 1, 1983

DRD Descpiotien Expiration
ISIR ¢ Nusher Color Bhysical Fora ——nate
B0429-01 BSBIS 7348 amber liquid N/K

Storags Cenditicns: (Check oce)
X ] Roca temperature { ] Refrigerator
[ ] Other -

2asds:  (Check one)
{ ] Nore icown. Take ordinary precautions ia handling.
[xl As follows: rpgn(redle 1iquid, flash point ? 100°F.
Spegia) Instrustioas: (Check one)

£ X} Mone
[ ] As follows:

.

[ ] Freezer

Avoid sparks and open

Aninals: A suffistent number of rats, Sprague-Dawley (CD), 190-
300 grams prefasted weight, so that each test group
will contain five (5) males and five (5) females,

Apimpal Care: - Follow the approved Standard Operating Procedures of
the Test Facility.
Enviracmestal
Conditions: Follow the approved Standard Operating Procedures of
N the Test Facility.
Anizal
Igansifioarisn: Follow the approved Standard Operating Frocedures of

the Test Facility.
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EROTQCOL NQ, C1 {Cent’d)

Acute Oral Tex‘city (1D Val: Nar

Issue Date: Septezber 1, }981

El!‘::'!ﬂ L-Qco Vl)’l! 2‘[ *ha l'D“]!"“ ses% sudstanse: : K/ks
{If urnknown, “Zonduct a raoge-finding experizent following the Standard
Operating Procedures of the Test Facility.)

Group Asalgnzent:

Determine prefasted dody velghts and select anizals
weighing 190-300 grazs fzr study.

If the range finding experizent or Sponsor's estizate
indicates the LD 9 value to be >20 g/kg of test
substance, adain?ster a single dose of 20 g/kg to ten
(10) animals (5 cales and 5 fezales). If the dose
volume required %o administer 20 g/kg exceeds 25 mi/kg,
contact the Sponsor's Divialonal Toxicologist for fur-
ther instructions. If the pcrtality of these anizals
indicates that the LD.. value would be >20 g/kg,
report an sstizated LBSO value of >20 g/kg.

If the range findirg experiment indicates an LD 2
value of less than 20 g/kg, choose four (&) dcs?ge-
levels, based upon the range findirg experiment. When
feasible, choose dosage levels following a geometric
progressicn of 1.4. 1If bigh dose levels require dose
voluzes which exzeed 25 21/kg, contact Sponsor's
Divisional Toxicologist for further inatrusztions.
Place ten (10) anicals in each group, divided by sex
(5 cales, 5 females). Assign anizals to groups
following Lhe Standard Operating Procedures of the Jest
Facility.

If Sponsor's estimate indicates an LD 0 value of less
than 20 g/kg, five {5) dosage levels gay be used, if
pecessary (to better bracket the estimate), in lieu of
running the range finding experiment.

Test Groun(s): (Check appropriate dox)
[X] Dose teat subatance undiluted

{ ) Dose as s freshly prepared ____ % (w/w)
solution/suspension of test substance in

{ ) Dose as a freshly prepared -____$ (w/v)
solution/suspension of test substance in

{ 1] Dose per Special lastructions (see page 2)

Control Groug

A control group should be [ 1; should not be (X}
included In this study. If included, the contrecl
substance should be tested
concurrently with the test substance at a2 dosage
level of .
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ryte Qra) Toxieity (1 Value in Bats) ¥

Issue Date: Septecder 1, 1981 ;.,

.t . I::: _chnniat “:ga:'ﬂ! ) k™~

Hote

A concentration analysis of the test sudbstance -
- vehicle mixture(s) will { J; will not (3] be required. ;-

If a concentration analysis is required:

[ ] Prepare s sufficient quantity of the test k-
substance - vehicle mixture(s) so that a porticn E:

¢ can be returned to the Sponsor's Divisional Toxi-
cologist. Store solution/mixture at { ] room
tenperature; [ ] refrigerator; [ ] freezer;

{ ) other ) = _
=
. Shioping Instruztions - -
Send approximately ____ ml, Send [ ] frozen: -
{ J under azbient conditiona; [ ] other k-

[ ] Acalyze the test substance - vehicle mixture(s) g
for test substance concentration using the
analytical nmethod in Appendix

.

Dosinz Instructions: Deprive the animals of food for 18-20 heurs VefEre
ad=inistering the test substance. Determine fasted -
body welghts. Calculate the dose for each animal >
according to fasted body weight to give the specified
quantities of test substance per unit of body weight.®

1f additional dcsage levels are required to estadlish a X
death-to-dose response that will allow the LD, value .
to be calculated, the Sponsor should be contazged prior

to further work. ] ~

tDeternine density, if required, to calculate ‘dose levels for all test sub- -
stances dosed undiluted or solutions prepared for dosing on a welight to weight -
(w/w) basis.
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Issue Date: Septecher 1, 1981

The test substance, at the conceatration specified
under "Dose Preparatioa®™, will be gavaged followirg the
Test Facility's Standard Operating Procedures. Record
all inforzation necessary to docuzent ani=al weights
and volume of tesi substance adairistered to each
animal. .

- -

Imiediately after dosing, return the animal to 24
1ibituy feeding. -

Observe all anizals for mortality at frequent intervals
during the first 3 hours after dosing (at least once
during the first 30 minutes) and cdaily thereafter for
the next 14 days. Record tice of death. On day 1%
discard survivors following the Test Facility's
Standard Operating Procedures.

Observe all animals for mortality and pharmacotoxic
2yzrtosms at frequent intervals during the first

3 hours after dosing (at least once during the first
30 ninutes) and daily thereafter for the next 13 days.
Record all pharaacotoxic syaptoms and time of death.
On day 18 weigh and discard survivors following the
Teat Facility's Standard Operating Procedures.

Observe all anizals for mortality and pharmacotoxie
Ay=ptons at frequent intervals during the first

4 hours after dosing (at least once during the first
30 minutes) and daily thereafter for the next 1R days.
Record all phar=xacotoxic syzptoms and time of death.
Perfors a2 2ross necropsy on all animals that die follow-
ing the Test Facility's Standard Operating Procedures.
Oa day 18 weigh and perform a gross necropsy on the
surviving animals. BRecord all findings. Discard
anizmals follecwing the Test Facility's Standard Operat-
ing Procedures.

It it becomres neXessary to change the approved
protocol, verbal agreement to make this change should
be made between the Study Director and the Sponsor. As
soon as practical, this change and the reasons for it
should be put in writing and signed by both the Study
Director and the Sponsor’'s Divisional Toxicologist.
This docuzent s then attached to the protocol as an
addendun.
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Issue Date: Septecber 1, 1381

Report: - Report cates of study initiatica and teralnation.

Report incivicdual dose levels, tody weights, cortaiily,
sharzacotcxic signs, gross necrcpsy resuits, etze.,
wvhere appropriaze. Report the LD 0 valee and 95%
confidence limits of the feat :_._:_g_._gm preferadly
caleulated by the Probit Methcc® by the use of the
computer prograz BELISS17%®. Otrer calculation cethods
cay be used. The method used shculd .be specified in

. the final report. This report stall cecnferm to ajl
requiresents outlired in Secticz 58.185, Subpart J,
Good Laboratory Practices Regulations.

Sponsor: Janes H. Benedict ;\.\(:-:-uw%lv((’/:
Divis?ﬂl oxicologist
Date Approved by Sponsor's Bivisicnal Toxicologistzf'/’ %, /7!/
7

EProposed Starting Date: 12/29/81 )
)
Defined as day of dosing )
)
Pronosed Commletion Date: _1/12/82 )
: )To de completed
Defined as day of last observatiom _ )by the Test
JFacility
Q )
Study Director: MQ.\\’\%—A~ )
J%s R. Myer, B.§. ~) )
Date: Detexber 17, 1981 )
)
Study Cost: )

*D. J. Finney, Probit Analysis, 2rd Ed., Cambridge Univ. Press 1971,

pp. 50-90.

**Fortran version of BLISS17 progranm, written by D. J. Finney.
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