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

Cincinnati, OH 45202
WWWw.pg.com

U.S. EPA o
Office of Pollution Prevention and Toxics 8EHQ-0311-100798 3+ o
Document Control Office (7407M) DCN: 89110000199 SR
1200 Pennsylvania Ave., NW v A
Washington, DC 20460 o
Attn: TSCA Declassification Coordinator ; ¢ D
Re: Declassification Activity-Health and Safety Filing &
8EHQ-0892-10079 (EPA DCN 88920008380)

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Any CBI substantiation which appears in the original submission is no longer applicable as the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

Sincerely,

THE PROCTER & GAMBLE COMPANY

Julie Froelicher

NA Regulatory & Technical Relations Manager
The Procter & Gamble Company

One Procter & Gamble Plaza

Cincinnati, OH 45202

roelcher m@pg com R
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Attachment 1
Public Display Version

Chemical Identity CAS RN

Alcohols, C10-16, ethoxylated 68002-97-1

Benzenesulfonic acid, 4-methyl-, potassium salt 16106-44-8

Benzenesulfonic acid, 2,2'-(1,2-ethenediyl)bis- 13863-31-5
5-[[4-[(2-hydroxyethyl)methylamino]-6-(phenyl-
amino)-1,3,5-triazin-2-ylJamino]-, disodium salt

Glycine, N,N'-1,2-ethanediylbis[N-(carboxymethyl)-, 64-02-8
2-Anthracenesulfonic acid, 4,4'-[(1-methyl-6471-01-8
ethylidene)bis(4,1-phenyleneimino)]bis[1-amino-

9,10-dihydro-9,10-dioxo-, disodium salt

e

Alkyl dimethyl amino 2-hydroxy propane sulfonate

Sodium citrate

Mono ethanol amine

Water

8EHQ-0892-10079 Page 2 of 2
EPA DCN 88920008380
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The Procter & Gamble Company 531 pu
5299 Spring Grove Avens, Conctaeet Ohio 45217.1087 FI 1 27

Public Display Copy

August 25, 1992

Document Processing Center (TS~790) - -
Office of Toxic Substances Bsr'q ’z ,00 715 /~/r
Environmental Protection Agency

401 M St. S.W. 889z0008280

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 # 8S8ECAP-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 P0924 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The report is titled “Acute

Percutaneous Toxicity of P0924”. Any correspondence relating to this submission should
reference study # 1052-24955.

The attached study report indicates dermal application of 2 ml/kg of the test material
to intact and abraded skin resulted in cermal irritation including erythema, edema,
fissuring, and eschar formation, Five of six animals did not eat or drink norxmally the
day after dosing. Four animals lost weight during the study period. Three of six

animals appeared to have enlarged hearts at necropsy. The acute oral LDgy is estimated
to be >2 ml/kg.

We do not believe findinge in this report rsascnably support a conclusion of N

substantial risk to huma; h;alth 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 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 been included as part of this submission.

Answers to the seven questions required to substantiate this claim of confidentiality
are provided below:

1. Confidentiality of the chemical consticuents and theii 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 i
made for this mixture. i

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
identity of the material. Information is maintained in locked files. Employees
leaving the Company are contractually bound not to disclose Company secrets.

7.

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 this submission, may be directed to me at (513) 627-5551.

Sincerely,
THE PROCTER AND GAMBLE COMPANY

.

Richard H. Hall, Ph.D.

Manager

Regulatory & Government Affairs
The Procter & Gamble Company



Alkyl ethoxylate
Substituted amine
Sodium citrate
Substituted benzene
Mono ethanol amine
Substituted stilbene
Waterx

Substituted amine

Colorant
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1. CSJECTIVE To determine the relative
skin irritancy and systemic
toxiclty of a test substance
when this subsiance 1is
applied to the skin.
2. TEST ARTICLE
z) I.D. Nuxmber roezy
b) Storzge Conditions: Hoom temperature
c) Changes During
s Storage: KNone noted
d) Characteristics: Clear blue liguid
3. KETHODOLOGY
3.1 fnimals
a) Species: Rabbit
b) Pedigree: New Zealznd ¥White
c) Supplier: Isaacs Lab Stock
d Acclimation Period: Minimum of seven (7) days
e) Fequired Body Welghts: 2.0 - 3.5 kg
T Identification: Nunmbered ezar tags
3.2 Aniral Maintenance According to DEZIW standards
in a2 USDA registiered, LAALAC
accredited facility.
3.3 Group Size iAnd Group I - 1 r2le + 2 femzle
Sose L,evels Intect s¥in - 2 nml
Group II - 2 mzlz + 1 fTemale
Abraded syin - 2
IS ~. Lo '
T T AR ¥ -~ st T " TR
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3.4 Adninistration Of

Test Article

a) Fre-aédministr

b) ¥Methods Of
Administration:

5 Termiration

La)
.
(V)

a) Termination
Schedule:

b) FMethods:

c) Extent Of Necropsy:

L.  RESULTS

Observations

Necropsy Results

LT TIRE A S{FTATS S5 .modoon anyrvgre o €

sl £

e : i iR

The backs of all animals were
clipped free of hair from

the shoulders to the rumps
using small animal clippers.
The skin of animals in Group 1
were left intact and the skin
of a2nimals in Croup II were
abraded using the clipper hezd.

Tne test article was zpplied
to the prepared test site.
The test site was then covered
with a layer of 8-ply gauze,
dental dam and several wrap-
pings of Elastoplast tape.
The animals were restrained
in Newmann harnesses for

24 hours. After 24 hours
exposure, all wreappings and
the restrainers were removed
and the excess test material
was rcmoved with wet wipings.

On the 14th cday, all
surviving animals were
weighed and terminated.
Barbiturate overdcse

Gross

Table 1

Table II
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5. DATA RETENTION The raw édata and the

original of the final report
will be on file at the testing
facility for a period of not
less than (wo years. The sponst
will be notified before {inal
dispcsition of these itexs.
zd test erticles will te
oyed unless reguested
wise by the sponsor.
eptions to trhe above will
docuirented in the study §

ile,
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Study No. 3029.633 y
| TABLE I
‘ CSSERVATIONS
SKIN FREPARATION intact DOSE__ 5.3 ml
o . Group I ) o
Animal No. |Sex DAY [
Rb-626-80 |M 1)1 2] 3451617 )81 91i0{11]12f13})14 ]|
_ _Erythema 2 |2 2 J2 12 j2 12 J1 f1x 11 11 {1 11 11
Edema _p 1 jo fo Jo Jo jo jo_Jo o Jo o Jo io_ Jo |
_Atonsa  H O 10 }1 J1 12 12 1,‘1} 1 10 10 11 j1 11 _ |

| Desguermationy O §0 }O0 10 11 10 1C J0 40 jo 10 j1 _f1_ f1__|
Fissuring - 0 0 0 0 0 2 2 2 2 12 2 11 {1 1
Eschar N N N N N N N N N Y Y Y Y

=z
=z
< <
o

Exfoliation N N N N N N N N N N

Weights (gm): Initial 2631 Final 2513

SKIN PREPARATION _ Intact DOSE_5-8 ml L

) Group I .

JAnimal No. [Sex SEAY

Rp-653-80 IF 11213 1% 151617 |81 9j10)11}12] 13|14

_Erythema 2SN - o W b WO W & R & S » N 5 W A 16 O 5 W & O U
Edema 1 Jo jo o b §x 1 1 11 41 lo lo do o
Atonia 6 4o 4o Jo o o 4o o Jo lto 1o io 1o lo

| _Descueration] 0O 0 0 C 8] ¢ _ 12 0 0 _106_10 0. 10 1
Fissuring 0 0 0 0 L 2 2 13 3 12 2 1 1 1

__Eschar N N N IR W !Y v vy oly iy dy |y iy

kb

Exfoliation | N N [N N k ;N N N In IN Yy Yy |y

Weights (gm): 1Initial 2919 Final 2602

~
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Styudy No. 2029.633 TABLE I 5
) GC=SERVATICONS
SKIN FP=ZPLEATION  .ntact DOSE 5.9 ml
- Group [ L
Animal No. [Sex DAY |
Re-£5L-80 |F 1) 21 3]4 {56l 718] 9ji0]11f{121}13 14 |
Eryvthema 2 11 11 11 J1 11 ja 1 11 1 1 2 RO A
E3era 41 fo Jo Jo lo Jo 1o 1o 1o lo 1o 1o 1o o |
ttonia o 1o 1o Jo Jo 11 f1 Jo lo 1o 1o 12 e ipo
I B S S NS (S L ]
| Tesguzmaticni 0 10 0 10 ¢ 10 Jo _io _iC 1¢ iT i0_ 11 ]

Sschar N IN N N IN N N N N dx I gxn Ny

Weignts {(gm): Initial 2966 Final 2574

SKIN PREPLIATION Abraded DOSE €.3 ml
Group 11 - B
‘:-_T'J_"'a]_ O Sex T DA [~ _ir 7
Rz-£2C-B0 |INM 1 213 14 {536 17 181 9]10)3111}12]13]14 |
Zrythema 2 2 2 2 2 12 12 1n 1 1 1




Study Mo. 2029.

TASLE 1
C2EZRVATIONS

SKIN PREPARATION __ Atraded DCSE__ 6.6 ml

Group II

Animal No. [Sex
RE-597-80 |M

Erythema

_Fcéema § 1 % }1 40 0o Jo lc Jjc jo Jo jo |0 {0 Jo
__Atonsa | O 0 0 0 2 2 T2 0 |o 0 |0 o |o
desquanztion) 0 10 JO JO J6 jo0 Y 13 41 1 f1 43 41 41
Fissuring 0 0] 0 0 H 1 1 1 1 L‘ 0 0 0 0_~
Eschar N OIN N N N N dx v I In [N N [N N
Exfoliation § ¥ |N N [N N N {x N IN N |N IN [N |N
Weights (gm): Initial 3317 Firal 3224 L
SKIN PREPARATION  brzded DOSE 6.6 ml
L ] Group 11 -
‘Animal Wo. |Sex ] CaY T
5;—621:80 |F f 1 12 3 L 5___6 7 84”>3m 101114112113 1y
__Ervthema 2 12 |2 2 2 2 2 1 1 1 1 1 1 1
| Zdema 1 {o jo fo Jo jo jo jo jo fo |o |o |o Jo
Aionia 0 0 8] 0 1 0 lS ¢ 0 o 0 0 0
— _ N g ot NS S il
Tesguanation| 0O 0 0 0 0 0 C 0 0] 1 1 1 1 1
[~ 1 T 1T 1 71~ N I R T T A T
‘F_iSSUI‘iﬂ&__ ,_,E_ «_9 0 0 1 2 z 1 2 2 1 1 0 0
Faeonar r N N N TN N Y N N )N Y Y Y N
e
_Exfoliation N N N N N N K N N N Y Y Y N
Weights (gm): Initial‘<§§}gw*<_~__ ?j¢31<3“75
i ateme g 2 ™ P a2 o s B s e i el " o v TR T o T
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Study No. 3029.633

BFRRGEDRN wETTNUTE
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Group I- Intact
RL-62€-80 (&)
Rb-653-80 (F)

Ro-654-80 (F)

Group II- Abraded
Re-620-80 (M)
Rc-597-80 (M
Rt-621-80 (F)
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Seart arpears enlarged; uterine
norns zrpear irritated.

Uterire horns zppear irritated -

Not Remarkable

ears enlarged

Zeart miidly enlarced with dilated
ventricles, pitting of renal cortex

end renal subcapsular hemorrhage,

milé splieenomegaly, and uterine conges-
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Study -No. 3029.c33
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6.

CONCLUSIONS:

The acute percutaneous toxicity of test article PC924
was determined in rabbits according to Fi&G protocol
Ci0 (5-1-80). No animals died; the LD is greater
trhan 2 ml/#g. Skin reactions included érythema, edema,

gtonia, desguamation, fissuring, eschar and exfolia-
tion. Five of six animals did not ezt or drink nermal
amcunts the day zlter dosing. Trour of six anirzls lest
~elght during the study periocd. Three of six animals
nzd what zrireared to be enlarged hearts at the necrcpsy.
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3 tudy No. 3029.633 APPENDIX I
o A 10

B O TarN ASTITUTE
FOR 81D MIAKTY, PG

EVALUATION OF SKIN REACTIONS (CODE)

Ervthema

- None

- Slight (barely perceptible)
Moderate (well definred)

- Severe (beet red)

wh-~o
|

None

- Slight (barely perceptible tc well defined
by cefinite raising)

2 - Mocerate (raised zprproximz

3 - Severe (raised more than 1

Y]
|

Atonia (not including eschar arez)

- Normal

- Slight (sligbt irreirment of elasticity)
Moderate (sliow return to ncrmal)

- Marked (no elasticity)

w N+ O
|

Descuamation (not including eschar area)

- None

- Slight (slight scaling)

Vocderate (scabs and flakes)

- Marved (pronounced flaking with denuded areas)

whh -~ o
|

Fissuring

0 - None

1 - S1ight (definite cracks in epidermis)
2 - Foderate (cracks in dermis)

3 - Marxed (cracks with bleeding)

N - No
Y - Yes

Exfoliation (sloughing of the e

7
s
Y
[}]
Y1
ot
[
4]
tnh
o}
0]

-

N - No
Y - Yes
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APPENDIX IIX

SUMLRY QUALITY ASSURINCE LOG SHEET

Study No.  3029.633

These of study revicw-ed.

Q.A. of dosing
e level calculations

Q.A. of study notebook

Q.4. of final typed report

FESULTS REPOXJED T10:

-

Study Dilrectlor

Compound YNo.

pag2X

Tatle

9/30/80 P
10/16/8C P

10/21/80
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T™E PROCTER & GAMBLE COMPANY
A 3

» .

Acute Percutaneous Toxicity
Issue Date: May 1, 1980
Supersedes Issue Dated: January 1, 1980 i
Test Substance Indentification Number (TSIN) # F>Cfihltf

Divisional Request Document Number (DRD) #_RTS &é-yr

Sponsor: The Procter & Ganble Company
. Cincinnati, Ohio

Jesting Facility:

: Study #_3722° -3 1
t
(To be filled in by  -pr.reborn Institute for (To be Tilled in by
Operations Section) Spencerville: Ohio 4S887 Testing Facility)
Purpose:

To determine the relative skin irritancy and systemie

toxicity of a test substance when this substance is
applied to the skin.

Historically, the New Zezaland White rabbit has bdeen
the animal of choice due to the large amount of bdback-
ground information on this species.

Route of Administration
of Test Substance and

Reason for Chojce: Place on clipped area of intact and abraded skin under

occlusive dressing. Historical.  Based »n Draize

procedure.
Diet apd/or Hater
Analyses Required: None (no known contaminants expected which would
interfere with this study)
ecerds Lo be
2intaij : All records that would be reguired to reconstruct the
study and dexzonstrate

acdherence to protocol.

Page 1 of 5
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“ME PROCTER & GAmMALE COMPANY
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Acute Percutaneous Texicity
Issue Date: May ¥, 1960
Test Substance(as)
DRD De=cription. Expiration
ISIN # Number Lolor Physica) Fora " __Date
\>o°[:>.l+ Srs:é-:df i‘mr L‘\z"@d qli(s1
(7% -2

$$0.130.302%9
Storage Conditions: (Check one)

Cﬂ] Room temp. (60-80°F) [ ] Refrigerator (about 40°F) [ ] Freezer (<30°F)
{ ] Other

Bzzards: (Check one)

(Y] None known. Take ordinary precautions in handling.
[ ] As follows:

Special Instructions: (Check one)

None
) As follows:

Dose Preparation: (Check appropriate box)

Dose undiluted
] Dose as a 4% (w/w) solution/suspension
( ] Dose as a % (w/v) solution/suspension
{ ] Dose per special instructions .
Vehicle: * Dissolve or suspend the test substance
in the vehicle at the required concentrations and record the
quantities mixed.

%A vehicle control should be [ ], should nct te [ 3}, included in

this study. If inclucde2, the vehicle control should be tested
concurrently with the test substance.

Page 2 of 5
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i THE PROCTER £ GAMSLE COMPANY
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Issue Date: May 1, 1980

Dosing i

Instructions: Weigh animals Jjust prior to dosing to determine the
total volume and/or weight of test substance to bde
applied.

[ ] Dose at 2 gm/kg of the test substance as received
[ 1 Dose at 2 gum/kg of the required solution/
suspension
?(J Dose at 2 ml/kg of the test substance as received
. ] Dose at 2 ml/kg of the required solution/
suspension
- [ ] Other

Animals: Each test group will consist of six (6) New Zealand
White rabbits (3 males and 3 females) weighing 2.0~
3.5 kg.

Aninal Care: Follow the approved Standard Operating Procedures of
the Test Facility. (Acclimation period must be a
minimum of seven (7) days.)

Enviropoental

Conditiona: Follow the approved Standard Operating Procedures of
the Test Facility.

Animal

Identificaticn: Follow the approved Standard Operating Procedures of
the Test Facility.

Procedure: Clip the back of each animal from shoulder to rump with

a small animal clipper. The skin of three animals is
left intact and the skin of the other three is abraded
with an electric clipper blade or other appropriate
device so as to penetrate the horny laver of the
epidermis without causing bleeding. Each abracded and

intact skin group shall have at least one (1) animal of"
each sex.

Spread the test substance over the clipped area. Cover
with a layer of 8-ply gauze, rubber dam and several
wrappings of 3-inch EZlastoplast tape or eguivalent
wrapping za2terial. Restrain the animal in arppropriate
harness or c¢ollar to prevent it from removing tne wrap-
pings. Dry or powdered sutstances zre placed directly
onto the gauce. The gzuze containing the dry itest zzte-
rizl is spread over a lzysr cf rubdber dam and <rzpping
tape. Place the oanimel on his back over the zest sub-
stance and secure the wrapping tape around the trunk.

After 28 »ours, rezcve the harness or collzr, uncover

- the tezt site, rexove the test zuostance with wet
disposadle gauze, paper towel, or equivalent. Observe

Page 3 of S
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Acute Percutaneous Toxicity
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Issue Date: May 1, 1980

Procedure (cont'd): daily for next 14 days for signs of skin irritation
using the attached scale (Appendix 1). Observe twice
daily for morbidity, and mortality. On the 14th day,

} count, weigh, and sacrifice the surviving animals.
. Weighing animals at 7 days is optional.

Necropsy animals that died durirg study and all surviv-
ing animals and examine grossly for any abnormalities.
Perform the necropsy following the Test Facility's
Standard Operating Procedures. BRecord all gross

- necropsy findings.

Protocol Changes: If it becomes necessary 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 fcr it -
should be put in writing and signed by both the Study
Director and the Principal Investigator. This document
is then attached to the protocol as an addendum.

Report: Report should include how study was conducted, dates of
study initiation and terminaticn, and the individual
animal observations including deaths, if any, degree of
skin irritation as a function of time, body weights,
signs of gross systemic effects and necropsy observa-
tions. If no deaths are observed at the 2 ml/kg or
2 pm/kg dose level, the LD 0 value is reported as
greater than 2 ml (liquids? or 2 gm (solids or semi-
solids) per kg of body weight. If deaths were observed
at the 2 ml/kg or 2 gn/kg dose level, additional dose
levels may be requested to produce a sufficient number
of deaths to calculate an LD value. If additional

dose levels are not requeste§? the LD50 value will
not be reported. ’ ]
Sponsor: %L\ LM
Principal Investigator
. |
Date Approved by Principal Investigator 52)c~2/(gk’
Proposed Starting Date: (202 /40 )
' )
Proposed Completion Date: /(//’7/40 )
(Final Report Available) oo )

)JTo be cocpleted

14;347}4?/247 Jby the Test
Study Director: AL ALz bz JFacility

)

Date: o/ <r/fc0 )

/ ~ - )

Study Cost: /25 )
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Erythema

- None

Slight (barely perceptible)
Moderate (well defined)
Severe (beet red) :

WN -0
L]

0 - None

1 - Slight (barely perceptible to well defined by definite raising)
2 - Moderate (raised approximately 1 mm)

3 ~ Severe (raised more than 1 mm)

Atonia (not including eschar area)
0 - Normal ;
1 - Slight (impairment of elasticity)
2 - Moderate (slow return to normal)
3 - Marked (no elasticity)

Desquamation (not including eschar area)
0 - None
1 - Slight (slight scaling)
2 - Moderate (scabs and flakes)
3 - Marked (pronounced flaking with denuded areas)

Fissuring
0 - None
1 - Slight (definite cracks in epidermis)
2 - Moderate (cracks in dermis)
3 - Marked (cracks with bleeding)

Eschar
N - No
Y - Yes

Exfoliation (sloughing of the eschar tissue)
N -~ No
Y - Yes
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