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The Procter & Gamble Company1kG NA Regulatory & Technical RelationsP&G One Procter & Gamble Plaza (C-6)
Cincinnati, OH 45202
www. pgcom

U.S. EPA
Office of Pollution Prevention and Toxics
Document Control Office (7407M)
1200 Pennsylvania Ave., NW
Washington, DC 20460
Attn: TSCA Declassification Coordinator

C.

Re: Declassifi!cation Activity-Health and Safety Filing
8EHQ-0892-1 0079 (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Any CBI substantiation which appears in the original submission is no longer applicable as the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@Dci.com.

Sincerely,

THE PROCTE GAMBLE COMPANY

J leyroelich r
NA egulato & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202
(513) 983-2531
froelicher.im @ Dp.com 11 19111 1111 H H 1 1 11 1
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Attachment 1

Public Display Version

Chemical Identity CAS RN

Alcohols, C1 0-16, ethoxylated 68002-97-1

Benzenesulfonic acid, 4-methyl-, potassium salt 161 06-44-8

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

Glycine, N, N'- 1,2-ethanediylbis[N-(carboxymethyl)-, 64-02-8
2-Anthracenesulfonic acid, 4,4'-[(1 -methyl-6471 -01-8
ethyl id ene) bis (4, 1 -phenyleneimino)]bis[1 -amino-
9,1 0-dihydro-9, 10-dioxo-, disodium salt

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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Public Display Copy
August 25, 1992

DOCuMent Processing Center (TS-7 90)
Office of Toxic Substancesto 7%/ r
Enlvironmental Protection Agency85i0 Z-(# 7 / i
401 M St. S.W. 86 tOOO 8?5O
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 terms of CAP Agreement # 8ECAP-0003. This report discharges our
Company obligation to report the attached data under TSCA Section 8SM. 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 identjfied 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 .1.1kg of the test material
to intact and abraded skin resulted in dermal irritation including erythema, edema,
fissuring, and eschar formation. Five of six animals did not eat or drink normally 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 WOO0 is estimated
to be >2 ml/kg.

We do not belie-ve findings in thi report reasonay 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 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 consti..uents and thou, percentages should be
maintained indefinitely. There are no plans for this information to be otherwise
disclosed, and this technology has significant coxmmercial value.

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 pablicly the exact composition of this mixture at any time in the
future.



4. Measures foz protection of the compositional information inclu~de Oneed to knowO
internal restriction within the Company. An internal code is used to protect the
identity of the material. Information is maintained in looked 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 CDI would result in substantial harm to
the Company's competitive position. This formula provides an important
corturcial 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 dupli~cate the formula
without incurring significant R&D costs, thus doing substantial harm to our
competitive position.

7. 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



Attachment i

Public Display Copy

AlkYl ethoxylate

Substituted amine

Sodium citrate

Substituted benzene

Mono ethanol amine

Substituted stilbene

Water

Substituted amine

Colorant
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FOR, BIORESEARCH. INC
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Study -o 3029.633

I. OBJECTIVE To determine the relative
skin Irritancy and systemic

* toxicity of a test s,-stance
when this substance Is
applied to the skin.

2. 7EST ARTICLE

*a) I.D. Nu-ber F',0 92 4

b) Storag-e Conditlons: Foom temzcerature

c) Changes During

*Storage: None noted

d) Characteristics: Clear blue liauid

3. MRE:THODOLOGY

*3.2 f a I ~as

a) Species: Rabbit

b) Pedigree: New Zealand White

*c) Supplier: Isaacs Lab Stock

d) Aeclimation Period: Minimrum of seven (7) days

e) Fequired Body We!ghts: 2.0 - 3.5 kg

f f) Identification: Nurbered ear tags

3.2 Animal Mainterance According to DYEW standards
in a USDA registered, AAALAC
accredited facility.

3 3.3 3rouD Size And Group I - I ;-.ale + 2 femnae-
:Tose L evels ILntact s-1n. - 2 rml/krg

Group II - 2 -,22e + I e~l
,braded ski__n -2 /.



Study No. 3029.633 2

; .4 Administration Of
T-est Article

a) ?re-admini s Iratj on The backs of all anim.-als were
;-ni:7al zreparation: cl ipped free of hair from

the shoulders to the rumns
using sinall anl:;.al clippers.
The skin of animnals in Group I
were left intact and the skin

* of animals in Group II were
abraded using the clipper head.

b) Methods Of The test article was applied
Administration: to the prepared test site.

The test site was then covered
* with a layier of -0-ply gauze,

dental dam and several wrap-
pings of Flastoplast tape.
The animals were restrained
in N--winiann harnesses for
214 hours. After 24 hours

0 exposure, all wrappings and
the restrainers were removed
and the excess test material
was rc-moved with wet wipings.

* 3.5Ter-mination

a) Termination On the 1l4th day, all
Schedule: surviving animals were

weighed and terminated.

b) Methods: Barbiturate overdose

C) Extent Of Necropsy: Gross

*4. RESULTS

~4-1 Obser-vations Table I

4. Ncrr y Results Table 11



5. DATA RETENTION The raw data and the
original of the final report
will be on file at the test-ing
facility for a period of not
less than two years. The stpcns(
will be notified before final
oisocsition of these itszs.

0Un---s-d test ipt-icles will be
destio-;ed unless reouest.ed
otherwise by the sponsor.
Exceotions to the above will
be docu-mented in the st*.udy file.

.. ,777



Study No. 3029.6334
TABLE I

F EV AT 10ONS

SKIN 1FREA1RATION intact DOSE 5--3 ml
-Croup __ __ __ __

Ani mal o Sex ~JDAY 8 lRb-626--801 m 213 4 5 S6 7 89 10 11l 13 14I

Eryt________ 2 2 12 12 12 12 12 1 1i 1i 1 1

Edema 1 0 0 0 o0 0 10 10 0 0 0 0 0 0
*Atom a 0 0 1 1 121214 101011i

_ __um a i o 0_ 0_ _ _ _ 0 1 0 1 0 1

Fissuring .1 1011I111 jl 1 ~.]
*Eschar N_ IN N N IN IN IN I N IN I Y lY IY I yY

Exfoliatio N JN IN N IN I N I NIIN IN IN IN_ _ __

Weights (gmn): initial 2631 Ffnal 2513

SKIN PREPARATION Intact DOSE 58ml
*Aninal No. Isex*~1 ____ _ _ __

b-65-8o IF 12 1 3 I 4' I77 7 5 6 9 1 0 1 b21131
Erythemna 2 2 i. L L i a ~K

Edema J1 lo~. 10 I.i JI i 1 ii II Il 0Q.L 1 0 10
*Atonia 0 ---- I 0I ~1 0 to0t 10 1 01001

Desciaration 00 0 10 Ic 10 10 1c 1o 0c 10 1o J o
Flsri 0 0 0 10121 12 _3lL 1 12 111 1

* schar N N IN F;~T71ty I~ ly ly ly ILyy
Lxfol iation NN INN~K IN IN IN KI~
1V.elhts (gin): Initial 2919 Fi-nal ' 602



Sti~dy No. 302q.633 TABLE 1I

CESERVATIONS

SK7N ?B=EPAF.ATION Intact DOSE 5.9 ml

;00a N. Sex 3 K 5 _ A_ J9 __1 2 4
__8 O 2! 6_ __ __ _ __1 4

-. a4-8 F 1 _____ 0_ 0110 10 10 0ITcI 01

A, On a 0__ __ __ 0 1 _0_ 10 101 2. 1

7'ea ] C L or t 0 00-01 1 0 1 0 H
_____g 0 __ 0 K 10 1 1 0 ] _ i J 1 1_

~::2::ation N _ NbN ~1k____ _ _ _ IN IN IN IN N N NIN I

We Lsh~ts (Emn): Initial 2966 Final 2574

SKIN ? _EA;A'_TN Abraded DOSE 6.~ m.1
________Grou.p ii1

* :~c80 y 1 2 5 1617 ! 0 2 1 12 1

.a_____ 2_ 12 12 12 I? 12 1  1II ~ljI

F£aem a 1__ 0 t oJ 10 -1 __{ 0
0 --~I~ l 01 - 1 0 j0 1 0 1~ 0o 1o 0o lo lo

A o n. a 0 1o0 10 1 1 1~ 1b i0 1 1 0 1 II,1

yf1aoN IN N N IN 1N N INt. IN f Nt LL

W&_Sts (gmn): Initial 3125 Final 3022



-S z- 0 -o 302.E3 TABLE I6

CBS ERVATI ONS

SKIN PREPARATION AredDOSE 6.6 mi

Animal No. Isex 1 3 1'4 1 5 1 61 8 9 0 11 3 

Erythemna 2 _2 2 2 12 12 V I-l1 1 -1 1

__-m 1 1 110 Ij C 1O0 0 0 '0 0--

--At on-,a0 0 1- o 1 1 -- - 1 JO100 0 0 0

- S c ti V L0 n~ 0 V 1 10 1 )1 1 _!11 1
s-u r 1qg_ 0 0O 1~~J 1i 0_ 0J l 0 0

E schar N j INI-N IN INk IN .N N N JN N N

E--xfoliation NIN__N__N IN JNI N NfNJ NN

We!Ehts (gmn): Initial 331?7 ~ ra 322.4

SKIN PREPABATION p:br'aded DOSE 6.6 ml
__ __ ____ Group II_ _ _

*i-618F_ J2 1 31 4 J 5 16 8 11 10 1i11 _ 2 13 14

_________ 2 121_2_1212 12 2 1 I 1Ii 11

£-m____1 lo0 Iiw0L 0 10 0 0

*Atonia 1 0 1 _0 o o 1 I10 10 1o c _1 0 o 0 t0

rscua7,ati on 0 0 0 0 0 1 t0 10 1~ i I I I I jI :
S lar iIT to0 0 112 12 I1 12 1 2_1 1 1o0Li

N N ~cr- ~ j N ININ Nx V y N w
jFxfoliation INI N N JN N JN , NN Ij IN JT

*U'ts(Fmn): Initial 3310 4 7 345
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Stbidy N'o. 3029.633 7

* TABLE II

NECBCPTSY "ESULTS

Group I- Intact

Rt-62E-8D (F) Not, Femar'Kable

Rb-653-80 (F) H -eart a- oears enlarged; uterine
horns -noea-r Irritated.

0 Rb-65!"-80 (F) 1U-erine horns ar'oear irritated -

Group II- Abraded

Rb-620-80 (M) Not Remarkable

Eb-597-80 (M) Heart apzrears enlarged

Rb-621-80 (F) Heart m'Idly en lar~red with dilated
venticlsPitting of renal cortex

* and ren~al subeapsular hcmrorrhage,
m -ld spen~gland uterine conrges-
tion.

77 7



Study .No. 3029.633
* 8

6. CONCLUSIONS:

The acute percutaneous toxicity of test article P0924
w.as deter-..ined in rabbits according to P&G protocol
CIO (5-1-SO). No animals died; the LD 50is greater
th-an 2 ml/k&,. Skin reactions included erythema, edema,
atLonla, desquam~ation, fissuring, esehar and exfolia-
S1 oin . Fi-ve of six aninmals did not eat or drink normal

a:--ants th-e day ' .- ter dcs-ig. Four Df six anil-als lost
;,cefz.rt 6u'Thg th"-e study period. 7Three -of 5iX alni-als
r-ac what az~eared to be enlarg-ed hearts at the necropsy.

0

07

-7707r



S'~udy No. '3029.633 9

* SUPERVISED. AND CONDUCTED BY

* Ba:,a Fcaer, F.S.
7Lab ora tory Tec?-nicfan

d-dA. i- fle s Ph.D.
\ae res4-,dent and Director

of Acute and Subcihronic Tcxicology
(Study Director)

J n C. u l 
s F D.

r-utive Vice Fresi -ant and

Di e ctor of Toxicolo~y

0W



Study No. 3029.633 AP?ENDIX I 1
*.--~Cza% Stfl10

EVALUATION OF SKIN REACTIONS (CODE)

* Erythema

0 - None
1 - Slight (barely perceptible)
2 - Moderate (well defined)
3 - Severe (beet red)

0 - None
I - Slight (barely perceptible to well defined

* by definite raising)
2 - Moderate (raised approximzately I mnm)
3 - Severe (raised more than 1 !.-m)

Atonia (not Including eschar area)

o - N ormalI
1 - Slight (slight inz:airrnent otf elasticity)
2 - Moderate (slow4 return to nor-mal)
3 - Marked (no elasticity)

Descuarnatlon (not Including eschar- area)

o - None
I - Slight (slight scaling)

*2 - Moderate (scabs and flakes)
3 - Marked (pronounced flaking v-ith denuded areas)

Fissuring

0 0-None
1 - Sl*ght (definite crack.s in ezidermis)
2 - 14oderate (cracks in dermis)
3 - Marked (cracks with bleeding)

* Es char

N - No
Y - Yes

* Exfoliation (sloug hing of the esch-ar tissue)

N - No
Y - Yes

tE Ill A*,: -%.f CRIS ~ ttS *~', ~ C-x..r e ~ r..r e-c--
'C- tw,. .-.-u e ol - *- , i-S.- eC O>eC rt--.--

to t--cS.. . ' p-. .<'stt r,.w .dc-er.,~r', s~r'- e- -



APPENDIX II

Su3-' AY QUALITY ASIUCE LOG SHEET

stx3ay NO. _ C2O_3 COM)OU-nd N40. 21

f.-eof study revic-_ed. __ La !~e Q.A ee

* I~-~feQ.A. of dosing

and 4&cse level calculations 9/30/80 ?.J. D;el-ap

Q-A. of study notebook 10/!6/63 ?.J. Delap

Q.A. of f-Inal. typed report 10/21/80 C. S. Davis

T~em1Q' a ;ty 7Assuraice Dt

S t Uay IDi I e t or r. e,

T777777Qrj 7 -T



1-4 E PROCTER &GAMILE COMPANY

?ROTOCOL NO. C10

Acute PercUtaneou-m Toxicity

Issue Date: May 1, 1980
Supersedes Issue Dated: January 1, 1980

Test Substance Indentification Number (TSIN) I Po?~ali

Divisional Request Document Number (DRD) # RTs ~~f

Sponsor:The Procter & Gamble Company
Cincinnati, Ohio

1=11=~n Fac±iity: Springborn Institute for (tod be filed nb
(To be filled in by Bioreseareb, Inc.(Tbefldiny
Operations Section) Spencerville, Ohio 45887 Testing Facility)

Purpgne:To determine the relative skin irritancy and systemic
toxicity of a test substance when this substance is
applied to the skin.

Justification f=r

System:Historically, the New Zealand White rabbit has been
the animal of choice due to the large amount of back-
ground information on this species.

RoteD Adtnin'stration
21 Test Sub-starce An
Reasc' onQ_ C~hoice: Place on clipped area of i-ntact and abraded skin under

occlusive dressing. Historical. - Based on Draize
procedure.

Djs~ and/or Water
Anyvse B-ecQuir-e-: None (no known contaminants expected which would

interfere with this study)

M~intgined: All records that wculd be r' quired to reconstruct the
study and demonstrate adtertncc to protocol.

Page 1 of 5



TEPROCTER L rAMatE COMPANY

PROTOCOL NO. C10 Ccont'd)

Acute-Percutaneouls Toxicity

Issue Date: May 1, 1960

DRD Dencrintion Expiration
ITfi L Nuimberoor Phyical. Fom Dt

Strage~ Conitjor: (Check one)

Room temp. (60-809F) t)Refrigerator (about 40OF) I Freezer (<30OF)

[3Other

Enzards: (Check one)

£"JNone known. Take ordinary precautions in handling.

t 3 f~ OllOW.3:

Spnecial. Instructions: (Check one)

~)None

U3As follows:

Dos Preparation: (Check appropriate box)

~ODose undiluted
3Dose as a .... J(w/w) solution/suspension

()Dose as a (w/v) solution/suspension
(3Dose 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 [ , hould nct be t ,included in
this study. If includes, the vehicle con~trol should be tested
concurrently with thbe test substance.

Page 2 of 5



THE VROCTER L GAPMBLE COMPANY
* PROTOCOL 1,O0 C10 (cont'd)

Acute P-rclitpneous Toxicity

Issue Date: May 1, 1980

Dosing
Instructions: Weigh animals just prior to dosing to determine the

total volume and/or weight of test substance to be
applied.

[JDose at 2 gm/kg of the test substance as received
LJDose at 2 gml/kg of the required solution/

suspension
SDose at 2 mi/kg of the test substance as received

Dose at 2 mi/kg of the required solution/'
suspension

E(I Other

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

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

Environmental
Cndiio.ns: Follow the approved Standard Operating Procedures of

the Test Facility.

Animal
Identification: Follow the approved Standard Operating Procedures of

the Test Facility.

Proceure: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 layer of the
epidermis without causing bleeding. Each abraded 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 S-ply gauze, rubber dam and several
wr-appings of 3-inch Elastoplast tape or equivalent
wrapping material. Restrain the aninal in appropriate
harness or cvllar to prevent it from removing tne wrap-
pings. Dry or p wuercd sutztances are placed directly
onto the Eauze. The gauz-e containing the dry test =ate-
rial is zpread over a lav;ar of rubber dam and w--rapping
tzape. Place the animal on his back over the test sub-
stance an! secure the wrapping tape aroun~d the trunk.

After 24 !!o-.rs , re77cve the harness or collar, uncover
the tes t site:, rc::cwe the tcnt zuostance with wet
dinposatbic Sgauze, paper towel, or equivalent. Observe

Page 3 of 5



PIE RCCT~ & A~A5.E CM~AN .?QTOCOL NQ. CIg (cont'd)

Acute Percutaneous Toxicity

Issue Date: May 1, 1980

Procdre. (cn') daily for next 124 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 zurviving animals.
Weighing animals at 7 days is optional.

Necropsy animals that died during study and all1 surviv-
ing animals and examine grossly for any abnormalities.
Perform the necropsy following the Test Facility's
Standard Operating Procedures. Record all gross
necropsy findings.

Inr.t&oco Changg.a: 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. L3
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.

IRQX±.. Report should include how study was conducted, dates of
study initiation and tcrminaticn, 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 mi/kg or
2 gm/kg dose level, the LD~ value is reported as
greater than 2 ml (liquids3 or 2 Sm (solids or semi-
solids' per kg of body weight. If deaths were observed
at the 2 mi/kg or 2 gm/kg dose level, additional dose
levels may be requested to produce a sufficient number
of deaths to calculate an Lfl5 value. If additional
dose levels are not requeste;, the LD5 value will
not be reported. 5

Sponsor: >Z/ -z~
Principal Investigator

Date Approved by Principal Investigator% f

Propocsed Starting_________________

(Final Report Available))
)To be completed
)by the Test

Study Director:-i -' . )Facility

Date:- 0~/; -f/lro)

Study Cost: 2)

Page 4~ of' 5



iHE.PROCTEAt GAMBLE COMPANY

SCALEF OR EVALUAIING SKIN R~EACTIONS

Erythema
0 - None
1 - Slight (barely perceptible)
2 - Moderate (well defined)
3 - Severe (beet red)

Edema
0 -None
1 - Slight (barely perceptible to well defined by definite raising)
2 - Moderate (raised approximately 1 mm)
3 - Severe (raised more than 1 m)

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

Desquamat ion (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

Page 5 of 5
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