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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 s
Office of Pollution Prevention and Toxics =
Document Control Office (7407M) o Uin
1200 Pennsylvania Ave., NW R
Washington, DC 20460 =
Attn: TSCA Declassification Coordinator 2 LM
cn 7
Re: Declassification Activity-Health and Safety Filing =
8EHQ-0892-10098 (EPA DCN 88920008399) “
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Any CBI substantiation which appears in the original submission is no longer applicable as the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 CBl 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

Froelicher
NA Regulatory & Technical Relations Manager
The Procter & Gamble Company

One Procter & Gamble Plaza

Cincinnati, OH 45202

(513) 983-2531

froelicher.jm@pg.com
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Attachment 1
Public Display Version

The mixture identified as P1906 is:

Chemical Identity CAS BN

Benzenesulfonic acid, Cl0-16-alkyl derivatives 68584-22-5
Poly(oxy-1,2-ethanediyl), .alpha.-sulfo-.omega.hydroxy-, 68585-34-2
C10-16-alkyl ethers, sodium salts

Alcohols, Cl2-13, ethoxylated 66455-14-9
Fatty acids, C8-18 and CI8-unsatd. 67701-05-7
1,2,3-Propanetricarboxylicacid, 2-hydroxy- 77-92-9
Glycine, N,N-bis[2-[bis(carboxymethyl)amino]ethyl]-, 140-01-2

pentasodium salt

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

Benzenesulfonic acid, 2,2'-(1,2-ethenediyl)bis[5[[ 1264-32-0
1,4-dihydro-4-oxo-6-(phenylamino)-1,3,5-triazin2-
yl]-amino]-, disodium salt

Formic acid, calcium salt 544-17-2
1,2-Ethanediamine, N-(2-aminoethyl)-N'-[2-[(2aminoethyl) 68815-65-6
aminodethyl]-, polymer with methyloxirane and oxirane

Subtilisin 9014-01-1
Amylase 900-92-4

Fragrance Mixture
Boric acid
Ethanol,. 2-amino-
1,2-Propanediol

Ethanol

8EHQ-0892-10098 Page 2 of 5
EPA DCN 88920008399



Attachment 1 (continued)

Public Display Version

The mixture identified as P1907 is:

Chemical Identity CAS RN
Dodecanediperoxoic acid 66280-55-5
Benzenesulfonic acid, C10-16-alkyl derivatives 68584-22-5
2,6-Pyridinedicarboxylic acid 499-83-2

Sulfuric acid magnesium salt (1:1)

Sulfuric acid disodium salt

Water

8EHQ-0892-10098 Page 3 of 5
EPA DCN 88920008399



Attachment 1 (continued)

Public Display Version

The mixture identified as P1472 is:

Chemical Identity CAS RN

" Benzenesulfonic acid, C10-16-alkyl derivatives 68584-22-5
Poly(oxy-1,2-ethanediyl), .alpha.-sulfo-.omega.hydroxy-, 68585-34-2
C10-16-alky! ethers, sodium salts
Alcohols, C12-13, ethoxylated 66455-14-9
Fatty acids, C12-18 67701-01-3
Glycine, N,N-bis[2-[bis(carboxymethyl)amino]ethyl]-, 140-01-2
pentasodium salt
1-Dodecanaminium, N,N,N-trimethyl-, chloride 112-00-5
|,2-Ethanediamine, N-(2-aminoethyl)-N'-[2-[(2aminocethyl) 68815-65-6

amino]ethyl]-, polymer with methyloxirane and oxirane

Benzenesulfonic acid, 2,2'-(1,2-ethenediyl)bis[S[ 13863-31-5
[4- [ (2-hydr'oxyethyl) methylamino] -6- (phenylamino)l,

3,5-triazin-2-ylJamino]-, disodium salt

Benzenesulfonic acid~ 2,2'-(1,2~ethenediyl)bis[ 1264-32-0
S-[[l,4-dihydro-4-oxo-6-(phenylamino)-1,3,Striazin-

2-ylJamino]-, disodium salt

Formic acid, sodium salt 141-53-7
Calcium chloride 10043-52-4
2-Anthracenesulfonic acid, 4,4'-[(1-methylethylidene) 6471-01-8

bis(4,I-phenyleneimino)]bis[1-amino9,10-
dihydro-9,10-dioxo-, disodium salt

8EHQ-0892-10098 Page 4 of 5
EPA DCN 88920008399




Attachment 1 (continued)

Public Display Version
PIYTL (eent):
Chemical Identity CAS RN
1,2,3-Propanetricarboxylic acid, 2-hydroxy-
Ethanol
Water
I,2-Propanediol
Ethanol, 2-amino-
Ethanol, 2,2' ,2"-nitrilotris-
Sodium hydroxide
Potassium hydroxide

Fragrance Mixture

8EHQ-0892-10098 Page 5 of 5
EPA DCN 88920008399



The Procter & Gamb.> Company
Ivorydale Technical Center
5299 Spring Grove Avenue, Cincinnati, Ohio 45217-1087

Public Display Copy

August 24, 1992 0

Document Processing Center (TS-790) bagd
Office of Toxic Substances “H@’ 78‘ /00’8‘ INIT )
Environmental Protection Agency [
401 M St. S.W. 88920008277 .-
Washington, D.C. 20460 -3
Attn: Section 8(e) Coordinator (CAP Agreement) -

[am)

This submission is being made pursuant to the TSCA Section 8(e) Compliance Audi€®
Program and the terms of CAP Agreement # 8ECAP-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 materials identified in the attached report as P1906 and P1907 are confidential
mixtures. The compositions of the mixtures are appended as Attachment 1. The report
is titled ”“Acute Percutaneous Toxicity”. Any correspondence relating to this
submission should reference study # 1348-32390.

This submission provides data on the acute percutaneous toxicity of a mixture of P1906
and P1907 mixed in a 5.5 to 1 ratio and dosed at 2 ml/kg. This mixture resulted in
severe skin irritation, the death of 3/6 rabbits treated, and the occurrence of
slightly fatty livers in the three animals which died on test. Surviving animals had
no significant findings other than skin effects at necropsy .

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 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 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 mixture.




7.

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. :

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.

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 o€ 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,
THRE\ PROCTER AND §AMBLE COMPANY
\

A

Richard H. Hall, Ph.D.
Manager
Regulatory & Government Affairs

The Proctay £ Camhle Commany
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ProcserseGamble

Attachment I

The_mixt identified as P1906 is:

Alkyl benzene sulfonic acid
Sodium alkyl ethoxy sulfate
Alkyl ethoxylate

Fatty acid

Citric acid

Substituted amine

Mono ethanol amine
Propylene glycol

Ethanol

Substituted stilbene
Fragrance

Boric Acid

Calcium salt

Substituted amine

Enzyme

Public Display Copy




ProcsersGamble

Attachment I {(cont.)

Public Display Copy

Jhe mixtuze identified ag R1907 is:
Derivitized organic acid

Magnesium sulfate

Sodium gsulfate

Alkyl benzene sulfonic acid
Organic acid

Water
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Riami Yalley Laboratories
P.O. Box 39175
Cincinnati, Ohio A52X7

+ oA D e & el i Ll




ad &

il A

L s,

dndadbe 05 e A2 e

k.

SIS e, : - -
ST L - —

SUrmary Beview Shetloc.cccacscecscsnccassovacsonsrscrnnmessnoass
Quality ASSUTrance SEBlemeNl.cccccacccsccrcosasvonsssnssnorasnmrw
Suemary and ConclusiONS.c..ccecececcccrscanessancassccsnsssanmcane
Materials and MethodS. oo ercccenccconcscccrasncansssssssccansmn

Results and DiscusSIoN....ccaceencencccrecasconameosvaasnaavcas

Protochlecceiccneveccscosccancancssensacsnccnsssnmnsrocasonssmas




THE PROCTER & GAMBLE COMPANY

.0 80x 39
miAm! VA)LEFY LABORATOMES CINTINNATE, OHIO 45247

The f Jowing Study was reviewed by the Quality Assurance Units
LiBORATORY: The Procter & Gamble Conpany
BIF ~ Misedt Valley Laboratories .
P.O. Box 39175 : -
Cincinnati, Ohio 5287
STUDY EUMBER= B85-0007
DIVISIONAL REQUEST DOCUMENT:  pr 32m
TSIN:  p1906, ri907
TYPE OF STWDY:  pcqq, Percutaneous Taxiciry

PORTION(S) oF DATE(S) oF DATE(S) FINDINGS 7
STUDY REVIEWED: REVIEWED BY: REVIEW: KEPORTED TO STUDY DIRECTOR:
Test Substance L. K Klahm 1/14/85 1/14/88

Handling

THe protocol was revicwed for compliance to the GLP regulations.

Significant audit findings (if any) were reported to the Study Director and
Facility Management irmediately. £11 amdit findings are reported to Management
€0 a periodic basis.

The fina) study report was reviewed for inaccurascles and procedural
compliance. The results reflect the raw data of the study,

TN E ALlonam }S\%ﬁ 4/4/85

Quality Rssurance Upit~Coordinator
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SUMMAEY AR CONCLOSTORS

The acute dermal LDSO of » combination of P1907 and B1906 (1:5.5 ratia) wvas
found to be 2.0 ml/kg. This test substance mixture resulted in the desth of 3
of 6§ anieals. Relatively severe dermal responses were noted oo all animals
which resulted in the development of eschar on the surviving animals. The
extent of dermal irritation was not considered to be the direct caume of death.

Posteortes examination of 3 animals that died prematurely revealed severe
dorsal treatment area skio erythema and evidence of fatty livers, but no
evidence to suggest a probable cause of death. Remaining animals were
necropsied according to schedule, and altbough dorsal treatwent ares skin

- alterations consistent with the final fn-life observation were present, no
evidence of any other alterations was observed. The significance of the fatty
alteration in livers of animals that died prenaturely could not be deterxined
1 within the confines of the present stuly.

OBJFCTIVES 5D BRCXGROUND

The porpose of this stody was to evaluate 2nd characterize the gross dermal and L .
asystemic effect produced by P1907 and P1906 (1:5.5 ratio) when applied to the . T
% backs of rabbits at » dose level of 2 ml/kg. . |

STUDY TDENTIFICATION |
STUDY DIFECTOR: G. &. Eixon . ‘

DIVTSTORAL TOXICCLOGIST: K. V. Miller

SPORSTRING DIVISION: Packaged Soap & Detergest Division

FOTPRETR

TESTING FACTLITY: The Procter $ Geable Compeny k
Miawil Valley Laboratories b
Biological Testing Facility

DIVISTORAL REQUEST DOCIMERT

NUMEERS: PBIT 2201

diadiateibatuneibbe

STUDY WUMPER: BE85-0007

-

STUDY ROTFBCOK:  YR-T37X

DATES: 1/10/85 - 1/2W/85 i

MATEPTALS AND METEODS (PRCTOCCL ATTACPET) ©

IDE¥TIFICATION: P1906, P1907
CONCENTRATIOR OF TEST

] SUBSTARCE TESTED: Ooe (1) part P1907 and 5.5 parts P1906 (Ondilute)

R - B acdiait . adew ok ac E SR TR = et P, " L i Tyt LAl e o
o B A N A MR s i dee e ot NERIRE




TEST SUBSTANCE STORAGE

CONDITIOS: Room Temperature 2nd Humicdity
COSTROL SUESTABCE: None
AXALYSIS OF TESTY

SUBSTANCE/CARRIER

MIXTURE: Not required, see Protocol Page 3

TESY SYSTEM -

SPECIES, STRATN AND SOURCE

OF ANYMALS: PRabddit, Kew Zealand A'bino, Harleton Research Animals
INITIAL AND™AL WEIGHT RANGE: 2807-3803g
ANTMAL RESTRAINT: Harness
GROUP AXD TEEATMENT:

NUMZER OF ANTMALS -

GROUP MALE FEM2LE TEEATIENT
1 R62€, K633, B6R6 2595, 557, ¥617 1 part P190T « 5.5 parts
1906, undilute, 2 ml/kg

{Intact sicin)
IN-LYFE
Yhe study was conducted according to the attached protocol. There were no

xnown deviations.

ANATOMIC PATEOLOGY

Three anicals were found dead on Januery 13, 1S85 and postmortex examinztions
were performed on these animals on Jacwmary 18, 1985 (36%6, ¥597, A4617). P. H.
Long, D.Y.M., of the Pathology Sectior performed these necropsies.,

Scheduled pos<portem examinations were performed on the three remainiog animals
(R62€, 8633, 2595) on January 24, 1985. The following pathology personnel were
in addendance:

B. L, Yanerve - Pathologist Deslignzte
W. E. Wyder - Kecropsy Coordinator
D. M. Baroett - Prosector

o tissues wvere taken at either sacrifice for histologic processing.
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RESULYS AND CISCUSSION

IB-LIFE

The acute dermzl L., of a mixture of P1906 2nd P1907 was found to be
apcroxicately 2.0 nY/kg. The test substance mixture produced severe erythema
(6 anirals) and slight edenma (3 of 6 animals) on the test sites following the

2% hour exposure period.

The abdominal arez of 211 animels was moist when the wrappings were renoved.
This eventuz2lly led to denuded (all survivors) and raw (1 survivor) skin in
this area. Atonis developed on 5 of 6 animals within 3-8 days. Three aninmals
died on days B-5_ Signs of aoorexia vere cobserved for all animals that died
Plus one survivor. General zigns of rorbidity and depression were 2lso
observed for 8 of 6 animals, Test site skin eschar leading to exfollation was
ooted on all survivors., Except for skin, 211 gross signs of toxicity subsided
by czy 7 although one anixxal showed a significant body welght loss over the
course of the study (In-life Table 1),

Zodividual aninal skin and hez2lth data sheets are attached as In-life
2ppendices 1 and 2, respectively,

EInatoric Pathology

Posteortes exzrinztions of 3 acimals thet ¢ied pri¥oturely were conducted on
1/718/25, Exarrinetion of each animal revealed severe dorsal treatnent area skin

esythena, evidence of 2 fatty liver (generally rild), little or ne food in the 3
szomach, and evidence of postoorten change. In addition, one animal had b
pimon2ry congestion. The probedle cause of the prerczture death of these |
acirals coald pot be deféermined. *

RN
The remaining animals were necrcpsied according to schedule. Gross examisztioa
of these a=imals revealed dorsal trezipent aes skin alteratiocas that were
corsistent in degree and nature with the finzl ip-life observaztions. There
wes, however, no evidence of any other alterztions.. The significance of the
fzoty zlterztion ir livers of animals that dfed premzturely could not be

determined within the c?étines of the present study.

Bt S

Stucy Diréctor Anatocic Pzthologist Enatomic Pathologist
Designate
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X595
&E2€
®533
’597
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617

<+ Premature death

2807
3218
3069
3503
2958
3283
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TNE PROCTER & CamBLE COmPaNY

PRCTOCCL WC. €10

dcute Percutaneous TJoxicity

Issve Dete: May 1, 1984
: June 15, 1983

Test Substance Jdentification Bumber (ISIN) & E /90C¢_ond P 190y

- Divisional Request Document Mumber (I®D) ¢ BTS- 3201
Sponsor: The Procter & Ganble Company

Cincinnati, Ohio

Testipg Facility: gre Procter & Comla Cany Stuty #_RF5- 600 :
(To be filled in by (273 Ve L2ssmoies - BEF (To be filled in by 3
Operations Section) S OH 45257 Testing Facility)

adyriled: YE 73T X

Purpose: To determine the skin irritaocy of 2 test substance 4
and its potentiel gross systemic and lethal effects uben
applied to the skin. .

Justification for

Selecttan of Test .

System: . Historically, the New Zezland 21bino rabbit has been
the anisal of cholece due to the lzrge amount of back— =
ground information on this species. ’

Route of Adrinistration
of Test Substance and

Eeason for hcice: ‘Place on clipped ares of akin under ceclusive
dressing. Historical. Eased oo Draize
procedure.,

Diet and/or Weter
Anzlyses Eequired: Kone (no known contaminants expected which would
. interfere with this study)

did

Records to be .
Maintzined: A1l records thet would be reqrired to reconstruct the
study and demonstrate sdherence to protocol.

Protocol - Page 1 of &

AR ) 3l .. s

R A DTl e e (bR oy Coghanige g i P R I T NPT ST ey -



- ——

o e o TRRAT I LT SRR 2T

3 e . - b
___________(__,____‘-————————_'_—' A e -
e T i — o

e - e . s A B AT P

Al disobe) s Sl

Tort PROCTIR & GasmdiE COmPasry

Test Substance(s)

PRCTOCOL ¥O. €10 (Cont*d)

Acute Percutanecus Toxicity

R N s e, g g EE T i ATt A

Issue Dete: Yay 1, 1984

- DED Description Expiratiod
I # Rurber Color : Physical Form Dete
Praoc IS 32 yelhw Ligulx Taldefiaite
“3YS -F2ey .
Preov ldlhk,or"-c 1.:,-..:1 ot 3/1/3;"
Storage Conditions: (Check ooe) Suspanleld sefdls -
{X) Roox tempersture I ) Refrigerator f ] Freerer

{ ) Other

Hazrrds: (Oheck one)

[ ] ¥one known. Take ardizary precavtions in handling.
()] &s follows: P1see~ r‘“:u. ‘k:.‘ od epe HEFSS S 2

P190Y - poseble severe slia qul eye iersanct
Special Instructions: (Check ooe)

[ ] Xone MY one (1A vdame of Jef subsfamee Pre7? Fo S5
volumes of 3ot subsfance PI196C anl =¥ for 2 minates.

[0 As follows:

Animals:

Arimal Csre
and Diet:

Enviroewental
Conditions*

Anime)
“Identification:

Dose fe anlmals  with s

mivhre oF 2 -—l[ls,

Each test group will coesist of six (6) Eew Zesland

altino rabddits (3 males and 3
2.6-3.5 kg.

fexales) weighing

Y

- Follow the approved Stancard Operzting Procedures of
the Jest Facility. (Acclimation period must be 2

miniwmm of seven (7) days.)

Follow the approved Stancard Operating Procedures of

the Test Facility.

Follow the approved tancard Cperating Procedures of

the Test Facility.

Protocol - Page 2 of 6
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TR PROCTES & Camaur cO FECTOCCL ¥O. €10 (Comt*d)

Acute Percutaneons Toxicity

Issue Dete: My 1, 1584

Site Preparztion: Qip an area oo the back of esch suima) from shoalder
to’ ru=p, approxixately 15 ea wide, with a se2ll animal
clipper. The skin of all animals i3 left intact.

’?0597 Preperation: Test Group(s) (yeck appropriate boxes)
[ ] Dose undiluted a3 follows: [ ] 2 mlskg, []2g/g

[ ] Dose as a freshly prepared % (u/w) solwvtions
suspension as follows: [ Y 2 ml/kg, {12 gxg
Vehirle:

-

[ ] Do as @ freshily prepared % (w/¥) salvtion/
suspension as folloss: [ 12 mi/kg, [ 12 g/kg
¥ehicle: .

DG Mpﬂ;&ed!llnstmﬁons(Seeme2)

Cvntml&‘ot_:z
4 control group should be [ J; should mot be BX)

inclucded In thiz study.’ If included, the comtrol
substance shocld be tested octncarrently with the

test sohstance st a dosage Yevel of -

Note

A concentration snalysis of the test substance ~
vehicle mixture(s) will [ J: will mot DO be reguired.

If » concentration analysis 1s reqrireds

{ ] Prepere a sufficient Guantity of the test
substance -~ vehicle mixture(s) so that @ portion
] €an be returned to the Sponsor's Divisionel Toxi-

cclogist. Store solution/rizture at { J room
temperature; [ ] refrigerator; [ ) freezer:

[ ] other
; - Sipping Instructions N
E Send approxinztely' xl. Send [ ] frozen:
E [ ] under amdient concitioms; [ ) other
—_————

{ ] inalyre tbhe test substance ~ vehicle Bizxture(s)
for test substance concentration vsing the
acalytical wethod in Aopencix -

Protocol -~ Page 3 of =
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Dosing Instructions:

servetions:
T yrErlons:

Protocol ranges:

e

I

PROTOCCL NO. CIC (Comt®d)

Acute Percutsnepus Joxicity

Issoe Dete: May 1, 1984

Spreat the test sudstance over the clipped area. Cover
with 2 layer of B-ply gauze., rubber dam and several
wrappings of 3-inch Elsstoplast tape or equivilent
wrapping msterial. Restrain the animal to prevent it
from removing the wrzppings. Dry or poudered s~
stances zre placed directly onto the gauze. The gauze
coutalring the dry test material i3 Placed wpon » layer
of rubber dam snd wrapping tape. Plasce the animel omn
his Back over the test substance and secure the
wrapping tape around the trunk. Repeat this procedure
for the rexxining snimals. .

[ ] See Cptions on page &

After 2% hours, remcve the animal from restrziners.
uncover the test sites, remowe the test substance with
wet disposadle gauze, paper towel, or equivalent.
Gbserve daily for next 1N doys for signs of skin irrite-
tion using the attached acale (Aopenciz 1). Obzerve
tvice daily for wortelity following the Test Facility's
Stendard Operasting Procedures. There should be st
least X hours between observations, or the maxinoe
Pos3idle elapsed time oo weekends of holideys. On the
18th day, count, weigh, and sserifice the surviving
animals.

Becropsy animals that died or were sacrificed during
study and examine grossly for any abnormalities.
Perform the necropsy follouing the Test Facility's
Standard Operating Procedures. Record 21l gross
Decropsy findings.

IX] See Options on page S

If 1t becomes necessary to change the approved
protocol, verbal agreement to make this change sbould
be rade between the Study Director and the Sponsar. As
300n as practical, this change and the reascns for it
should be put in writing and sigoed by both the =udy
Director and the Spoasor®s Divisionsl Toxicologist.
This documert is then attached to the protocol as an
addendum.

1 ] Abrade the skin of males and
fecales to make a totsl of snimals/group
(including sdbraded and intact sikin). fbrade
sccording to the Test Facility's Standard Operatinyg
Procedire 30 a3 to penetrate the horany layer of
the epidermis without causing bleeding.

Protocol ~ Page % of 6



TrE PEOCTEIR & GamdlE COmMusY

Opticns (Coot'é):

Sporzsor:

PRCTOCOL WO €1C (Comt'€)

&cute Percutsneous Tozicity

Issue Date: ¥ay 1, 1984

I)O Perform @ gross necropsy on all animals surviving
at the conclusion of the 1A-day cbservation periocd
according to the Test Faclility's Standard Operating
Procecures. Record all gross necropsy findings.

Report should iaclude how study was conducted, dstes of
study icitiatieon end terxipation, and the incdividual
anima) observations incloding deaths, 1f any, degree of
skin irritation as a functioc of time, body weights,
signs of gross systemic effects and necropsy obdbserva-
tiors. If no deaths are observed at the 2 mlskg or

2 grn/kg dose level, the valpe i3 reportec ss
grezter than 2 ml (L‘lquids? or 2 gn (s0lids or sexi-
3011¢s) per kg of bocy weight. If deaths were cbserved
st the 2 ml/kg or 2 gr/kg dose level, additiocal dose
Jevels may be requested to produce 8 sufficierct nuader
of deaths to calculste an value., If additicoal
dose levels are not requested, the o YRlue will

not be reported. 7This report shall coaform to all
requirements outlined in Section SB.185. Subpart J,
Good Laboratory Practices Regnlstions.

2t .7l

Divisicnzl Tozxicologist

Pete App'rovea by Sponsor”s Divisiomal Toxicolegist__ /2 J/7 /&Y -

Proposed Starting Dete /{0 —%5 )
; )
Defined as Sreatomsad Lo 2o )
>
3 )
; Proposed Cocpletion Detes /- 2.‘1"{ ]
YTo be cocpleted
Defined a3 Bree Wﬂat Jby the Test
; ¥ dFacility
E )
1
} Date: _ / r/ oY >
E - ‘(, ) . .
k - Study Cost: 250D ).
4
1 Protocol — Page S of 6 4
1
3 A




T PROCTER & GamBiE COMPAMY

FRCTOCOL - APPENDIX 1

SCALE FTR EVALUATING SKIN REACTIONS

Er ythemp
0 - Eone
1 - 31ight (berely perceptible)
2 - Moderate (well defined)
3 - Severe (beet red)

Edens
0 -~ Eome
1 - Xight (barely perceptidle to well defined by definite reising)
2 — Moderate (raised approximstely 1 mm)
3 ~ Sevére (raised more than 3 =m)

Atomis (pot incloding eschar aree)
0 - Formal
1 - Slight (ixpairment of elssticity)
2 - Moderate (slow return to norsal)
3 -~ Marked (mo elasticity) =

Dezquemation (not including eschar area)
0 - Foor
1 -~ Slight (f2ight scaring)
2 - Boderaste (scabs 2nd flakes)
2 - Hzrkgd (provounced flaidng with denided areas)

Fissuring
0 - Kooe
1 - Slight (definite cracks in epidermis)
2 ~ Moderate (cracks in dernis)
3 - Marked (cracks with bleeding)

Exfoliation (sloughing of the eschar tissue) -
% < o ;
Y - Yes

Protoeol—?.;_eﬁd‘
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