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

Re: Declassifi!cation Activity-Health and Safety Filing
8EHQ-0892-1 0104 (EPA DCN 88920008405)

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Any CBI substantiation which appears in the original submission is no longer applicable as the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

Sincerely,

THE PROCTER GAMBLE COMPANY

J ' relich r
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

The Public Display version contains no page for formula mixture P1 928. None is provided here.

The mixture identified as P 1906 is:

Chemical Identity CAS RN

Benzenesulfonic acid, CI0-16-alkyl derivatives 
68584-22-5

Poly(oxy- 1,2-ethanediyl), .al pha.-sulf o- .omega. hydroxy-, 68585-34-2
C1 0-1 6-alkyl ethers, sodium salts

Alcohols, C12-13, ethoxylated 66455-14-9

Fatty acids, 08-18 and 018-unsatd. 67701-05-7

1 ,2,3-Propanetricarboxylicacid, 2-hydroxy- 77-92-9

Glycine, N, N-bis[2-[bi s(carboxym ethyl) am ino] 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-yl]amino]-, 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]-, disodiumn salt

Formic acid, calcium salt 544-17-2

1 ,2-Ethanediamine, N-(2-aminoethyl)-N'-[2-[(2aminoethyl) 6881j5-65-6
aminoJethyl]-, polymer with methyloxirane and oxirane

Su bti lisin 9014-01-1

Amylase 900-92-4

Ethanol,. 2-amino-

1 ,2-Propanediol

Ethanol

Fragrance Mixture

Boric acid
8EHQ-0892- 10104 Page 2 of 5
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Attachment 1 (continued)

Public Display Version

The mixture identified as P 1907 is:

Chemical Identity CAS RN

Dodecanediperoxoic acid 66280-55-5

Benzenesulfonic acid, 010-16-alkyl derivatives 68584-22-5

2,6-Pyridinedicarboxylic acid 499-83-2

Sulfuric acid magnesium salt (1:1)

Sulfuric acid disodium salt

Water

8EHQ-0892-10 104 Page 3 of 5
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Attachment 1 (continued)

Public Display Version

The mixture identified as P 14 72 is:

Chemical Identity CAS RN

Benzenesulf onic acid, C 10- 16-alkyl derivatives 68584-22-5

Poly(oxy- 1,2-ethanediyl), .al pha.-sulf o-. omega. hydroxy-, 68585-34-2
010-1 6-alkyl ethers, sodium salts

Alcohols, C12-13, ethoxylated 66455-14-9

Fatty acids, 01 2-18 67701-01-3

Glycine, N, N-bis[2- [bis(carboxymethy)am ino] ethyl]-, 140-01-2
pentasodium salt

1-Dodecanaminium, N,N,N-trimethyl-, chloride 112-00-5

1,2- Ethan edi am ine, N-(2-aminoethyl)-N'-[2-[(2aminoethyl) 68815-65-6
aminolethyl]-, polymer with methyloxirane and oxirane

Benzenesulfonic acid, 2,2'-(l,2-ethenediyl)bis[S[ 13863-31-5
[4- [ (2-hydr'oxyethyl) methylamino] -6- (phenylamino)l,
3,5-triazin-2-yl]amino]-, disodium salt
Benzenesulfonic acid- 2,2'-(l,2--ethenediyl)bis[ 1264-32-0
S-[[1,4-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 -methyl ethyl ide ne) 6471-01-8
b is(,-phenyleneimino)]bis[1 -amino9, 10-

diyr-9,10-dioxo-, disodium salt

8EHQ-0892-10 104 Page 4 of 5
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Attachment 1 (continued)

Public Display Version

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- 10104 Page 5 of 5
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Public Display Copy
August 24, 1992

Document Processing Center (TS-790) Bl f ~ 4iu
Office of Toxic Substances 0 421'
Environmental Protection Agency
401 M St. S.W. 8 O OSO i
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 # 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 agreemtent, 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, P1907, P1928 and P1472 are
confidential mixtures. Their compositions are appended as Attachment 1. The report is
titled "Acute Percutaneous Toxicitl". Any correspondence relating to this submission
should reference study # 1314-31925.

This submission provides data on the effects of 2 mI/kg of the test materials to
rabbits when administered percutaneously for 24 hours under occlusion. Each of the
test materials caused marked dermal responses including erythema and edema.
Administration of P1906 resulted in the death of 5/12 animals, and 8/12 animals
(including all animals which died on test) showed signs of fatty livers at necropsy.
Administration of P1928, P1472, or a mixture of P1928 + P1907, (mixtures similar to
P1906) resulted in no deaths and fatty livers in 2/18 animals. Subsequent tes~ting. of
similar mixtures has failed to confirm the finding of fatty livers

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
claime, is 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 comtercial vatue.

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 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. Emlployees
leaving the Company are contractually bound not to disclose Company secrets.

5. The exact composition of this mixtuxe has not appeared in advertising or
promotional literature, MSO sheets, any publications or any other media available
to the general public or competitors.T

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
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 di~plicate the formula
without incurring significant R4D costs, thus doing substantial harm to our
competitive position.

7. The inform: ion 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,

PROCrE1P ND GAMBLE COMPANY

Richard H. Hall, Ph.D.
Manager
Regulatory & Government Affairs
The Procter & Gaamlie Company



Attachment I

Public Display Copy

Ihe Mixtue identified as P1906 is:L

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



Attachment I (cont.)

Public Display Copy

The mixture identified as P1472 is:

Alkyl benzene sulfonic acid

Sodium alkyl ethoxy sulfate

Alkyl ethoxylate

ratty acid

Citric acid

Substituted amine

Alkyl trimethyl ammuonium chloride

Ethanol

Water

Substituted amine

Propylene glycol

Mono ethanol amine

Tri ethanol amine

Sodium hydroxide

Potassium hydroxide

Fragrance

Substituted stilbene

Sodium salt

Calcium salt

Colorant
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THE PFOCTER GAVPLE COt'PIN
Miami Valley Laboratorie3

P.O. Box ?91T5

Cincinnati, Ohio 45247

ACUTE PEPCUTANEOUS TOXICITT

B85-0005

BTS 2200

P 1906
P1007
P1 472
P1928

May 17, 1985
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THE PROCTER & GAMBLE COMPANY

vALL~ LA101A1OI1(S CIC-T 0-0 451.7

The -lowing study was reviewed by the Quality Assurance Unit:

LABORATORY: The Procter & Gamble Company
BTF - Miami Valley Laboratories
P.O. Box 39175
Cincinnati. Ohio 45247

STUDY NUMBER: B85-0005

DIVISIONAL REQUEST DOCUMENT: BTS 3200

TSIN: P1906, P1907, P1472, P1928

TYPE OF STUDY: Acute Percutaneous Toxicity

PORTION(S) OF DATE(S) OF DATE(S) FINDINGS
STUDY REVIEWED: REVIEWED BY: REVIEW: REPORTED TO STUDY DIRECTOR:

Gross Necropsy N.E. Gilman 1/31/85 1131/85

The protocol Was reviewed for compliance to the GLP regulations.

Significant audit findings (if any) were reported to the Study Director and
Facility Management immediately. All audit findings are reported to Management
on a periodic basis.

The final study report wa s reviewed for inaccuracies and procedural
compliance. The results reflect the raw data of the study.

Th 5/17/85
Quality Assurancl Unit Coordinator

2 wm
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SI'N'AY SN") COKC'tOSTONS

Test substeno P1006 produced deatth In 5 of 6 animals with-in ?-A days of
treatment. The test site skin reactions on these animals were relatively
severe, however, thoy were not .iudgrd to be of a severity which w.ould result in
the anicals' death. Reoeat dosin~g with t -his tes- t substance did not produce.--
deat", am~ong a;ny of al nmas"ea~;sthough, clinical signs Indicated that
the animals were adversely affected by the tre-atment. The skin reactions were.
relatively severe on these animals.

*les* sutatarce P100 alore, tes', subs t ance P102S alone, xnd a coe'binetion of
these test substances produced relatively severe dermal responses On a1l
animails. Trarstent s'Lgn2 of anorexia were observed for 4 of 6 animals treated
vith P1928 alone. There were no other gross signs of systemic toxicity or
deaths observed for animals receiving these treatuents.

Test substance P1972 produced severe test site irritation on all animals plus,
in ' of 6 animals, trans Ient signs cf oncrexia. There were no other gross
signs observed following treatment with this test substance.

Post Mortem examination of the 5 animals that died prematurely following
adtn'ttton of test subs-ance P190E revealed severe dorsal treatment area
sKIn eryvthema, and a possible systemic effect (fatty livers). A probable cause
for th.e crena~ure deaths could, howev-, not be determined. The remaining 1906-
t-eated anical and all P1907-treated animals were necropsied according to
schedule, and although dorsal treatment area skin alterations consistent with
those -e~orted in the final in-life observations were present in each animal,
".e':-- w's no evidence of any other alterations. The significance of fatty

alterations In livers of animals that died prematurely could not be determined
within 'he conf!nes of this study.

7'wenty-four animals that received undilute test substance P1906, P1472, or
P12,or a mixture of 1 volume P1907 in 5.5 volumes P1929 were sacrificed

according to scledule, and dorsal trpatment area skin alterations consistent
w~th those reocrted in th'e final in-lire observations were present in each
srfmai. Gross exprm!nation also revealed cooparable liver alterations in P1906,
P '-2, and P1928-treated arnimals as well as a lung lesion In one P1906-treated
anmpl. Fich of these alteratiorS was uncommon to acute percutaneoustxiq t
sues, and was therefore considered ftreat-ent-related. However, factors

rsca 2'b!e fcr these tizsue alterations could not be determined within
confines of the present study.

CPJFC'r-v At) ?A(CKP13

7he ourpose of this studv was to determine skin Irritancy, potential gross
systemic and lethal effects produced by P1906, P107, P174S2, P1928 and a
mixture of 19C" and P192F when each was a:pplied to the backs of' rabbits at a
dose level of 2 m1/kg.
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STUDY TDENT"TCD1T!0W

STUDY DIRECTOR: G. A. Nixon

D'VITOJAL TOXICOLOGIST: K. W.. ?0iller

SPONSORING DIVISION: Packaged Soap & Detergent

TE.S77NG FACThTT: The Procter & Gamble Coepeny
Miami Valley Laboratories
Biological Testing Facility

DIVISIONAL PEOUEST DOCUMENT
NUMP~EPS: PTS 2200

ST.UDY N~UMBER: B85-0005

N(Erfl)K NJUMBER- TF-737J

1N-LIFE STARTING -

CCMYILETCON DPTES: 1/10/8c - 2/19/8r

MATF PTALS AND K'ETRODS (PPOTOCCL ANT' PPFntV'FNT PTDCOED)

TFST SUPSTANCF

IFST ST'ESTANCF
it)ENTTFICAT!ON. P1006. P1907, P1477, P1928

CONCENTrRATION OF TEST
SUBSTANCF TESTEt': P190f, P1907, ?'1472, ?1928-Undilute; I part test

substance P; 07 to 5.5 P,-IitZ test substance P1928

TEST SUBSTANCE STORAGE

CONDI-TION: Room temperature nnd htMity

-ON7F0L SUBSTANCE: NIA

ANALYSTS OF TEST
'UPSTAIICE/rARRTER
4XTUiRF* ~A e Prntol rz,%e

TEST SYSTEM

SPECIES , !TRAIN AND SOURC7
CF AN)'AL$: Rabb!t, New 7ea~3tnJ Albino,

9arieton Pespar&' Animal.,

INITIAL ANT-AL W'EIGPT RANGE: 2281-3169

ANIYAL PESI1P4flT: Farness or :!oIlar
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GRCOP ARD TREAIjMlrT:

WJ~YB" f' ANIM'ALS

G____ PIAL_ F_____ TR E Afl4FE!

1 4621,A,639,4640 499,4606,4619 P1906, undilute, 2 al/kg,

(Intact ski4n)

2 46-47,4642,14624 4591,4601,4611 P1907, undilute, 2 al/kg

(Intzact skin)

3 4787,4782,4806 4815,4818,4829 P1906, uxndilute, 2 al/ktg
(Intact skin)

4 479-4,4799,4804 W81,481,4,4816 P1472 undulute, 2 m3/kg
(Int-act skin)

5 h7197,4F00,4810 4812,4819,4826 P1928, undilute, 2 al/kg
(7ntect skin)

6 4801,4802,4805 4e25,4827,4828 P1907 & P1928, 1 partl15.5
pArts, 2 rl/kg (Tntact Skin)

!N-LTFE

-he study w-s conducted according to the attaehei Drolocc1 and amendment.

There were no known deviations.

Fitve antmals we,-- found dead on January 12 and 14, lOP5 and postmortem
examinations were performed on these animals on January 14, 1985 by
P. ". Long, D.V.Y., of t)-e Pathology Section.

Scheduled postmortem examination! were performed on seven anim~als on January
24J, 1Q85.

Pcstinortpm examinations were performed on 24 additional animals on Febru-ry 19,
1.1,a3 per protocol amendments 01-1. The following pathology personnel were

aterdanc! at the 1/24/S5 and 2/11/8 sacrifices.

R. L. Kanerva Pathologist Designate
W. F. Wyder Necr-opny Coordinator

?t~esD. M. Bornett Pro3eutor

F. P. Lefever Prcocetc)r (,e/,9/65 only)
Vo ls~es ere taken at any sacrifice for histoiogic processing,
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RF'SULTS AHO DTSCOSST0N

Grcuo I (P10n6 ) -The abdominal hair of' all animals was moist when the
wrappinqs ve-e removed following the 2'4 hour exposure period. The test
sutsaence oroduced severe erythema (6 of 6) and slight 0~ of 6) to
mod-rate (? of 6) edema, slight (3 of 6), moderate (I of 6) and severe (1 of 6)
atonia. iFe~orrhagic areas Involving ?5-50% of treatment area were otserved in
2 of 6 test sites. Beginning on day 1, signs of anorexia (all animals) and
gereral morbtity (? animals) were observed. By days '14, 5 of 6 animals had
died. At the conclusion of the study, eschar and exfoliation were evident on
t),e test site skin of the surviving animpl. B-ody weight loss was also noted
for thMs animal.

Group 2 (PI007) - This test substance produced severe erythema and moderate
edema on all sites following the 2U hour exposure. Severe atonia was noted on
eacth tpst site during the observation period. Escher (Day 7) leading to
exfoliation (Day 0) developed on the sites which persisted for the duration of
t"e study on all animals. The test site skin of 4J of 6 animals revealed a
high sheen and denuded appearance on the final 1-2 days of observation.

Grcup I (P1006) - The test sites of -nimals treated with P190f displayed
moderate (I of 6) to severe (5 of 6) erythema, moderate (14 of 6) to severe (2
of F) edema, !sight (14 of 6) to moderate (2 of 6) atonia, marked (5 of 6)
desquamation and slight (3 of 6) to moderate (2 of 6) to msarked (I of 6)
flssurt-n7. Eschar and exfoliation were observed on 21l sites beginning on day
7. Fkdn responses persisted at the conclusion of the study, however, overall
irr!tation ,ad decreased.

Upon remcova! of the wrapping after t-he 2: hour exposure, the abdominal area of
all six animals apoeared wet. By the seventh day, the abdominal area and hind
legs of all 6 animals displayed one or mc-e of the following: stripping of
hair, skin appeared raw with scratch marks and/or bite marks, scabs, thickened
s~i'n and feveral hemorrhagic oream.

On day 1-.4, -ll animals showed signs of anorexia, 14 animals appeared lethargic
and 2 animals displayed labored breathing. Two animals continued to show signs
of anorexia f'cr 6-7 days. One female showed a termin;4l body weight loss (7e
grams) while all other animals gained weight.

Group 14 (P114'2) - Te!,t sites of animals treated withi P11472 exhibited severe (6
of 6) ervth!eca, moderate (6 of 6) edema, slight (6 of 6) atonia, moderate (I of
6) to marked 14 of 6) desouamation and slight (4i of 6) to rioderate (2 of 6)
fissuring. Eszhar (6 of 6) and exfoliation (14 of 6) were also observed. Skin
affects persisted throughout the 114 day period. Two rabbits displayed areas
of thickered skinl in the abdominal area on day 6 which persisted for 4-6 days.

?!eg~nr!nx cn day 3,~animals showed eigns of anorexia which persisted for 1-2
days. All animals showed a weight gain.

G-ouo 5 (P102F) - The test s~tes of animals treated with P192e displayed
moderate (14 of 6) to severe (2 of 6) erythema, moderate (6 of 6) edema, slight
(5 of 6) to Froderate (1 of 6) atonia, moderate (6 of 6) desouamation and slight
(6 of 6) fissuring. Esehar (5 of 6) and exfoliation (I of 6) were also
obse-ved. Sk'in effects, while appearing less severe on day 114, persisted
throughiout the observation period. Prior to esehar formation, two rabbits
exhibited nur'erous supe-ficial hes'orrbegio aropas 0.5 cm or smaller in diameter.
?eginninie on liay 1, 14 animals showed signs of' anorexia. This condition
pe~sjsted for 1-2 days. All anjmals gained weight; however, one animal gained
only 19 grams during the observation period.
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:roup 6 (P1907. P1928) -The test sites of animals treated with a mixture of
test 3substance P1907 (I part) and P1928 (5.5 parts) displayed severe (6 of 6)
eryth-e~a, moderate (4 of 6) to severe (2 of 6) edema, slight (6 of 6) atoia,
moderate (5 of 6) desquanation and slight (5 of 6) to moderate (0 of 6)
fisring. 7Eschar (3 of 6) and exfoliation (2 of 6) were also observed. Skin
effects persisted throughout the observation period; however, overall responses
aere less severe at the cooclusion of the study. Beginning on day 3, 4 animals
showed signs of anorexia. This condition persisted for a 1-2 day period. All
animals showed a weight gain.

Individual animal body weights for all animals are summarized in In-Life
Table 1. Individual animal skin and health observation sheets are attached.
(In-Life Appendix 1.2).

ANATONIC PATHOLOGY

Five of 6 animals from Group 1 died prematurely. Postmortem examination of
each of these animals revealed severe dorsal treatment area skin erythema,
little or no food in the stomach, and evidence of a fatty change in the liver.
Evidence of palmonary congestion was also observed in two animals, and was
:orisidered the probable cause of death of one of these animals. A probable
,ajse of death could not be determined for the other four animals that died
prematijrely. (Pathology Appendix 1).

The remaining animal from Group I and all animals from Group 2 were
necropsied according to schedule. Gross examination of each of these animals
revealed dorsal treatment area skin alterations consistent in degree and nature
.j.thi the final in-life observations. No evidence of any other treatment-
related alterations were observed. The jigirfjcance of_ thefattjyalteration
observed in livers of all Group 1 treated animals that died prematjirely could
nbt 136 determined within -the -confines OF this study.-

All 24 of the animals in Groups 3-6 were sacrificed according to schedule, and
had dorsal treatment area skin lesions consistent in degree and nature with the
final In-life observations. In addition, 3 of 6 animals from Group 3 had liver
lesions characterized by multipl~e, scattere , yellowish-h.te oci 'observed on
Ixn external ad uturae.O nsintselsons aps~~

represent foci of caseou-s sateisi walled off by connective tissue. Les.iqiaz*,
were 6T Me erU- ung oan maT' e lung
leion was characterized by the resence e whi s Iar nodules
visible on external and cut surfaces. Liver alterations consistent with those
in.-.roup 3 animnals w-erealsoobserved in 1 of 6 from Groups 4 and 6. One of
the remaining 5 animals in 3roup 4 and 1 of the 6 animals in Group 5 had
consolidation in the apical lobes of their lungs.

The liver lesions and lung lesions observed In some animals are not.c~o*1y4~--
~~er'wdmthe-eoeiu~om-.C e~tep tr.,~, Liaiitystudies, suggesting

t~ese lesions are, in the present study, treatment related. However, their.
btoTmgical significance cannot be determine4-wittil'nthe confines of the present
study.

Study Director Pathologist PathologistDesignate

r 7- W" P



In-Life Table1
B85-0005

I1JD'VTDUAL ANT1MAL E00Y WE!GHrTS

GP 7TT ANTYAL 0! SET T NTTTPL (1) FTFAL () CHANGE (F

I P1006 4619 F 3092 3072 -20
u4~90 F 277
46o6 F 2801
4621 f 2941
4639 m 2828
46JJ0 m 3091

2 P1907 4591 F 3169 3731 362
L16011 F 2956 !267 311
4611 F 2997 3249 252
46-47 m 29Q5 116? 168
)4612 N 3092 3265 173
4624 m 2924 3177 25?

3 P1006 4815 F 2525 2676 151
4818 F 2365 261? 2h8
4829 F 2805 2727 -78
47F7 m 270c 2852 147
L1188 m 2842 1091 249
4806 ?A 2566 2P21 255

4 P11172 4J811 F 2442 2706 264
4812 F 2664 2952 288
4816 F 2847 3200 3574
4791 N 2477 2596 119
4799 m 2810 34066 256
48?04 1' 2767 3169 1402

5 P1928 4812 F 2801 24139 ?38
4019 F 295 2564 19
4826 F 2281 2676 3495
4707 m 2590 2998 408
4800 N 2618 2739 121
4810 m 23195 2690 295

6 P1907 h 825 F 2577 2911 -A-36
P 1928 P 127 F 2964 '4152 188

4828 F 2674 2913 239
4801 F 2719 ?09'4 374

4802 N 2355 2577 222
4805 JA 2464 2750 286

#Died days 4-5

-7 " 7 0 4 -M-



In-Life Appendti 1-1
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Pathology Appendix 1-1

ANIMAL HEALTH EVALUATION PEPORT
P-F:BUS D OR -EAD AK IMALS ?_f_,___-__

Dae:/-L Study Director: ,/Animal Rm. 0: -7

Division: I ~ Jtt,

Body Weight: T TIme:/, ) Moribund:____ Dead:____

Disposition of Carcass: Placed In Formalin ____;Placed in bag in cooler

Symptoms Observed: / --- ' sK,' .,

Study DirectorsfTechnician Signature________________ Date_ / /-J~-

Method of Euthanasia1: 
NERvSYREOR

Exsanguination: Yes____ No_____X Lung Perfusion: Yes No

Cros3s Necropsy Cooent3: 0 aZ

See Other Side

Histopath Specimens According to Protocol: Yes No Other_______

1. 3. S. 7.

2. 4._______ 6. 8

Additional Specimens Diagnostic Tests

Gross Necropsy Diagnosis:_ 6~4"O/~i''.'uf-.,,.~

//, /0- Date- " Recorder: Z j t

Revised 7/23./84 C

:7-7 -7 IVTF
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HER#_____ P fN_-_0_;_
AN~IMAL HEALTH EVALUAT'Cm PEPCRT

P'CRlEBThD OF DEAD ANIfIPALS BI 157.

Date:~' Study Director: I ~,,. Animal Re.. #: A'

Divis ion : ?/e j .

Specie3: k-t7 suipplier: '~-i~z' Animal 1 6z Se: Z,

Body Weight:-___ Time: C '~-~ Moribund:____ Dead:___

Disposition of Carcass: Placed in Formalin ____;Placed in bag In coolerLZ

symptom~s Observed: !.sI. ~ ~ i~~~ IIj

Study Director s/Techni ci an Signature Date--Iila.*i. -

!MECROPSY REPORT

Mlethod of Euthanasia: /(/,f- -

EXsanguination: Yes____ No_______ Lung Perfuion : Tis oL

Gross 'Necropsy commentd ec 4Q Z/

_________________________________________________See Other Side

Mstopath Specimens According to Protocol: Yea___ No___ Other______

1. 3. ____.__ 7.________

2. ._______ 6. 8

Additional Specimens Diagnostic Tests

Gross Necropsy D'1agnosi3: (a-.2~ .&i~

VeeiainDate____ Recorder: -

Revse 7/23/84%.V~
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Pathology Appendix 1-3

HER# _ ~AN1101L HEALTH EVALUATIONi REPO-0 L -
P.CRIFUt. OR DEAD AK1?MALS r.____

Date:,' /1 S Study Director: .t/ '4 -Animal Rim. f: 7~/

Spec Ie:. jjW!i Supplier:~~ Animal 0____ Sex: -;1

Body Weight:__ i~:~j' Porlbund:____ Dead: -

D13po3itiCn of Carcass: Placed In Formalin ____;Placed In bag in cooler

Symptoms Observed: A / LAF

Study Directors/Technician Signature D'o t etZ_/V,

!:ROPSY REPORT

Method of Euthanasia: A44

Ezsanguination: Yes____ No___/_1 Lung Perfusion: Yes No

Gross Necropsy Coments:0(-'P - .

____________________________________________See Other Side

Histopath Specimens According to Protocol: Yes___ Ro -__ Other______

l. 3. 5. 7.

2. ._______ 6. a _______

Additional Specimens Diagnostic Testsa

Gross Necropsy Diagnosi3s 4,,y-it-iei 4 4L047 ccdGO

Veterinarian...4 Dytef- W<e eo rd e r DataeV '1



Pathology Appendix -

HERD_____ Re_____

ANI?'AL HEALTI4 EVALUATION PEPOPT

Date:' ~~ Study Director: .~A2.'--- Animal Rim. #:____e_

Division: L4 /

Species: ./cl, Spplier:Ilf L Animal 0______ Sex:_ __

Body Weight:_____ tm:~ b~ Moribund:____ Dead:.-

D1ispo31tion of Carcass: Placed In Formalin ____;Placed In bag In cooler .

Symptoms Observed:,~4e 7 d

4&I

Study Directors/Technician Signature1 l2a&$ rld4 Da t e/ --

M e t h o d o f E u t h a n a s i a : _ C_4__ _ _ _ _ _ _ _ _ _P O W

Exsanguination: Yes___ No____ Lung Perfusiorn: Yes No

Gross Hecropsy Coents: -n-"6 0:" A J~)i~Ig~ A/zel

______________________________________________See Other Side

Histopath Specimens According to Protocol: Yes_ No-__ Other_______

1. 3. 5.- T___ .

Additional SpecImens Diagnostic Tests

2.-

VeeiainDate 45iecorder: Datf/d-

Revise 7/23/84~- .-



Pathology Appendix 1-5

AN!'4AL HEALTH EVALUA7TON PEPOPT
MRSJDOR DEAD ANIMALS BY ~~z

Date:/ "A I Study Director: -D -1t-1 Animal Rm. 0: _____

Division:_________________________

Speie: ..&til. Supplier: ~ ~ A An Ima I 4, C/0 Se Z: -

Body Weight: -Tie:~ ; Moribund:____ Dead:____

Disposition of Carcass: Placed In Formalin ____;Placed In bag In cooler L-

Symptoms Observed: -'/-3S

Study Directors/Technician Signature ~,, ~Date /.~.~

Method cf Euthan aS i: 1___ f__________OR

Exsanguinatlon: Yes____ No ' Lung Perfusion: Yes No

Ge Xcro~yCoements: Q P4-1 i e, 41 V j;e -z rz .

______________________________________________See Other Side

M3othSpecimens According to Protocol: Yes___ IXo__ Other_______

-Additional Specimens Diagnostic Testa

3.

Gross Wecropsy Diagno3is: ..- t -

73-
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PROTOCC. PC. CIO

Acute Percutaneous Toxicity

Issue Date: )(ay 1, 198.
Supersedes Issue Dated: June 15, 1983

Test Substance Identification Niumber (TSIN) P P9oG *.-~j P1'907

Divisional Request Dcument Number (DRD) # )STS- '32oe

Sponsor: The Procter & Gamble Company
Cincinnati, Ohio

Tetn aclt: The Procter & Gamnle -_Drn;:.y Study 00 0's-cDo-

(To be filled in by Miami Valley Laboraories - TF (To be filled In by
Operations Section) Cincinnati, OH 45247 Testing Facility)

Purpose: To determine the skin irritancy of a test substance
and its potential gross system~ic and lethal effects when
applied to the skin.

Justificetion for
Selection of Test
System: Historically, the New Zealand elbino rabbit has been

the animal of choice due to the large amount of back-
ground Information on this species.

Route of Administration
of Test Substance and
Wee-son for Choice: Place on clipped area of skin under occlusive

dressing. Historical. Based on DrS12t
procedure.

Diet and/or Water
Anrlyses Required: None (no known contaminants expected which would

interfere with this study)

Records to be
Maintained: All records thtt would be required to reconstruct the

study and demonstrate adherence to protocol.

Protocol -Page 1 of£

77-,- -~ .-



* 1.~ *SC !I£ G.~A~ C0.ANYPRCTOCOL NO. C10 (Cont'd)

Acute Percutaneous Toxicity

1ssue Drte:- May 1. 1984

Test Substance(s)

DDDescription Expiration
ThIN 9 Number Color Physical Form Dtte

Strae ondiios:(Cec one) Suo" stj

Romtemperature E)Refrigerator t)Freezer
Other

Xazi~rds: (Check one)

TINone known. Take ordinary precaution~s in handling.
[y) As follows: P19oG - foelg;ile lk-'f 4 eye '--;.

F11o)- f0O%&:IIe~ Seilve sk--. .JIer
Special Instructions; (Check one)

DQ None
S2As follows:

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

Animal Care
and Diet: Follow the approved Standard Operating Procedures of

the Test Facility. (Acclimation period must be a
minimum of seven (7) days.)

Environmental
Conditions: Follow the approved Standard Operating Procedures of

the Test Facility.

Anim"l
fd-ertiftication: Follow the approved Standard Operating Procedures Of

the Test Facility.

Protocol - Page 2 of 6



T.1C PROC~T1 A GA-eU CO.-&MY
PRCTOCOL NO. CID (Cont'd)

Acute Percutancous Toxicity

Issue Date: Ilay 3. 1981.

Site Preparation: Clip an area on the back of each animal from ahoulder
to rump, approximately 15 cm wide, with a swall animal
clipper. The skin of all animals is left intact.

Dose Prepa-ration: Test Group(s) (Check appropriate boxes)

[yj Dose Undiluted as follows: r')b 2 mI/kg. ( 1 2 gfkg

t)Dose as a freshly prepared % (WfW) solution/
Suspension as follows: C T71/kg. 1 1 2 g/kg
Vehicle:____________

r Dose as a freshly prepared ___I (W/V) solution/
suspension as follows: I 2 ad/kg. [32 g/kg
Vehicle:_____________

t3Dose per Special Instructions (See page 23

Control Group

A control group should be [ 3; should not be ty3
included In this study. If Included, the control
substance should be tested concurrently with the
test substance at a dosage level of _______

note

A concentration analysis of the test substance-
vehicle mixture(s) Will ( ; Will not r)Obe required.

If a COncentration analysis is requiredf

3Prepare- a sufficient quantity of the test
substance - vehicle mixture(s) so that a portion
can be returned to the Sponsor's Divisional Toil-
cologist. Store solution/mixture at [ ] room
temperature; 3refrigerator; t3freezer;
(I other__________________

Shipping Instructions

Send approximately m.Send t3frozen;

C3under ambient conditions; 3other____

I3Analyze the test substance - vehicle mixture(s)
for test substance concentration Using the
analytical method In Appendix _____

Protocol -Page 3 of 6



T.01 PIOCTIN 4 GA 611 CO.PaNv PROTOCOL NO. C1O (Cont'd)

Acute PercutaneOUs Toufity

Issue Date: May 1. 1981.

Dosing Instructions: Spread the test substance over the clipped area. Cover
with a layer of $-ply gauze. rubber damn and several
wrappings Of 2-inch ElastOplast tape Or equiwi~lent
wrapping material. Restrain the animal to prevent it
from removing the wrappings. Dry or powdered sub-_
stances ere placed directly onto the gauze. The gauze
containing the dry test material Is placed upon a layer
of rubber dam and wrapping tape. Place the animal on
his back over the test substance and secure the
wrapping tape around the trunk. Repeat this procedure
for the remaining animals.

t3See Cptions on page 4

Observations: After 24 hours, remove the animal from restrainers.
unmcover the test sites, remove the test substance with
wet disposable gauze, paper towel. or equivalenft.
Observe daily for next 14 days for Signs Of skin irrita-
tion using the attached scale (Appendix 1). Observe
twice daily for mortality following the Test Facility's
Standard Operating Procedures. There should be at
least 4 hours between observations. or the maximum
possible elapsed time on weekends of holidays. On the
t4th day, count, weigh, and sacrifice the surviving
animals.

Wecropsy: NecroPsy animals that died or were sacrificed during
study and examine grossly for any abnormalities.
Perform the necropsy following the Test Facility's
Standard Operating Procedures. Record all gross
necropsy findings.

('i) See Options on page 5

Protocol C?-anges: 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

j soon as practical. this change and the reasons for it
should be put In writing and sigoe*d by both the Study
Director and the Sponsor's Div1ional Toxicologist.
This documert is then attached to the protocol as an
addendum.

Options:f Abrade the skin of s___ ales and ___

feMales to ma ke a total of animals/group
(including abraded and intact skin). Abrade
according to the Test Facility's Standard Operating
Procedure so as to penetrate the horny layer of

the epidermis without causing bleeding.

Protocol -Page 4 of 6



?pf P10<T11 A CAAM*LI CO.AWT PPOTOCOL 10 CdC (Cont'd)

Acute Percurtaneous Toxicity

Issue Date: MAY 1. 194

Options (Cont'd): Perform a gross necropsy On all anims1 surviving
at the conclusion of the 14-day observation perio
according to the Test Facility's Standard Operati
Procedures. Record all gross necropsy findings.

Report: Report should Include how study was conducted, dates a
study Initiation and ter-mination, and the Individual
animal observations including deaths. If any* degree o
skin irritation as a function of time. body wecights.
signs of gross systemic effects and necropsy observe-
tions. If no deaths are observed at the 2 ml/kg or
2 gm/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 observet
at the 2 mI/kg or 2 gm/kg dose level. additional dosc
levels may be requested to produce a sufficient Dumber
of deaths to calculate an LD~ value. If additional
dose levels are not requeste8 * the iD 50 value will
not bt reported. This report shall conform to all
requirements outlined in Section 58.185. Subpart J.
Good Laboratory Practices Regultions.

Sponsor: 6J.~LL 77.
Divisional Toxicologist

Date Approved by Sponsor's Divisional Toxicogist /1 st11 .1lk~

Proposed Starting Date I/0 .

Defined as Z&YLi

Proposed Completion Date: 1 -VY)
AJ )To be completed

Defined as .Atnw-m4 2
g#~~44 Y. )by the Test

- )Facility

Study Director:_________________

Study Cost_____________________

Protocol -Page 5 of 6
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PRC1TOCCL -APPENDIX I

SCALE FM~ EVALUATING SKCIN REACTIONS

Erythas
o - None
I - Slight (barely perceptible)
2 - Moderate (well defined)
3 - Severe (beet red)

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

Atonia (not Including eschar &rep)
O - Normal
1 - Slight (impairmen~t of elasticity)
2 - Moderate (slow return to normal)
3 - Marked (no elasticity)

Desquamation (not Including esehar area)
O - None
I - Slight (slight Scaling)
2 - Moderate (scabs and flakes)
3 - Marked (pronounced flaking with de nuded areas)

fissuring
0 - None
I - Slight (definite cracks in epidermis)
2 - Moderate (cracks in dermis)
3 - Marked (creeks with bleeding)

Esohar
N - No
T - yes

Exfoliation (sloughing of the eschar tissue)

I -yes

Protocol -page 6 of 6
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Amendments to Protocol No. C10

Study OBSI0005, DRD OBT--20O

Amendment 01

Animals: Eac test group will consist of six (6) New Zealand albino rabbits
(3 males and I feriales) weighing 2.-. kg. 'There will be fou.r (4) test
groups.

Amendment 92

Test Substances: There will be four (4) test substances. Hazards for P14$72
arid P1q2W are tIe sam~e as for P1906.

TSIN 0 Color Physical Form Expiration Date

P19f05 yellow liquid indefinite
P 1 4-2 b! ue liquid 1/1/86
P1920 yellow liquid indefinite
P1007 white, opaque liquid with suspended ?-1/85

solids

Arendment 03

Special Tnstructions: Dose test substances P1906, P14~72 and P1928 undiluted at
2 mi-/kg.

Add one (1) volume of test substance P1907 to 5.5 volumes of test substance
P'92Pq and mix for 2 minutes. Dose the fourth test group with this mixture at 2
ml/kg.

' pnsor: Z4).?zt Date., A/I
K.* W. Miller
Divisional Toxicologist

1/31/85

CP -'NJ ~ -- - - - -- . .
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