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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

DATE:  July 21, 1980 000038

SUBJECT: EPA File Symbol 4581-GUR

Decco Salt No. 2z: Caswell % Z({ ;757

FROM: Deloris F. Grzham 0_7/ 7/-7f/fﬂ
FEB/TSS / /d)’

TO: e .
Henry Jacoby
4
ProGuct Manager (Z1) BEST AVA“}BLE cﬂ ! <
Applicant: Pernwzlt Corporation i
Decco-Tiltbelt Division
1713 South Carolina Avenue
P.O. Box 120 ]
Monrovia, California 91016 C B
BeckgrcurG: An Acute Oral, Acute Dermal and Eye Irritation Stucy was ¢
sutmittec in support of the conditional registration of this prcduct. ?
These studies were conducted by Pharmacology Research Inc. The method of ¢
support used is alternate. These data are under accession number 3
242%41. ‘The "alternate"™ method of support was chosen. :
Recommencation: JIZI;h ﬁ
1. The Zcute Ordifaad'hcuto Dermal, st ies submitted are Core Supplemen- }
tary and are rot acceptable to support the conditional registration f
of this prccuct. - 8
I
a. In the Acute Oral Study male and female enimaels must be used. f
LDgg &nd 25% conficence limits for male and femzles must be o
r2ported separatelv. Individual symptomology and necrcopsy %
reports must be submitted. Susrensior must be cefired. Animals v
must ke fasted pricr to initiation of study. £
i
b. In the Zcute Dermel Study, LDcg ard 95% confidence limits for g
males ané females sust be reported separately. Four tect sites ;
. {2 intact and 2 abraded) per animal must be used. Only a paste ?
can be used, a 5C0% of W/V solvtion is not acceptable %
.1
c. In the Eys Irritation Study, nire rabbits (six with treategd g
tnwashed eyes and three with treated washed eyes) must he vsed.
Cbservations must te made at 24, 48 and 72 hours zftrer Zosing
2and four and seven days.
2. ‘ihe referenced date (Accession Yo. 126549) cannot be used ir support
of this registration sirce it is not identical to the "Deccc Salt
No. zz" formulation. Urder the "Alternate™ method of suppor:, data
must ke on an identical formulation. -
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3. FHB/TSS objects to the conditional registration of this product until
acceptebie acute tcxicity data is submitted. Please see the enclosed
"Proposed Guidelines®™ for acceptable testing and reporting proce-
éur2s, sections 163.81-1 thru 5.

Iabel:

1. Keserve labeling ccmments until acceptable acute toxicity data is
submitted.

Review:

1. Acute Oral Toxicity Study: Pharmacology Research, Inc.

Procedure: Seven croups, consisting of five male rats each, were
acérinisterec one of the following éoses: 1.6, 2.0, 2.5, 3.2, 4.C,
5.0 and 6.4 g/kg of an agueous suspersion of the test material.

Results: At 1.6 g/kg no mortalities; at 2.0 g/kg, 1/5 died; at 2.5
¢/xg, 3/5 died; at 3.2 g/kg, 1/5 diec; at 4.0 g/kg, 3/5 died:; at 5.0
9/kg, 3/5 éiec; 6.4 gskg, 5/5 cdied. Symptoms observed included
arorexia, hypersensitivity, bypertonicity, induced tremcr, and
induced muscular srasms. Majority of surviving animals choweé
significarnt 2nd prolorcec¢ losses in body weight. They recovered five
to ten days aiter Cosage. 1Dgg is 3.4 g/kg.

Study Classiticaticn: Core Supplemertary Data. Must use male and
ferale animals. LPgg and 95% confidence limits for frale and
ferales wust be rerported separately. Individual symptomclogy and
necropsy reports nustbe submittec. &nimals must be fasted prior tc
iritistion of study. Suspencion must be defired.

2. Pcute Permal Toxicizv Study: Fharmzcology Research, Inc.

Procecdure: Six white rakbits were acminictered 2 2.G g/kg dose of o
5Ct W/V agueous suszension of the test materizl under occlucive wrap
for 24 houre. Clbservaticn were mace for two weeks.

Recults: No rortalities or texicity reecticns. All animsls cheowed
sicrificent losses in bocy weight but were recovered four to ter cays
after treatment. LL5p was grester ttan 2.0 g/kg.

Stucy Classificaticn: Core Supplermertary Data. LPgg anc 95%
cerfidence limits for males anc females must be reportecd separately.
Four test gites (two intact and two zbraded) per animal rust be

used. Crnly a paste can be used, a 5(2 ¥/V sclution is rot accertable.

. Eyes Trritatiorn Stucr: Pharracclogy Fesearch, Inc.

Prccecure: C€.1 g of a dry sample was placed in the conjunctival sac
of one eye of six white rabbits. Observations were made at 10
minutes, and 1, 2, 3, 4 and 24 hours.
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Results: At 24 hours no corneal opacity, iris irritation or
chemosis. Very slight reaness betweern 10 minutes and 4 hours, but

had cleared at Z4 hours.

Stucdy Clacssification: Core Supplemertary Data. Nine rabbits (six
with treated unwashed eyes and three with treateé wasked eyes) must
be used. Observation must be macde at 24, 48 and 72 bours ané four to
seven days after dosing.
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