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OBJECTIVE

The objective of this study was to assess the relative level of primary skin
irritation/corrosion of a test material on rabbits under semioccluded
conditions.”

All procedures used in this study are in compliance with the Animal Welfare
Act Regulations. In the opinion of the Sponsor and study director, the study
did not unnecessarily duplicate any previous work.

TEST MATERIAL

Identification
The test material was identified as T-5898 and described as a clear, light-
yellow Tiquid.

Purity and Stability

The Sponsor assumes responsibility for purity and stability determinations
(including under test conditions).

StorageandRetention
The test material was stored at room temperature. Any unused test material
will be returned to the Sponsor after issuance of the final report according
to Hazleton Wisconsin (HWI) Standard Operating Procedure (SOP).

SafetyPrecautions
The test material handling procedures were according to HNI SOPs and policies.

TEST SYSTEM

TestAnimal
Adult albino rabbits of the Hra:(NZW)SPF strain were procured from HRP, Inc.
and maintained at the Hazleton Wisconsin facility at 3802 Packers Avenue,
Madison, Wisconsin. Animal husbandry and housing at HWI comply with standards
outlined in the "Guide for the Care and Use of Laboratory Animals".? The
animals were individually housed in screen-bottom cages in temperature- and
humidity-controlled quarters, provided access to water ad Iibitum and a
measured amount of Laboratory Rabbit Diet HF® #5326, PMI Feeds, Inc., and held _
for an acclimation period of at least 7 days. The feed is routinely analyzed
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by the manufacturer for nutritional components and environmental contaminants.Samples of the water are periodically analyzed by HAI. There were no knowncontaminants in the feed or water that would have interfered with or affectedthe results of the study.
Three fenale acclinated animals, weighing from 2,961 to 3,203 g, were selectedand maintained during the study’ in the same manner as for the acclimationperiod. If variations from the required temperature and hunidity conditionsexisted, they were documented and considered to have had no adverse effect onthe study outcome. Animals were identified by animal number and correspondingear tag. On the day before treatment, the back and/or flanks of each animalwere clipped free of hair to obtain an unblemished skin site.

Historically, the New Zealand White albino rabbit has been the animal ofchoice for evaluating the effect of chemicals on the skin.

PROCEDURES
Preparation of Test Material

The test material was administered as received. The pH of the test materialwas determined to be 7.6.

Treatment

The test material was applied to the intact skin on each animal’s back
(approximate exposure area of 6.25 cn’) in the amount of 0.5 nL. The area of
application was covered with a 2.5-cm x 2.5-cm gauze patch secured with papertape, Toosely overwrapped with Saran Wrapé, and secured with Elastoplast® tapeto provide a semiocclusive dressing. Collars were not used to restrain thetest animals during the 4-hour exposure period.
At the end of the 4-hour exposure period, the patches were removed and thetest sites were washed using tap water and disposable paper towels. The test
material was removed from the test sites as thoroughly as possible withoutirritating the skin.

ReasonforRouteofAdministration

Historically, the dermal route has been the route of choice based on the
method of Draize.’
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Observations
Approximately 30 minutes after removal of the test material, the degree oferythema and edena at each test site was read according to the Draizetechnique (recorded as the 4-hour score). Subsequent examinations were madeat 24, 48, and 72 hours. The untreated skin of cach animal was used forcomparison.
Animals were weighed just before test material adninistration.

Termination

At termination of the experimental phase, all animals were designated to beeuthanized and discarded.

Statistical Analyses
No statistical analyses were required by the protocol.

LocationofRawData,Records.andFinalReport
The raw data, records, and a copy of the final report will be retained in thearchives of HHI in accordance with HHI SOP.
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SUMMARY OF RESULTS

Test Animal: Albino Rabbits -Hra: (NZW)SPF
Source: HRP, Inc., Kalamazoo, MI
Date Animals Received: 02/02/94
Experimental Start Date: 02/21/94 Experimental Termination Date: 02/24/94

Individual Dermal Irritation Scores

—_ Hour
Animal Erythema Edema
Munber Sex XT 26 48 12 § #& 8 2
F49385 r 0 0 0 0 0 0 0 0
F49364 F 0 0 0 0 0 0 0 0
F49398 F 0 0 0 0 0 J 0 0

Average Primary Dermal Irritation Scores*

Observation Average
Period (Hour) Score

4 0.0
24 0.0
48 0.0
72 0.0

* The average primary dermal irritation score is the total dermal irritation
score for all the animals (erythema and edema) divided by the number of
test sites (3) at each observation period.
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DISCUSSION

Application of T-5898 to the skin of rabbits under 4-hour semioccluded
conditions resulted in no dermal irritation.
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APPENDIX

Raw Data
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HI No.: _<d020049

Primary Dermal Irritation Scoring Scale
(Draize Technique)

(1) Erythema and Eschar Formation

No erythema 0
Very slight erythema (barely perceptible) 1
Well-defined erythema 2
Moderate to severe erythema 3
Severe erythema (beet redness) to slight escharformation (injuries in depth) re

Highest possible erythema score 4

(2) Edema Formation

No edema 0
Very slight edema (barely perceptible) 1
Slight edema (edges are well definedby
definite raising) 2 -Moderate edema (raised approximately 1 mn) 3Severe edema (raised approximately 1 mm and
extending beyond area of exposure) 4

Highest possible edema score 4

(55/01-07-91)
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