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Report Titles Jn ¥ivo Rat Micronucleus Assay
Author(s): Gregory L. Erexson, Ph.D
Contractor: Covance Laboratories, Inc. Vienna, Virginia
Study Dates:

Initiation; October 18,2001
In Lifes October 23, 2001- November 19, 2001
Completion: January 25, 3002

Study Objective: To evaluate 8-2 Alcohol for in vivclastogenic activity and/or disruption of
the mitotic apparatus by examining bone marrow polychromaiic erythrocytes in male
CRL:CD®(SD)IGS BR rats for micronuclei.

Materials and Methods: Groupsofmale rats (S/group) were administered a single oral gavage
doseofithe0 (vehicle 0.5% aqueous methyl cellulose), 0. 1000, or 2000 mg 8-2 Alcoholke
body weigh. A positive control group ofrats received a single oral dose of 60 mg
cyclophosphamiderkg. At both 24 and 48 hours, S rats from each group were sacrificed and bone
marmow was extracted fom the iia. Slides were prepared and scored for micronuclel and the
PCENCE (polychromatic erythrocytes) (normochromatc erythrocyte)cel ratio was counted
(scored at least the fist S00 erythrocytes on cach slide) Assay acceptance criteria was met with
the criteria fora positive response being the detection ofa sastically significant increzse in
micronucleated PCE's for at least 1 dose level anda saisticaly significantdose elated
sponse.
Findings: No lethality or signs of clinical toxicity were sce in the rats given in either 500, 1000.or 2000 mglkg. 3-2 Alcohol did not induce a satsticaly significant increase in micronucleated
PCE at any of th dose levels tested. The positive control material showed the expected
response demonsrating the sensitivity ofthe est system.
(Data table follows.)
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Conclusion: 8-2 Alcohol is considered negative in the at bone marrow micronucleus assay.
under the conditionsofthis assay.

Publications / Presentations:

A) Covance Study 22900-0-454 OECD, 1/25/02.

8) Resuls cited in: Kennedy, G. L. Jung, R., Iwai, H., Shin-Ya, S., Murphy. S., Drow, N.,
Finlay. C.. Donner, M., Erexson, G, and Stankowski, L., Jr, “Genetic Toxicologyof§-2
“Telomer B Alcohol”. Toxicol. Sci. 72(5-1):209:2003.
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