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In the assessment and screening of estrogenic characteristics of a substance, determination
of uterotrophic activity is usually and initial step in vivo. It provide information on potential
estrogenisity or anti-estrogenisity of the material in mammals including human. Data from
uterotrophic assay may provide initial information on the mode of potential toxic action of a
substance. Currently, two methods, namely, test in overiectomized adult female and that in
pre-pubertal juvenile female are examined. It is demonstrated that overiectomized female

rat reveals higher sensitivity and reproducibility than juvenile female.
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When estrogenic potential of a test substance in vitro test is available prior to the test,
maximum dose level may be set at such level that IC50. When evident sign of toxicity
manifest in the course of test, or known priory to manifest, the highest dose should not
exceed the MTD. However, in any case, 100mg/kg for S.C.admnistration or 1000mg/kg for

P.O. is considered satisfactory.
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Prior to the study, the total test system should be verified using E2 to examine increase of -
uterine weight of 50% compared with vehicle control can be achieved with statistical
confidence at p<0.01. If not, then number of animals in a group should be increased to

achieve the confidence.
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