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Abstract: Toxicologic pathology is an important part of the nonclinical safety evaluation of drugs.
Histopathological assessment result is one of the key end-points of a toxicity study and contributes substantially
to the outcome and conclusion of the toxicity study. Rodent animals, especially rats or mice, are commonly used
in nonclinical toxicity studies. One of the key contents of the histopathological assessment of rodent toxicity
studies is cause of death assignment, which may help toxicologic pathologists to better understand the biological
significance of the lesions, to further improve the evaluation of the rodent toxicity studies and to have a much
clearer of the results. The paper briefly introduced the end-point criteria for moribundity of rodents, categories
of gross and histological lesions of aged rodents, cause of death of different species of rodents, effects of animal

strain, sex, and number on the cause of death assignment, as well as a proposed method of the cause of death
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assignment in rodent toxicity studies. The purpose of the paper is to provide some references for toxicologic

pathologists to better analyze the cause of death and to further improve the histopathological evaluation of the

rodent toxicity studies as well as interpretation of the results during nonclinical safety evaluation of drugs in

China.
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