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Development of a system to predict the bioequivalency of risk of drug-induced hepato
toxicity in humans in the case of using generic and counterpart drug formulations
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Toxicity of Liver Exami
nation T LEX

We examined changes in hepatic gene expression induced by administration of a gene
ric drug, such as statin, and its brand name counterpart using chimeric mice with highly humanized liver,
in order to develop a system to predict the biocequivalency of risk of drug-induced hepatotoxicity in human
s in the case of using different drug formulations. As a result, bioequivalency of risk of drug-induced hu
man hepatotoxicity with generic and counterpart formulations of various drugs was clarified. The present s
ystem which is not a human clinical test was named the Toxicity of Liver Examination method (T-LEX method)
, and the industrial property rights were acquired.
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