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Abstract: In routine toxicology studies for nonclinical safety evaluation of drugs, anatomic pathology data are critical for
subsequent clinical trials and use of test articles. Anatomic pathology data are subjective and require an experienced toxicologic
pathologist to comprehensively analyze the relevant data in order to make accurate diagnosis and write a reasonable anatomic
pathology report. Furthermore, it is necessary for study directors, study monitors, toxicologists and toxicologic pathologists to
strengthen communication and collaboration to minimize errors and control risks. The paper briefly introduces causes of errors and
key points for risk control in anatomic pathology data, in order to provide some references for improving the quality of the anatomic
pathology data and risk control in nonclinical safety evaluation of drugs in China.
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