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Abstract: Histopathology assessment is an important part of nonclinical safety evaluation of drugs.
Histopathology peer review can not only ensure the consistency and accuracy of pathology diagnostic terms, but
also improve the accuracy of pathology diagnosis and the quality of pathology report. Because the core of the
GLP quality system is raw data, it is necessary to ensure that the raw data are truly reflected in the final pathology
report. The raw data for histopathology assessment and peer review are the basis for reconstruction and the quality
of the pathology report. In this paper, definitions of raw data in GLP regulations at home and abroad, regulation on
pathology raw data of US FDA, regulations on the raw data in the pathological peer review of regulatory agencies

at home and abroad, raw data in different kinds of histopathological peer review, as well as GLP compliance of
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histopathology peer review were analyzed in order to provide references for GLP facilities to better carry out the

histopathology assessment and peer review in China.
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