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Comments and suggestions on FDA guidance on pathology peer review in
nonclinical toxicology studies by Society of Toxicologic Pathology
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Abstract: Pathology peer review holds significant importance in toxicologic pathology examination during nonclinical safety
evaluation of drugs. Peer review is essential to determine accuracy and consistency of diagnostic nomenclature, determine
completeness, and determine the correctness of textual interpretations of pathology report, thereby improving the quality of nonclinical
toxicology studies of drugs. In december 2021, the United States Food and Drug Administration (FDA) issued the guidance for industry
titled pathology peer review in nonclinical toxicology studies: Questions and answers. A working group commissioned by the Scientific
and Regulatory Policy Committee (SRPC) of Society of Toxicologic Pathology (STP) conducted an in-depth review and analysis of
the guidance, provided comment and interpretation, and summarized recommendations from many toxicologic pathology societies
from different countries and regions as well as Society of Quality Assurance (SQA) on how to manage, conduct and document
pathology peer review in nonclinical toxicology studies complied with Good Laboratory Practice (GLP) regulations. The comments
and suggestions on all nine Q&A items in the FDA guidance by the working group of the STP were briefly reviewed, with a purpose
to provide some references for facilities for nonclinical safety evaluation of drugs in China to better conduct pathology peer review
complied with GLP regulations.
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