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STP comments on FDA draft guidance on pathology peer review in nonclinical
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Abstract: Pathological assessment is an important part of non-clinical safety evaluation of drugs, and also an important basis for
determining and interpreting toxicological results. Pathology peer review is an important step to ensure the quality of pathology
assessments and pathology reports. In July 2019, Food and Drug Administration (FDA) of the U.S., in conjunction with six centers,
prepared and issued the "draft guidance on pathology peer review in nonclinical toxicology studies" to ask for comments or
suggestions. The Society of Toxicologic Pathology (STP) submitted comments electronically to the FDA on September 16, 2019. In
this paper, the general comments, principal comments on six critical topics and other ancillary comments of STP on the "draft
guidance for pathology peer review in non-clinical toxicology studies" are briefly introduced in order to provide references for better
performing pathology peer review in the field of nonclinical safety evaluation of drugs in China.
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Table 1 Ancillary comments of STP on FDA Draft Guidance on pathology peer review
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