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Abstract Objective: To explore the contents of Draft Guidance on Pathology Peer Review in Nonclinical
Toxicology Studies published by the Food and Drug Administration (FDA) in July 2019 in order to provide

references for better performing pathology peer review in the field of nonclinical safety evaluation of drugs
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in China. Methods: Background of the Draft Guidance on Pathology Peer Review in Nonclinical Toxicology
Studies and the recommendations for planning, management, documentation and reporting of pathology peer
review were analyzed and compared with the guidance document No.116 the Conduct and Design of Chronic
Toxicity and Carcinogenicity Studies and the guidance document No.16 the GLP Requirements for Peer Review
of Histopathology issued by the Organisation for Economic Cooperation and Development (OECD) in 2012
and 2014 respectively. Results: The FDA Draft Guidance on Pathology Peer Review in Nonclinical Toxicology
Studies was analyzed from eight aspects related to pathology peer review. Definition of pathology peer review,
qualification of peer review pathologists, time and type of pathology peer review were consistent with the
corresponding parts in OECD document No.16. However, there were many differences between them in the
following aspects: requirements for conducting pathology peer review of a GLP compliant study in non-GLP
compliant site, documentation of pathology peer review process, contents and signing of pathology peer review
statement, the way to ensure that the interpretation of the study pathologist was not unduly influenced, and the
procedure for resolving the differences between the study pathologist and peer review pathologists. Conclusion:
The FDA Draft Guidance on Pathology Peer Review in Nonclinical Toxicology Studies was intended to provide a
guidance for sponsors, pathologists, facility managers, study directors and quality assurance staff so as to make the
planning, management, documentation and reporting of pathology peer review in accordance with GLP principles.

The paper will help to establish a consistent procedure for planning, management, documentation and reporting

pathology peer review in the field of nonclinical safety evaluation of drugs in China.
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