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Pathological Examination and Pathological Peer Review in Safety Assessment
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Summary

Pathological examination is conducted to investigate the
macroscopic and microscopic findings of each organ or
tissue and determination of the pathogenesis of any
observed disease by an expert pathologist. Pathological
examinations are conducted not only for human disease,
but also for safety studies of food additives and/or toxicity
studies of chemicals using laboratory animals. The
pathological examination in these safety studies is one
important indicator in the toxicity assessment when the
NOEL (No Observed Effect Level) or NOAEL (No
Observed Adverse Effect Level) will be determined.
Consequently, the macroscopic and microscopic findings
in these studies must be done carefully with adequate
recording of pathological findings/diagnosis. If an induced
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lesion by a test substance is found during the
pathological examination of dosed group animals,
interpretation of the mechanisms of pathogenesis is
required. Further, to ensure the pathological findings/
diagnosis during the histopathological examination, a
second usually more experienced pathologist may
recheck the same tissue specimens observed by study
pathologist. This confirmative action in toxicity studies is
called “pathology peer review”. In the safety studies of
food additives and the toxicity test of chemicals, quality
assurance of data is carried out to ensure the reliability of
the test results. The pathology peer review is very
important to ensure the quality of pathological
examination.
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