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Discussion on organ weights in preclinical drug safety evaluation

ZHANG Di, JIANG Hua, YANG Yanwei, HUO Guitao, QU Zhe, LU Jianjun, LIN Zhi
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Abstract: The evaluation of organ weights in toxicology studies is an integral component in the assessment of pharmaceuticals,
chemicals, and medical devices. The Society of Toxicologic Pathology (STP) has created recommendations for weighing organs in
GLP general toxicology studies, and has explained in detail the main organ weighing data of special systems such as endocrine
system, immunes system and reproductive system. It is important to note that organs weighed should be added or removed from the
necropsy protocol as appropriate for the test article. Regardless of the study type or organ evaluated, organ weight changes must be
evaluated by the pathologist within the context of the compound class, mechanism of action, and the entire data set for that study.
This paper elaborates on the standardization of organ weight collection, organ weight to be collected in different systems and the
interpretation of organ weight data, which willprovide support and help for the scientific evaluation of organ weight data in non-
clinical drug safety studies in China.
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