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Abstract Objective: To improve the quality of toxicologic pathology evaluation in non-clinical drug
safety assessment by implementing a proficiency testing (PT) program to assess the diagnostic capabilities
of participating laboratories. Methods: According to the relevant documents issued by the China National
Accreditation Service for Conformity Assessment (CNAS), PT samples were prepared and distributed. Based on
the designated values and scoring criteria for each case sample, the performance of each laboratory was evaluated
and scored in four aspects: histopathological diagnosis, description of diagnostic features, interpretation of related
pathological mechanisms, and description of other lesions. The total possible score was 100 points. Results:

A total of 92 reference laboratories participated in this PT and submitted diagnostic reports. Among them, 79
laboratories were rated as “satisfactory,” while 13 laboratories were rated as “unsatisfactory.” Conclusion:

Overall, the diagnostic capabilities of laboratories participating in the PT for toxicologic pathology examination in
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non-clinical safety evaluation were generally satisfactory. Laboratories with unsatisfactory results should identify

the reasons and make rectifications to improve their diagnostic performance.

Keywords: toxicity pathology; morphological examination; proficiency testing; laboratory comparison;

evaluation results
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