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Quality Control and Assurance in Pathological Examinations
~Including Our Hospital's Initiatives

Chief Clinical Laboratory Technologist, Department of Central Laboratory, Hiroshima Memorial Hospital,

Federation of National Public Service and Affiliated Personnel Mutual Aid Associations

Takuo Nagata

Summary The importance of precision control and quality assurance in pathological
examinations has increased in recent years, due in large part to enforcement of the Act for Partial
Revision of the Medical Care Act and the rise in companion diagnostics. Against this background,
this article explains precision control and quality assurance in various specimen preparation
processes. For tissue fixation, appropriate processing of formalin-fixed, paraffin-embedded tissue
specimens is crucial. This involves using 10% neutral buffered formalin, as recommended in the
“Regulations for Handling Pathological Tissue Specimens for Genomic Medicine,” and managing
fixation time. For hematoxylin and eosin staining, an internal quality control specimen is stained
prior to specimen staining to evaluate the staining quality of nuclei, cytoplasm, and other cellular
components. As medical safety measures, compliance with the Japanese Society of Pathology's
“Specimen Handling Manual” is important, ensuring that both the clinical laboratory technologist
and the specimen transporter double-check necessary items upon specimen receipt. Moreover,
contamination during specimen preparation must be prevented. Stained slides are examined
microscopically by clinical laboratory technicians, who evaluate specimen adequacy before
submission to the pathologist. We believe that diligently implementing these quality control
measures and quality assurance efforts will heighten the awareness of clinical laboratory
technicians regarding pathology specimen quality, ultimately leading to more accurate pathological
diagnoses.

Key words: histopathological examination, quality control, quality assurance, formalin fixation,

hematoxylin and eosin staining



