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Genetic testing for hematological malignancies
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Summary In recent years, genetic testing for hematologic malignancies has been employed to
diagnose, detect minimal residual disease, and predict prognosis. However, there are concerns
regarding variations in test results among facilities and problems with the reproducibility of test
results due to the unavailability of standardized genetic testing methods or quality control systems.
Due to these circumstances, the following section of the Medical Care Act was amended in
December 2018. There is a need for (1) the appointment of a responsible person, (2) the
implementation of an internal accuracy control, and (3) appropriate staff training. Therefore, it is
essential to develop quality control methods to ensure that genetic testing has been conducted
correctly and to ensure the objectivity and reproducibility of genetic testing results. In this study,
we present our laboratory's approach to quality assurance of the reverse transcription—polymerase
chain reaction method employed in genetic testing for hematological malignancies and describe
the quality control and assurance issues in genetic testing.

Key words: Quality assurance, legislate, hematological malignancies, reverse transcription-
polymerase chain reaction, internal quality control, responsible person
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