HEWEREGHT Vol. 46, No 3 (2023)

ty of
o “b,

FE V2RV L (BIBEFERFEMERLY))

&
Seorg 100"

8 Th,
o7 S g

N o
Oupg 9oV

BEIEFIREDRERILOBLE
el T
The status of quality assurance in genetic analysis operations

Etsuko Sato

Summary In December 2018, the medical care act was revised to mandate that organizations
performing genetic and chromosome analyses appoint an accuracy oversight manager, internal
quality control and training sessions, and make their best efforts to participate in the external
quality assessment program. Additionally, while standardization has lagged in the field of genetic
analysis, the spread of ISO 15189 certification for cancer genomics and the onset of the COVID-19
pandemic led to widespread implementation of genetic testing in many facilities, making it a larger
and more widely familiar field. This has provided impetus for a significant reassessment of quality
assurance. Specifically, for chromosome analysis, the value of double-checking sequence via
certified internal quality control personnel has motivated proliferation of training programs for
certification acquisition and maintenance. With this revision of the medical care act, an
environment supporting and requiring quality assurance has been established, and compliance with
the requirements of ISO 15189 is believed to lead to appropriate quality assurance..
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