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Results of the Questionnaire Survey of Gene-based and Chromosome Tests in the Registered Clinical Laboratories in Tokyo

Yukari NISHINO?, Tomoko KUSANO? Rie MORIUCHI?, Yukiko SASAKI?, Megumi ICHIKAWA?,
Mayuko ODA?, Tetsuya SHINDO?, Yoshiyuki SUGISHITA®, and Yasushi TAKAGIY

Ensuring the quality assurance of clinical tests, including gene-based tests, is required for accurate diagnosis and treatment in
medicine. A questionnaire survey was conducted in order to understand the status of implementation of and the quality assurance efforts
in the gene-based/chromosome tests among the registered clinical laboratories in Tokyo.

Responses were obtained from 79.8% of the questionnaire recipients (79/99 laboratories). Of the respondents, 55.7% (44/79
laboratories) were entrusted with gene-based/chromosome tests. The tests that are entrusted include the pathogen genetic test with the
most number at 35 laboratories (44.3%), human somatic cell genetic test at 26 laboratories (35.6%), genetic test at 19 laboratories
(26.8%), and chromosome test at 18 laboratories (25.0%). The number of laboratories that performed the pathogen genetic tests at their
own laboratory was high, at 16. Compared with the other tests, in the laboratories that conducted the pathogen genetic tests at their own
laboratory, most of them performed internal quality control but only a fewer participated in the external quality control survey. The
items for which there were a large number of contracted laboratories in the pathogen genetic test were gonococci and Chlamydia
trachomatis (22 laboratories). Norovirus (8 laboratories), Neisseria gonorrhoeae (7 laboratories), and Chlamydia trachomatis (7
laboratories) had a large number of tests conducted at their own laboratories in the pathogen genetic test. EGFR (real-time PCR
method) and RAS (15 laboratories each) gene tests were the largest number in contracted institutions in human somatic cell genetic test.
Among the somatic cell genetic tests, EGFR gene tests (4 centers) was the most frequently performed at their own laboratory. Many
registered clinical laboratories in Tokyo conduct pathogen genetic test at their own laboratories, and it is necessary to precede with

external quality control surveys in the future.
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