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Quality-Controlled Genetic Testing at NCVC: ACCE-
Based Evaluation of LDTs and Perspectives for Clinical
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To implement genetic testing as part of reimbursed medical care, strict quality control of testing
processes and results in accordance with clinical guidelines and legal regulations is required. The
Genetic Testing Laboratory at the National Cerebral and Cardiovascular Center (NCVC-GTL) has
obtained I1SO 15189 accreditation for genetic testing, including next-generation sequencing (NGS),
and performs testing based on standard operating procedures stipulated in the revised Medical
Service Act.

NCVC-GTL conducts both internal and external quality control. Multidisciplinary expert panels
evaluate variant pathogenicity and generate clinical genetic reports. Current test targets include
long QT syndrome, Marfan syndrome and related arterial diseases, and familial
hypercholesterolemia. Since April 2024, we have also initiated clinical genetic testing for
hypertrophic cardiomyopathy (HCM), accepting requests from within NCVC as well as from
external medical institutions. All tests are performed using a custom-designed gene panel
developed in-house with the Agilent SureSelect target enrichment system.

In this session, we present an overview of our genetic testing framework with a focus on quality
control. Furthermore, based on the key evaluation items of the ACCE model : analytical validity,
clinical validity, clinical utility, and ethical, legal, and social implications (ELSI) : we will discuss
the clinical application of Laboratory Developed Tests (LDTs).
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