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Establishment of a Novel Screening Test for Diagnosing Hepatocellular Carcinoma
based on a Sensitive DNA Methylation Assay
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In recent years, patients with heﬁatitis virus related hepatocellular
carcinoma (HCC) are decreasing in Japan. The patients with non-viral HCC are often diagnosed at an
advanced stage. Against this background, the establishment of a novel HCC surveillance system for
early HCC detection is required regardless of the etiology of HCC. To solve this problem, we have
developed a novel liquid biopsy test based on a sensitive methylated SEPT9 (m-SEPT9) assay. We
achieved a test sensitivity of 63.2% for overall HCC and 42% for early HCC. We enrolled 151 HCC
patients in the validation study to evaluate its usefulness. The overall positive rate of HCC was
63.6%, and the positive rates for viral and non-viral HCC were 63.3% and 63.9%, respectively, with
no significant difference. The positive rate in early HCC (BCLC-stage 0/A) was 45.1%. Therefore, the
results in the validation cohort were similar to those in the training cohort, so we could validate
the usefulness of our sensitive m-SEPT9 assay.
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