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Preclinical evaluation of micro-fluicid cell sorter for detecting CTCs was
conducted and sensitivity of 61% in detecting rare tumor cells was confirmed. Detection rate
overtime using the preserve tube was also evaluated and 60% or more sensitivity was confirmed.
Additional immuno-staning for AXL is being tested for the clinical evaluation. Next-generation
sequencing using rae tumor cells were evaluated and DNA extracted from 10 or more cells were
sufficient for the sequencing. Organod culture using small tissue specimens were tested and it was
confirmed to be technically feasible and detection of somatic mutations using those organoids was
also feasible. Organoid culture using CTCs are now ongoing.
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Cell line Spiked cell number Mean depth Gene Type Allele frequency (%)
PC-9 10 1689 EGFR Deletion 70.13
CDKN2A SNV 3.18
TP53 SNV 26.83
100 1780 EGFR Deletion 97.62
CDKN2A SNV 2273
TP53 SNV 49.38
500 1687 EGFR Deletion 100
CDKN2A SNV 46.15
TP53 SNV 74.63
A549 10 1687 KRAS SNV 8.57
500 2076 KRAS SNV 95.45
MDA-MB231 317 3149 BRAF SNV 36
KRAS SNV 28.41
TP53 SNV 44.58
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