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Background: Next-generation sequencing of cell-free circulating solid tumor nucleic acid from blood samples, known as “liquid biopsy”, provides a
powerful non-invasive approach to detect solid tumor derived somatic variants in a massively parallel manner. It has rapidly become an invaluable

Table 3. How Analvtical Accuracv Results were calculated

choice of testing technologies for cancer diagnosis and therapy decisions when invasive tissue biopsy is inaccessible and/or inadequate for Annotated variant SNV/Indel Gene Fusion
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Results: To implement this assay for clinical utility, we performed an analytical and clinical assay validation to establish the assay accuracy, Concordance if expected P a concordance of 80% of 80%
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different operators to assess the assay precision. Over 100 clinic blood specimens were collected in Streck cfDNA tubes from multiple trial
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and assessed by the NGS assay for mutation detection. The identified mutations and wild-types were verified with orthogonal ddPCR. Assay indels
sensitivity as low as 0.1% for SNV and Indel, 1.3 fold change for CNV, and 10 copies for gene fusion were observed, with near-perfect assay
specificity (>99.99%) at these sensitivity levels.
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