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Current diagnosis and monitoring methods of bladder cancer patients are often invasive and/or lack
sensitivity and specificity. The tremendous success in cell-free DNA (cfDNA) blood tests provides a strong
rationale of using body fluids such as blood and urine as minimally invasive “liquid biopsies” to identify
DNA-based molecular biomarkers in bladder cancer. Urinary cfDNA as a liquid biopsy holds great potential
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RESULTS

Validation of urine cfDNA-based NGS assay
Table 1. Specification of PredicineCARE™ assay
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Figure 2. Showcase of SNV/Indel (A), Fusion (B), and CNV (C) detected in the urine sample of bladder cancer patients.
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Figure 1. PredicineCARE™ assay, a targeted NGS assay for tissue, urine, and blood.
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Assay validation

To assess the sensitivity of SNVs detection in the urine specimen, spiked urine cfDNA were used to
generate a series of testing materials with variable mutation allele frequencies (MAF) from 0.125%-1%. To
evaluate the sensitivity of Indel, CNV, and fusion detection in urine cfDNA, we fragmented reference gDNA
(HD753) to urine cfDNA size and spiked it into urine cfDNA from healthy donors, which generated samples
with pre-defined AFs.
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CONCLUSIONS

. Predicine has developed a proprietary urine cfDNA-based targeted NGS assay to detect SNVs, Indels,
CNVs, and fusions in urine samples.

Preliminary data suggest that urine-based cfDNA testing provides a completely noninvasive approach for
detection of genomic biomarkers in bladder cancer, providing the foundations for early cancer detection,
therapeutic monitoring, and minimal residual disease assessment.

The assay reached 98.9% sensitivity at 0.5% MAF
for SNV detection, 97.2% sensitivity in 0.5-1% MAF
for indel detection, 100% sensitivity in 0.25-0.55% .
MAF for fusion detection, and 100% sensitivity at
2.375 CN for CNV detection (Table 2-5).
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Urine, tumor tissue, and blood samples were collected from bladder cancer patients and processed with the
PredicineCARE™ assay (Table 1). SNVs, Indels, fusions, and CNVs were called using proprietary DeepSEA
NGS analysis pipeline.

Presented at AACR Virtual Annual Meeting Il. June 22 — 24, 2020 | contact@predicine.com | www.Predicine.com | 650-300-2188



