ColoScape™ Test: A Molecular Assay to Detect Early-Stage Colorectal Cancer in Plasma Cell-Free DNA

Hiromi Tanaka, Shuo Shen, Mauro Scimia, Larry Pastor, Jonathan Li, Andrew Y. Fu, Daniel Kim, Rui Ni, Aiguo Zhang, and Michael Y. Shax*
DiaCarta, Inc., 4385 Hopyard Rd, Suite 100, Pleasanton, California 94588 USA. *Correspondence: msha@diacarta.com
AACR Annual Meeting 2023

INTRODUCTION RESULTS

Colorectal cancer (CRC) is the second most common
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MATERIALS AND METHODS amplifieation.

The Coloscape™ test is designed to detect mutations in 8 genes, 61 mutations and 7 methylated
markers (Fig 3). The test consists of two parts: (i) the detection of mutations in 8 genes (APC,
KRAS, BRAF, TP53, CTNNBT1, NRAS, SMAD4, and PIK3CA) and (ii) the detection of 7 methylation CONCLUSIONS

targeted genes. We desighed PC.R pr.imers, TagMan probeg, and XNA in each muta.tion and In summary, the ColoScape™ test utilizing the QClamp® XNA-based technology
methylation gene target for multiplexing. The assay analytical performance was verified and 1. Assay Performance provides high sensitivity and high specificity to advanced adenomas in addition to
valldat_ed using various control _sz_amples. Furthermore, we ha\_/e_ CO”dUCt?fj d case—cont_rol_pllot * LoB/LoD: 0.5% variant allelic frequency and 0.5% methylation can be detected CRC with a great potential to be used as an early screening test.

study in comparison with the clinical status to evaluate the clinical sensitivity and specificity of with 10 ng DNA input.
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Figure 3. Assay Workflow
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