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Introduction

Somatic mutations of several oncogenes are known to play critical roles in the progression to metastatic stages in non-small cell lung cancer (NSCLC). It is
arguably the most well-known example of using molecular diagnostics to guide cancer treatment. As powerful as this approach has been proven, it is
hampered by the tedious assay workflows needed to determine multiple mutation sites and by the invasive and laborious procedures needed to obtain tissue
samples. Two methodologies have been developed to overcome these obstacles. By using multiplex assays, multiple reactions to determine a series of related
mutations can be reduced to single reactions, saving cost, sample, and time. Liquid biopsy is also gaining broader utility owing to its non-invasiveness,
compatibility with higher throughput platforms and is seen as a method to replace tissue sample analysis. Utilizing both these approaches, PlexBio has
developed a multiplex detection platform based on the Precision Image Code (mCode) Technology which is readily applicable to high complexity mutation
analysis. One of PlexBio’s products, IntelliPlex™ EGFR Mutation Kit, is designed to assess the status of 40 somatic mutations of the EGFR gene in tissue or
liquid biopsy samples. In combination with SelectAmp, a mutation-enriching PCR amplification that dramatically increases mutation detection sensitivities,
achievement of sensitivities up to 0.1% is common in many mutation points making this analytic approach ideally suited for liquid biopsy assays. In addition
to EGFR, PlexBio has developed a series of CDx products for KRAS, BRAF, NRAS, PIK3CA, ALK, NTRK1, RET, MET, and ROS1 genes for lung cancer mutation or
variant detection with similar capabilities. The combined analysis of the products of all 10 genes now make it feasible to determine the status of ~160
individual mutations in just a few multiplex reactions and offers comprehensive coverage of somatic mutation analysis related to lung cancer.
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