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Abstract : Objective Taking MALDI-TOF-MS as an analysis platform,to establish a high-sensitivity syn-
chronous detection method of EGFR,in order to assist clinical companion diagnostics. Methods Primers and
single nucleotide primer extension were designed using the website officially recommended by MALDI-TOF-
MS, and blockers for wild-type genome were designed and added to reduce the interference of wild-type tem-
plate on mutation site detection. The quantitative standard of droplet digital PCR (ddPCR) was used to verify
the sensitivity of the detection system. The blood samples of 228 patients with NSCLC were collected and the
specificity and sensitivity of MALDI-TOF-MS platform and ddPCR platform were compared. Results The
MALDI-TOF-MS platform detection system developed in this study had a mutation sensitivity of 0. 1% at
E746_A750del and T790M sites,and the minimum number of copies of mutations was 2. 8. The mutation sen-
sitivity of L858R locus was 0.5% ,and the minimum mutation detection copy number was 12. Compared with
ddPCR, the sensitivity,specificity and Kappa values of E746_A750del,L858R and T790M were 94.4% (34/
36),99.5% (191/192),0.95594. 6% (35/37),100. 0% (191/191),0. 97;83. 3% (15/18),99. 5% (209/210) ,0.
87 respectively. Conclusion The high-sensitivity detection method established on MALDI-TOF-MS platform
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has high consistency with ddPCR,and has broad clinical application prospects.
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