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Establish of new deteciton of EGFR mutation status using immunostaining in non-small
cell lung cancer
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To establish a testing algorithm for EGFR mutation status in NSCLC patients, we ut
ilized PNA-LNA PCR clamp assay and immunostaining. In the 133 samples, positive, negative and equivocal re
sults for EGFR mutation-specific antibodies were observed in 37 patients (27.8%), 85 patients (63.9%) and
11 patients (8.3%), respectively. Thirty-seven patients showed positive EGFR expression by immunostaining,

and 35 (94.6%) of these also tested positive in the DNA-based assay. Of 85 EGFR-negative patients by immu

nostaining, 77 (90.6%) also tested negative in the DNA-based assay. In NSCLC patients treated with EGFR-TK
Is, the progression-free survival after the start of EGFR-TKIs treatment was significantly longer in patie
nts with EGFR positive expression than in those with equivocal and negative expression (P = 0.002). Our re
sults suggest immunostaining for EGFR mutation-specific antibodies are a new test for EGFR-TKI inhibition
and could be a useful indicator with regard to patient management.
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