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ABSTRACT Objective To evaluate the efficacy of Fuzheng Kang’ai Granule and Gefitinib in the treat-
ment of advanced non-small cell lung cancer (NSCLC) patients with epidermal growth factor receptor
(EGFR) gene mutation. Methods A randomized double- blinded controlled trial was conducted. Seventy
advanced NSCLC patients with EGFR gene mutation were randomly assigned to experimental group ( Ge-
fitinib + Fuzheng Kang'ai Granule) and control group ( Gefitinib + placebo). Treatment were given until
cancer progression,intolerable toxic side effects or death. The disease control rate (DCR) , progression-
free survival (PFS) and toxicity of two groups were observed. Results The DCR of the treatment group
and the control group were 93.90% and 90. 30% , respectively, but without significant difference ( P>
0.05). The median PFS was 13. 5 months in the treatment group and 11. 7 months in the control group,
there were significant differences between the two groups ( P<0.05). Two patients in the treatment group
and 8 patients in the control group had skin rash, and the difference was significant ( P<0. 05). Conclu-
sion Fuzheng Kang'ai Granule combined with Gefitinib can prolong the PFS of NSCLC patients with EG-
FR gene mutation,alleviate toxicity and side effects caused by tyrosine kinase inhibitor.
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