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[ Abstract ] Background and objective This study compared the efficacy and safety of icotinib with standard
second-line chemotherapy (single-agent docetaxel or pemetrexed) in previously treated advanced non-small cell lung cancer
(NSCLC). Methods Thirty-two consecutive patients treated with icotinib and 33 consecutive patients treated with standard
second-line chemotherapy in Xuanwu Hospital from January 2012 to July 2013 were enrolled in our retrospective research.
The Response Evaluation Criteria in Solid Tumors were used to evaluate the tumor responses, and the progression-free survival
(PFS) was evaluated by Kaplan-Meier method. Results Icotinib was comparable with standard second-line chemotherapy for
advanced NSCLC in terms of overall response rate (ORR) (28.1% vs 18.2%, P=0.341), disease control rate (DFS)(43.8% vs
45.5%, P=0.890), and PFS (4.3 months vs 3.8 months, P=0.506). In the icotinib group, the ORR of epidermal growth factor
receptor (EGFR) mutant was significantly higher than that of EGFR unknown or wild type (P=0.017). In multivariate analysis,
age, gender, histology, and the optimum first-line treatment response were dependent prognostic factors based on the PFS of
the icotinib group. The incidence of adverse events was significantly fewer in the icotinib group than in the chemotherapy group
(P=0.001). Conclusion Compared with the standard second-line chemotherapy, icotinib is active in the treatment of advanced
NSCLC patients, especially with EGFR unknown in the second line, with an acceptable adverse event profile.
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Tab 1 Baseline characteristics of patients

Characteristics Icotinib group (n=32) Chemotherapy group (n=33) P
Age (yr) 0.080
<65 15 (46.9%) 23 (69.7%)
=65 17 (53.1%) 10 (30.3%)
Gender 0.804
Male 19 (59.4%) 18 (54.5%)
Female 13 (40.6%) 15 (45.5%)
Histology >0.999
Adenocarcinoma 29 (90.6%) 30 (90.9%)
Squamous 3(9.4%) 3(9.1%)
Smoking 0.622
Yes 14 (43.8%) 17 (51.5%)
No 18 (56.2%) 16 (49.5%)
EGFR status 0.986
Mutation 3(9.4%) 3(9.1%)
Wild-type 11 (34.4%) 12 (36.4%)
Unknown 18 (56.2%) 18 (54.5%)
First-line treatment >0.999
Chemotherapy 29 (90.6%) 29 (87.9%)
Targeted therapy 3 (9.4%) 4(12.1%)
EGFR: epidermal growth factor receptor.
R 2 IGRSTIHIRIEL
Tab 2 Comparison of clinical efficacy in two arms
Group n CR PR SD PD
Icotinib group 32 0(0) 9 (28.1%) 13 (40.6%) 10 (31.3%)
Chemotherapy group 33 0(0) 6 (18.2%) 16 (48.5%) 11 (33.3%)

CR: complete response; PR: partial response; SD: stable disease; PD: progressive disease.
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Tab 3 Prognostic factors of PFS in Cox progression analysis

Variables B SE P HR 95%(Cl for HR
Age -0.560 0.407 0.169 0.571 0.257-1.268
Gender 0.311 0.837 0.531 1.365 0.516-3.613
Histology -0.638 0.713 0.371 0.528 0.130-2.138
15-line best response 0.04 0.477 0.933 1.041 0.408-2.653
HR: hazard ratio.
* 4 BRERASHTHANR K EAILLR
Tab 4 Adverse events of two arms
Group Adverse events X’ P
Without -1l -1v
Icotinib group 18 (56.3%) 13 (40.6%) 1(3.1%) 13.194 0.001
Chemotherapy group 6(18.2%) 18 (54.5%) 9(27.3%)
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Fig 1 Kaplan-Meier curve of progression-free survival for two arms
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