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[ Abstract ] Background and objective The aim of this study is to detect the efficacy and toxicity of gemcitabine
and vinorelbine (GN as second-line or further-line treatment) in refractory advanced non-small cell lung cancer (NSCLC)
patients in China. Methods We retrospectively reviewed 53 NSCLC patients treated with this agent at four hospital in
China from Jan 01, 2004 to Jun 30, 2010. Survival analysis was evaluated by Kaplan-Meier method. Results A total of 53
patients were analyzed in this study (28 patients in second-line and 25 in third- or further-line treatment). The objective
response rate (ORR) was 9.4%. The disease control rate (DCR) was 56.6%. The progression-free survival (PFS) and median
overall survival (OS) was 3.0 and 17.6 months, respectively. Univariate analysis, revealed performance status (PS) score was
an independent prognostic factor for overall survival. Conclusion The GN agent is effective for the second-line or further-
line treatment in advanced non-small cell lung cancer. The toxicity is well tolerated .
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Tab 1 Demographic characteristics of the study population

L2 BT 058 s AR (Riah 4. FEEE) + KRB i

(R i) (TLIRZERRZDIL A ™) BG4y, 3
4E1,000 mg/m #HIki% 1130 min, 351 25mg/m HHIki%iI15
min-20 min, 721 d-28 NI, PRZL XA FH 1 55 14
THAAIMIAY T T B ) AR 4 T A DA 4 4R 7 i
T E R, R HUSGLEERIE SCRHAYT.

L3 J7 R R SO E bR AR AT SE AT SO bR
(Response Evaluation Criteria in Solid Tumors, RECIST)
LITEA S BRI 3, 70 R 58 4 2% i (complete response,
CR) . #4r2%f# (partial response, PR) | FfiFaiE (stable
disease, SD) Fl¥ K vk i@ (progresswe disease, PD) ., &
WL 2% i 2R (objective response rate, ORR) = (CR+PR)
/ (CR+PR+SD+PD) x100%, P $a % (disease control
rate, DCR) = (CR+PR+SD) / (CR+PR+SD+PD ) x100%, i
It 2 5] [l S7 g 0 A 5 e I 8 B 7 (Commuon Toxicity

Criteria, CTC) FEMIAS R L (0JF-41)

1.4 BEUIFIEAF AT BEVT & R E BRI T2 8 H s
I, R BT B 252011459 H1H o S AAF 8 (overall
survival, O8) & XN EFH A AT 7l 2 BHE LT 80RIK

Total (n=53) Second-line (n=28) Third- or further-line (n=25) P
Gender 0.77
Male 35 19 16
Female 18 9 9
Age 0.79
Range 33-79 41-78 33-72
Median 62 62 61
<65 37 20 17
=65 16 8 8
Staging 0.51
Ilb 7 5 2
v 46 23 23
PS 0.84
0-1 43 23 20
2 10 5 5
Histology 0.32
Adenocarcinoma 39 19 20
Non-adenocarcinoma 14 9 5
Smoking history 0.86
Yes 24 13 1
No 29 15 14

PS: performance status
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Tab 3 The PFS of the subgroup in the 53 patients
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Tab 2 Short-term efficacy of GN regimen as second-line or further-
line therapy for patients with advanced NSCLC

Best response Second-line (n=28) Third-line (n=25)
CR 0 0

PR 3 2

SD 13 n

PD 12 12

ORR 10.7% 7.1%

DCR 57.1% 52.0%

CR: complete response; PR: partial response; SD: stable disease;
PD: progressive disease; ORR: objective response rate; DCR:
disease control rate; NSCLC: non-small cell lung cancer.

n PFS (month) Range (month) P
Gender 0.258
Male 35 3.0 2.2-3.8
Female 18 2.8 1.9-3.6
Age 0.534
Range 32-78
Median 60
<65 37 3.2 2.6-3.8
>65 16 29 2.1-3.7
Stage 0.190
b 7 34 24-44
v 46 29 2.1-37
PS <0.010
0-1 43 3.4 2.9-3.7
2 10 1.4 1.1-1.7
Histology 0.690
Adenocarcinoma 39 29 2.3-3.5
Non-adenocarcinoma 14 3.0 1.4-4.7
Smoking history 0.740
Yes 24 3.0 2.4-3.6
No 29 2.8 1.7-3.9
Which line 0.447
Second-line 28 3.4 2.6-4.2
Third- or further-line 25 2.8 2.3-33

PFS: progression free survival
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Fig 1 The PFS curves of 53 patients received GN regimen therapy.
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Fig 3 Comparison of PFS between second-line and further-line
with GN treatment (P=0.447)
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Fig 2 The OS curves of 52 patients received GN regimen therapy.
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Tab 4 The main toxicity of all the patients

Toxicity Garde I-1l toxicity Garde -1V toxicity
Nausea/Vomiting 16 3
Anorexia 20 4
Alopecia 19 8
Dyspnoea 9 4
Diarrhoea 5 2
Neurotoxicity 2 1
Cough 6 3
Constipation 13 6
Pyrexia 9 2
Stomatitis 15 4
Myalgia 3
Thrombocytopenia 5
Neutropenia 20 10
Anaemia 13 4
ALT/AST 16

Phlebitis 21 4
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