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[ Abstract ] Background and objective The third generation single-agent drug has been recommended as a first-line
chemotherapy for elderly patients with advanced non-small cell lung cancer (NSCLC). The aim of the current radomized trial
is to compare the clinical efficacy and toxicities of single-agent paclitaxel liposome versus paclitaxel liposome plus oxaliplatin as
a first-line chemotherapy for elderly patients. Methods Sixty-nine advanced NSCLC patients from July 2008 to August 2010,
confirmed with pathology or cytology and had never received treatment, were randomly divided into two groups. The first
group was given 135 mg/m’ of single-agent paclitaxel liposome on day 1 of each cycle. The second group was given 135 mg/m’
paclitaxel liposome plus 125 mg/m” oxaliplatin on day 1 of each cycle. One cycle is composed of 21 days. Efficacy and toxici-
ties could be evaluated after two or more cycles. Results No statistical differences were observed between the two groups in
terms of efficacy (22.9% vs 35.3%, P=0.297), disease control rate (60.0% vs 70.6%, P=0.450), and 1-year survival rate (28.6%
vs 41.2%, P=0.724). However, the group treated with paclitaxel liposome plus oxaliplatin had longer progression free survival
(PFS) (5.0 months vs 3.5 months, P=0.024). In addition, the toxicities that occurred in the two groups were similar including
leukocytopenia (P=0.808), thrombocytopenia (P>0.999), anemia (P=0.477), and nausea/vomiting (P=0.777). The number
of neurotoxicity that occurred in the two groups were 33 and 3 (97.1% vs 8.6%, P<0.001), respectively. However, all were grade
I-II. Conclusion The clinical efficacy of paclitaxel liposome plus oxaliplatin as a first-line chemotherapy for elderly patients
with advanced NSCLC is more better than that of the single-agent paclitaxel liposome. It prolongs PFS and is safe for clinical

use.
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Tab 1 Clinical characteristics of patients included in this study
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Characteristic n Paclitaxel liposome (n=35) Paclitaxel liposome plus oxaliplatin (n=34) P
Gender 0.624
Male 43 23 20
Female 26 12 14
Age (year) 0.561
Median - 75 74
Range - 70-83 70-81
ECOG performance status 0.265
0-1 53 29 24
2 16 6 10
Histological type 0.379
Adenocarcinoma 30 16 14
Squamous cell carcinoma 38 19 19
Others 1 0 1
TNM stage 0.469
b 29 13 16
\% 40 22 18
Smoking history 0.811
Smoke 36 19 17
Non-smoke 33 16 17
* 2 EMERRERINFEMERERIRK SR FHBTT TS
Tab 2 The efficacy evaluation of Paclitaxel liposome group and Paclitaxel liposome plus oxaliplatin group
Items Paclitaxel liposome (n=35) Paclitaxel liposome plus oxaliplatin (n=34) P
CR (n) 0 0 -
PR (n) 8 12 -
SD (n) 13 12 -
PD (n) 14 10 -
RR 22.9% 35.3% 0.297
DCR 60.0% 70.6% 0.450
PFS (month) 3.5 5 0.024
1-year survival rate 28.6% 41.2% 0.724

CR: complete remission; PR: partial remission; SD: stable disease; PD: progressive disease; RR: response rate; DCR: disease controlled rate; PFS:

progression free survival.
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Tab 3 Toxicities between paclitaxel liposome group and paclitaxel liposome plus oxaliplatin group

Toxicities Paclitaxel liposome group (n=35) Paclitaxel liposome plus oxaliplatin group (n=34) P
| Il 1l vV | 1l 1l 1\
Haematological toxicities
Leukocytopenia 5 6 4 3 0.808
Thrombocytopenia 3 1 2 0 >0.999
Anemia 2 1 0 0 3 2 0 0 0.477
Nonhaematologicaltoxicies
Nausea and vomiting 5 2 0 0 7 1 0 0 0.777
Arthralgia 4 1 0 0 5 0 0 0 >0.999
Neurotoxicity 3 0 0 0 21 12 0 0 <0.001
Dysfunction of liver 4 0 0 0 5 2 0 0 0.342
Dysfunction of kidney 1 0 0 0 0 1 0 0 >0.999
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