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Phase I Study of Gemcitabme and Vinorelbine as a Combination
Chemotherapy for the Second-Line Treatment of Nonsmall Cell

Lung Carcinoma
Eundoo Lee, EunSil Ha, SangHoon Park, GyuYoung Hur, KiHwan Jung, HyeCheol Jeong, SungYong Lee,
JeHyeong Kim, SangYeub Lee, Chal Sin, JaeJeong Shim, KwangHo In, KyungHo Kang, SeHwa Yoo,

Division of Respiratory and Critical Care Medicine, Department of Internal Medicine, College of Medicine, Korea University,
Seoul, Korea

Backgroud : Lung cancer is the leading cause of cancer deaths in Korea and the number of lung cancer deaths is
increasing. The higher response rates, decreased toxicity and improved performance status of the first-line treatments
have resulted in an increased number of patients becoming candidates for second-line therapy. Several new anti-
neoplastic agents, including gemcitabine, docetaxel and paclitaxel, have recently demonstrated second-line activity. This
phase II study evaluated the efficacy and toxicity of gemcitabine and vinorelbine as combination chemotherapy for
Korean patients with NSCLC as a second-line treatment.

Methods : Sixty response-evaluable patients were enrolled from December 2000 to July 2003. We conducted a phase
1T study of a combination gemcitabine and vinorelbine chemotherapy for patients with histologically confirmed NSCLC
that was stage IIIB and IV disease at the time of diagnosis, and the disease had progressed onward or the patients
had relapsed after first-line platinum-based chemotherapy. They were treated with intravenous gemcitabine 1000m,gr/m2
and intravenous vinorelbine 25mg/m” on days 1 and 8. This chemotherapy regimen was repeated every 3 weeks.
Results : A total of 215 cycles of treatment were given and the mean number of cycles was 3.6 cycles. All the patients
were evaluable for the toxicity profile. The response rate was 10% according to the WHO criteria. The median
progression free survival was 3.8 months and the median survival time was 10.1 months. The 1-year survival rate was
32.9%. Grade IIT and IV neutropenia were seen in 20 (33.3%) and 7 (11.7%) patients, respectively.

Conclusion : The combination of gemcitabine and vinorelbine is active and well tolerated as a second-line therapy
for patients with advanced nonsmall cell lung carcinoma. (Tuberc Respir Dis 2006: 89 510-516)
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Table 1. Characteristics of patients

Characteristics No. of patients
Median age, yrs(range) 63 (35 - 80)
sex
Male 45 (75%)
Female 15 (25%)
ECOG performance status
0 11 (18.3%)
1 42 (70.0%)
2 7 (11.7%)
Histology
Adenocarcinoma 30 (50%)
Squamous carcinoma 27 (45%)
BAC 1 (1.7%)
others 2 (33%)
Previous therapy
Chemotherapy alone 44 (73.3%)
Paclitaxel/ Carboplatin 4
Paclitaxel/ Cisplatin 30
Docetaxel/ Cisplatin 9
Cisplatin/lfosfamide/Etoposide 1
Chemotherapy + Radiation therapy 16 (26.7%)
Paclitaxel/ Carboplatin 2
Paclitaxel/ Cisplatin 1
Docetaxel/ Carboplatin 1
Dooetaxel/ Cisplatin 2
Response to first-line treatment
CR 2 (33%)
PR 10 (16.7%)
SD 18 (30.0%)
PD 30 (50%)
Stage at initial diagnosis
B 19 (31.7%)
\% 41 (68.3%)
ECOG : Eastern Cooperative Oncology Group, BAC : Bro
nchioloalveolar ~ Carcinoma, CR: Complete  Remission, PR:

Partial Remission, SD: Stable Disease, PD: Progress Disease
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Table 2. Overall response rate
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Figure 1.

Kaplan-Meier survival curves for patients who had received 2 line therapy. The median survival was

10.1 months and the one-year sunvival rate was 32.9%. The median progression free survival was 3.8months.
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Table 4. Present and previous studies of the gemcitabine and vinorelbine combination chemotherapy as  second

line chemotherapy in advanced non-small cell lung cancer

Trial Present Hainsworth® Herbst'" Kosmas® Pectasides” Jang® Paré®
Schedule(days) 21 28 28 21 21 21 21
Gemgitabine(mg/m?) 1000 1000 1000 1000 800 1000 1000
Vinorelbine(mg/n) 25 20 0 % 2 2 0
Number of patients 60 50 36 40 39 24 3B
Response rate(%) 10 18 17 25 73 17 21
Median survival(months) 10.1 6.5 85 7 73 82 8.1
1= year survival(%) X9 20 0 17 KS) KS) 132
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