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Purpose: With the increased use of chemotherapy for
non small cell lung cancer (NSCLC), a growing group of
patients can now be considered for second-line chemo-
therapy. However, guidelines for the second line treat-
ment remain to be developed. The objective of this study
was to evaluate the efficacy and safety of the gemcitabine
and vinorelbine combination therapy in patients with
advanced NSCLC, pretreated with taxane and platinum
based regimens. Gemcitabine has already demonstrated
activity in this patient group, with the combination the-
rapy having been reported to be well tolerated in previous
phase I/l studies.

Materials and Methods: Forty two patients with
advanced NSCLC (stages IIl/IV), having received prior
taxane and platinum based chemotherapy, with an ECOG
performance status (PS) 0~2, and unimpaired hematopo-
ietic and organ function, were treated with vinorelbine,
20 mg/m? followed by gemcitabine, 1,000 mg/m? both
administered on days 1, 8 and 15, every 4 weeks.

Results: Out of the 42 patients enrolled, 41 were evalu-
able for their response, and all 42 for their toxicity. The
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patient's characteristics were as follows; median age=60
years (42~73), median PS=1 (range 0~2), a gender ratio
31 : 11 males/females, with stages IlIA, llIB and IV in 3,
14 and 25 cases. The objective responses included a par-
tial response (PR) 8/41 (19.5%), a stable disease 15/41
(36.6%) and a progressive disease 18/41 (43.9%). The
median time-to progression (TTP) and survival were 4
months, ranging from 2 to 14 months, and 8 months,
ranging from 2 to 17+ months, respectively. Grade 3
neutropenia was seen in 19% of the patient, and there was
no grade 4 neutropenia or episodes of febrile neutropenia.
No grade 4 thrombocytopenia or other grade 3/4 non-
hematological toxicities were observed.

Conclusion: The combination of gemcitabine/vinorel-
bine is active and well tolerated in patients with advanced
NSCLC having failed prior taxane/platinum therapy. (Can-
cer Research and Treatment 2003;35:294-298)
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Table 1. Patient characteristics

Characteristics No (%)
No of total patient 42 (100)
Age (years)

Median (range) 60 (42~73)
Sex

Male 31 (74)

Female 11 (26)
Performance status

0~1 35 (83)

2 8 (17)
Stage

1Ila 3

1IIb 14 (33)

v 25 (60)
Histology

Squamous cell 15 (35)

Adenocarcinoma 25 (60)

Others 2 (5
Previous treatment

Surgery 6 (14)

Radiotherapy 12 (29)
First-line chemotherapy

Taxotere+cisplatin 20 (48)

Paclitaxel+cisplatin 18 (43)

Paclitaxel+carboplatin 4 09

H(33%) ¥ IV 258 (60%)°| Atk 223 o 2 = HH A4
AE ko] 15%(36%), A1l 257 (60%)3A3t, Lh A l;i.

o] 21 (5%)el 3t JHAXEEA T Al o7t 6
(14%), HAA 2185 Al o7} 129 (29%)°] et L2k
g}etslel @ WS taxotere¥} cisplatin 2 207 (48%), pacli-
taxel ¥} cisplatin 2% 189 (43%), paclitaxel¥} carboplatin £
" 4 (9%)°] A th(Table 1).
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Fig. 1. Kaplan-Meier probability of progression free and overall
survival for patients treated with gemcitabine and vino-
relbine as second line chemotherapy. The median progres-
sion free and overall survival time was 4 and 8 months
respectively, and the one year survival rate was 24.1%.
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Table 2. Toxicities (NCI - common Toxicity criteria (CTC) grade)
of gemcitabine and vinorelbine (n=42)

NCI - CTC grade

Toxicity
1 2 3 4
n (%) n (% n (%) n (%)
Hematological
Leukopenia 12 29) 11 (26) 819 O
Thrombocytopenia 8 (19) 3() 2 (5 0
Anemia 12 (29) 5 (12) 2 (5 0
Non-hematological
Nausea and vomiting 8 (19) 2 (5 0 0
Mucositis 1@ 0 0 0
Peripheral neuropathy 12 (29) 49 0 0
Diarrhea 3(7) 1 Q) 0 0
Hepatic 3 12 0 0
Asthenia, fatigue 5 (12) 2 (5 0 0
gl 354 gemcitabine¥} vinorelbine Aol &-FH 7T 9] FabX
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