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Gemcitabine  Plus  Vinorelbine as Second-line  Chemotherapy of the
Patients of Previously Treated Non-small Cell Iung Cancer: Phase
II Trial

Pil Soon Jang, MD., Hyun Mo Kang, MD., Jeong Eun Lee, M.D., Seon Jung Kwon, MD,, Jin Young An, MD.,
Yun Sun Lee, MD., Sung Soo Jeong, MD., Ju Ock Kim, MD., Sun Young Kim, M.D..

Department of Internal Medicine, Chungnam National University Hospital, Cancer Research Institute Daejeon, Korea

Background : Both gemcitabine and vinorelbine are effective anticancer drugs with mild toxicity on non-small cell
lung cancer, and monotherapy of these drugs are effective as a second-line chemotherapy. The aim of this trial was
to assess the response and toxicity of a combination of gemcitabine and vinorelbine in patients of previously treated

for non-small cell lung cancer.

Materials and Methods : 24 patients, initial stage III A/B,IV and previously treated with platinium and taxane
based regimens, were enrolled from June 2000 to March 2004. The regimens consisted of vinorelbine 25mg/m”
followed by an infusion of gemcitabine IOOOmg/m2 on day 1 and day 8 every three weeks. This course was repeated

more than twice.

Results : Twenty—four patients were analyzed for the response, survival rate, and toxicities. The overall response
was 17% with a complete remission rate of 4%. The median time-to progression (TTP) was 3.1 months (95%, CI
1-10months), and the survival time was 8.2 months (95%, CI 1-23 months). The grade 3/4 toxicities encountered
were neutropenia (12.5%), anemia (0%), thrombocytopenia (0%). Non-hematological 3/4 toxicities were not observed.
Conclusion : A combination of gemcitabine and vinorelbine in patients previously treated for non—small cell lung
cancer provides a relatively good response rate, and a low toxicity profile. However, further study will be needed
to confirm its effectiveness. (Tuberc Respir Dis 2006 58 34-351)

Key words : Advanced non-small cell lung cancer, Second-line chemotherapy, Gemcitabine, Vinorelbine
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Table 1. Characteristics  of
cell lung cancer

patients with a non-small

Characteristics No. (%)
No. of patients 24
Median age,years (range) 59 (42-72)
Sex

Male 16 (67)

Female 8 (33)
Smoke

Smoker 15 (63)

Non-smoker 937
Stage

A 3(14)

1B 3(14)

% 18 (72)
Perfomance status

0-1 15 (63)

2 9 @37
Histologic subtype

Adenocarcinoma 11 (45)

Squamous cell carcinoma 10 (41)

Others 3(14)
Response (first-line therapy)

Responder 9 (37

Non-responder 15 (63)
Previous treatment

Surgery 4 (17)

Radiotherapy 3 (14)
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Figure 1. Kapan-Mger prooebiity of the overdl  suvival
for  patients treated with gemcitabine and  vinorelbine
as a second line therapy. The overal survival time
was 82 months and the oneyear survival rate was
35%.

Table 2 FrstHine chemotherapy  regmens for - non-small
cell lung cancer

Regimens No.(%)
Cisplatin + Paclitaxel 310 (42 )
Cisplatin + Etoposide 4117 )
Carboplatin + Docetaxel 3 (125)
Docetaxel 3(125)
Cisplatin 2(8 )
Paclitaxel 2(8 )
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ATt (Tabl

ed).
o}l o]z} A

59 5+ Qo] AsAA FobA o
2 AEC] B3 % A7E A = taxane ™t
] 83 amel 29 Androulakis 5 & 23798
©2 Gemcitabine (900mg/m’)#} Docetaxel (100mg/
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m’ Al 84A u) 3FriehE W g we weE

2 18%, = AE717He 11712 0]l Hotton 5%
2 2918 gldo2 Vinorelbine (15mg/m’, A 1, 8,

1594 )7} Docetalxel (100mg/m’, Al 8 A)-S 35w}

WHO grade
Toxicities 1 2 3 4
No.(%) No.(%) No.(%) No.(%)
Hematology
Anemia 6(25 ) 12(50 ) 0 0
Neutropenia 4 (16 ) 5(21 ) 2(8 ) 1(4 )
Thrombocytopenia 2(8 ) 0 0
Non-hematology
Phlebitis 4 (16 ) 4 (16 ) 0 0
Nausea/vomiting 9 (375) 8(33 ) 3 (125) 0
Oral mucositis 5(21 ) 3 (125) 0 0
Peripheral neuropathy 5(21 ) 3 (125) 0 0
Creatinin 2(8 ) 3 (125) 0 0
AST/ALT 8 (33 ) 2(8 ) 0 0

Table 4. Result of the gemcitabine and vinorelbine combination secondline therapy

Result

Author Year No.

Response(%) Median survival(month) 1-year survival (%)
Hainsworth JD 1999 55 18 6.5 20
Herbst RS® 1999 % 12 74
Herrero CC* 2000 16 6 68
Camps C 2000 16 6.2 58
Komas C® 2001 40 25 7.0 17
Chen YM 2003 17 31.3 83 343
Kim YJ* 2003 2 195 80 241
Park YH 2004 38 21 8.1
Present 2004 24 17 8.2 35
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