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[ Abstract ] Background and objective The combination of pacilitaxel and carboplatin has become a widely used
regimen in first-line therapy of advanced NSCLC. The aim of this study is to compare the eflicacy and safety of paclitaxel plus
carboplatin at two dose levels in the first-line treatment of advanced NSCLC patients. Methods From Dec 2006 to Jun 2008,
63 patients (ECOG 0-1) with advanced NSCLC were administered with paclitaxel 175 mg/m” (42 patients) plus carboplatin
(AUC 5) or paclitaxel 200 mg/m” (21 patients) plus carboplatin (AUC 5), 3-4 weeks/cycle. Results The objective response
rate of paclitaxel 175 mg/m’ group and paclitaxel 200 mg/m’ group was 28.57% vs 33.33% (P=0.698); median time to progres-
sion were 6.7 months vs 7.0 months (P=0.561); median overall survival time were 18.7 months vs 19.0 months (P=0.255); one
and two-year survival rate were 61.9% vs 66.7% (P=0.711) and 31.0% vs 33.3% (P=0.852), respectively. Neutropenia 3/4 grade
was 61.9% vs 33.3% in paclitaxel 200 mg/m” group and paclitaxel 175 mg/m’ group (P=0.031). Conclusion 175 mg/m” dose
paclitaxel causes less neutropenia than higher dose paclitaxel. Response rate, survival rate, time to progression and survival time
are not statistically significant in two groups.
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sion, TTP ) . W44 ( median survival time, MST ) .
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Tab 1 Comparison of patients with NSCLC characteristics between paclitaxel (175 mg/m?) and paclitaxel (200 mg/m?) plus carboplatin groups

Characteristic

Paclitaxel 175 mg/m? group (n=42)

Paclitaxel 200 mg/m? group (n=21) P

Gender 0.571
Male 29 (69.0%) 13 (61.9%)
Female 13 (31.0%) 8(38.1%)
ECOGPS 0.869
0 3 (7.1%) 2(9.5%)
1 39 (92.9%) 19 (90.5%)
Histology 0.912
Adenocarcinoma 33 (78.6%) 17 (81.0%)
Squamous cell carcinoma 7 (16.7%) 4 (19.0%)
Adenocarcinoma-+Squamous cell carcinoma 2 (4.7%) 0
Stage 0.592
lllb 8 (19.0%) 6 (28.6%)
1\ 34 (81.0%) 15 (71.4%)
Age 59.6 (40-74) 56.0 (35-73) 0.159
Second-line chemotherapy 23 (54.8%) 12 (57.1%) 0.858
Vinorelbine/gemcitabine plus cisplatin 5 (11.9%) 3(14.3%)
Docetaxel 17 (40.5%) 9 (42.9%)
Pemetrexed 1 (2.4%) 0
Second-line or post second-line EGFR-TKI 24 (57.1%) 11 (52.4%) 0.720
Smoke 21 (50%) 10 (47.6%) 0.859

ECOG: Eastern Cooperative Oncology Group; EGFR-TKI: epidermal growth factor receptor-tyrosine kinase inhibitors.
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(P=0.698) ., W72,

2.2 ARG A EEL7S mg/m ST AP A TTP 6.7
A, 200 mg/m* Ly 72H RO TTP 74> H , WidH HAs B4
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2.3.1 KRG SAZEE200 mg/m’* (LY 741 R 3/45
PR AL 1 2 AR 38 T 175 mg/m* kST AL, 4313
1) F2 14451 ( 61.9% vs 33.3%, P=0.031 ) ., 200 mg/m*fby74H
H RIS/ ARA M ALAB], 175 mg/m* by7 4 H N3 /4 5%
Mk, 200 mg/m*fLy7 21 3% Il & A2 R 45175 mg/m* fLy7
HAMmEEATSE T F 25 (P=0.07) o 3/490/ MR
Uik 71>200 mg/m*fby 7241 Jy345], 175 mg/m* fbyr 4l N1, #

AL TG 225 (P=0201) . PIZHIAR HBLIMK &
GEEEPEAROCHESET: (R3) .
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XN LRI . BOmRA . TS . Bk . DR
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W3 /4 A N £ & A2 F200 mg/m* kY74 . 200 mg/m’
FRIF AL R BB E MR 175 mg/m* {byTF 4114
BB hResw, ZREREAENE ORI R
s, VR R AR TR K AS . P2 R B3 /44 (il
B EIhRESE . HEBNE . FBOKM . KB k=T
(#3) .

2.4 JGEHRYT 2R E R G ¥ R ENRYT,
K175 mg/m’ 52200 mg/m*fby7 4143 A4 2340 (54.8 % )
K1) (57.1 %) BEH#RGEEZAST, HITERILE
1, BREEL7S mg/m* {Ly7 44T 240 JR ez — 2Rl 2k
JEEGFR-TKUL ) IAYy, 200 mg/m* fby741A 11{1H 2 K
AR R 2 A i S FR VB 1 7). ( epidermal growth factor
receptor-tyrosine kinase inhibitors, EGFR-TKI ) JGJ7 (57.1%
vs 52.4%, P=0.72 ) .
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Tab 2 Comparison of response rate, median time to progression, median survival time and survival rates between paclitaxel (175

mg/m?) and paclitaxel (200 mg/m?) groups

Item Paclitaxel 175 mg/m? group (n=42) Paclitaxel 200 mg/m? group (n=21) P
Response rate

Complete Response (n) 0 0

Partial Response (n) 12 (28.57%) 7 (33.33%)

Stable disease (n) 21 (50.00%) 9 (42.86%)

Progression of disease (n) 9 (21.43%) 5(23.81%)

Objective response rate (%) 12 (28.57%) 7 (33.33%) 0.698
Median time to progression (month) 6.7 7.0 0.561
Median survival time (month) 18.7 19.0 0.255
1-year survival rate (%) 61.9% 66.7% 0.711
2-year survival rate (%) 31.0% 33.3% 0.852
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Tab 3 Comparison of toxities between paclitaxel (175 mg/m?) and paclitaxel (200 mg/m?) groups

Toxity Paclitaxel 175 mg/m? (n=42) Paclitaxel 200 mg/m? (n=21) P
1 2 3 4 3+4 (%) 1 2 3 4 3+4 (%)
Haematological toxicities
Neutropenia 4 20 13 1 14 (33.3%) 2 6 1 2 13 (61.9%) 0.031
Thrombocytopenia 9 7 1 0 1(2.4%) 3 3 0 3(14.3%) 0.201
Anemia 29 0 1 0 1(2.4%) 10 1 4 0 4(19.0%) 0.070
Nonhaematological toxicities
Nausea and vomitting 6 1 1 0 1(2.4%) 6 2 2 0 2 (9.5%) 0.530
Diarrhea 2 0 0 0 0 4 1 1 0 1 (4.8%) 0.333
Alopecia 20 5 1 0 1(2.4%) 4 10 3 0 3(14.3%) 0.201
Acral mumbness 10 6 0 0 0 12 3 1 0 1 (4.8%) 0.333
Arthragia 7 5 1 0 1(2.4%) 8 6 2 0 2 (9.5%) 0.530
Fatigue 5 10 0 0 7 8 0 0 0 -
Skin rash 6 0 0 0 6 4 0 0 0 -
Constipation 5 4 0 0 8 3 0 0 0 =
Anorexia 6 1 0 2 2 (4.8%) 9 3 1 2 3(14.3%) 0.426
Mouth ulcer 8 2 0 0 0 7 3 0 0 0 -
Venous embolism 0 0 0 1 1 (2.4%) 0 0 0 0 0 0.667
Edema of lower limbs 0 1 0 0 2 0 0 0 0 -
Heart 5 0 0 0 7 0 1 0 1 (4.8%) 0.333
Kidney dysfunction 0 0 0 0 0 0 0 0 -
Liver dysfunction 4 1 1 0 1(2.4%) 2 2 0 0 0.667
1.0 175 mg/m?-censored 1.0 175 mg/m?-censored
200 mg/m?-censored 200 mg/m’-censored
0.8 0.8
Zos g 06
2 a
§ 0.4 § 0.4
0.2 0.2
0.0 0.0
0.0 10.0 20.0 30.0 40.0 0.0 10.0 20.0 30.0 40.0

Time to progression/month

B 1 24482175 mg/m> K200 mg/m’BE &R AL 4 S8 & it FR A (8] B 2%
Fig 1 Time to progression curves of paclitaxel (175 mg/m? and pacli-

taxel (200 mg/m?) groups

30%-54%*) FE— I LRI 8 4 o AR [l 3 A2
AR ZIBTF M INSCLC Y Zrhub i R s v, 4
2175 mg/m’® 225 mg/m’ 71| 5 21 1) 5 A 5505850 51k
25.6%531.8% ( P=0.733) , TTPAr5 4.3 A 5641 H
(P=0.044 ) , 1HHELF2R0537%544% ( P=0.35)
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Survival time/month

E 2 %4482175 mg/m’ %200 mg/m B &-RHALFTHBE £ FH %
Fig 2 Survival curves of paclitaxel (175 mg/m?) and paclitaxel (200 mg/

m?) groups
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6L T R 19 B A8 433 R 15%- S 196 F116%-65% ;5 I/ INHE S 56 Lt
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(P=0.04) , MST}149H K91 (P=0.000,6) , 144
% H57% % 37% ( P=0.000,4 ) .
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28.57%, 15 LA SCHRARE ORRYG Il —3L, 200 mg/m*{by7
YIORRE f, (HIGIT2 225 . SEAZME17S mg/m* {741
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Mo VEALER . UEAALERA 75 h61.9% . 31.0%
H166.7% . 33.3%, AEAFHUGEHE A LG 2425

B IR 25 MRk A SR R o DR 2R B AR e U
R T IR Y 25380 5 2 v A ABE . 1R YT7
0 FIe A AR MR 25483 1%, R T g 2
WA I Y 5 R AR 2 A, ST 25 W AR
T 3 A A [ Pl ) 77 A 22 500 L K0 UD P-4 24 s
FEEFLT ( UDP Galactosyltransferase, UGT ) 1A1*28 (—
FIUGTIAIEEN G 2 F X I Z 8% ) ais R B H 2t
SRR (irinotecan ) fRY7 5 490 MR AR I T B 09 & A
RA40%-57% , i B A UL IR BB 1) e A R AR T 15%,
L R # UGT 1A1*2840 4 T H (LG Tk 5% pl 10
SRR AT BR 2 2 A M (2 % P450 (cy-
tochrome P450 ) W 4NICYP2C8, CYP3A4 )z CYP3ASS)
S, Gandara®" HuAg F A RRR 36 F S SR 2 B2 A
ity S DNA$S I S AH L [ 2351, K BLCYP3A4*1B
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K751Q ) CYP2C8 RI39KFL N 434 1E H A K Wi ZE AR AE
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ress free survival, PFS ) #H5¢ ( HR=0.36, 95%CI: 0.14-0.94,
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MDR-1, multi-drug resistance gene, Z 2Tt 25358 ) 3425C>
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