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[ Abstract ] Background and objective Due to the various inter-individual differences in the biological character-
istics of tumor cells, as well as issues on the efficacy, adverse reactions, and defects of existing drugs, we compared the clini-
cal efficacy and toxicity of pemetrexed and gemcitabine combined with cisplatin for the treatment of previously untreated
advanced non-small cell lung cancer (NSCLC). Methods 251 patients were randomly divided into pemetrexed combined
with cisplatin group (PP group) with 127 cases and gemcitabine combined with cisplatin group (GP group) with 124 cases.
PP group received pemetrexed 500 mg/ m” iv infusion d1 and cisplatin 75 mg/ m” iv infusion d1, whereas GP group received
gemcitabine 1,000 mg/m” iv infusion d1,8 and cisplatin 75 mg/m” iv infusion d1. The treatment cycle was once every three
weeks. In addition, folic acid, vitamin B,,, and dexamethasone were administered in both groups. Results The total clinical
effective rates in PP group and GP group were 25.20% and 17.74%, respectively. The total efficiencies of non-squamous cell
carcinoma were 27.62% and 16.00%. The tumor progression duration in these two groups was 6.5 and 5.6 months, respectively.
The median survival time in the two groups was 16.9 and 17.0 months, respectively, with 59.62% and 65.87% survival rates of
1 year and 27.28% and 27.93% survival rates of 2 years, respectively. The total efficacy of non-squamous cell carcinoma in the
PP group was significantly higher than that in GP group. The results were statistically significant. However, there were no sig-
nificant differences in total response rates, tumor progression duration, and median survival rates of 1 and 2 years. The rate of
adverse reactions, including white blood cell reduction, lower platelet count, lower hemoglobin, and hair loss in the PP group
was significantly lower than that in the GP group. The results were statistically significant. Conclusion The clinical efficacy of
pemetrexed and gemcitabine combined with cisplatin for the treatment of previously untreated advanced NSCLC was roughly
the same, but the adverse reactions decreased significantly in the PP group compared with those in the GP group. Therefore,

pemetrexed combined with cisplatin can be used as a safe and effective drug for clinical first-line treatment for previously un-

treated NSCLC.
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Tab 1 The characteristics of the two groups

Characteristics PP group (n=127) Gp group (n=124) P
Gender Male 78 (61.42%) 77 (62.10%) 0.911,8
Female 49 (38.58%) 47 (37.90%)
Median age/yr 54 55 0.136,9
Stage 1] 45 (35.43%) 35(28.23%) 0.220,5
\Y 82 (64.57%) 89 (71.77%)
ECOG scores 0 43 (33.86%) 44 (35.48%) 0.786,7
1 84 (66.14%) 80 (64.52%)
Pathology Adenocarcinoma 94 (74.02%) 88 (70.97%) 0.470,8
Squmocellular carcinana 22 (17.32%) 24 (19.35%)
Large-cell carcinoma 5 (3.94%) 2 (1.61%)
Others 6 (4.72%) 10 (8.06%)
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Tab 2 Comparison of difference of total remission rate

B A BNSCLC I RS MR r i AR i A 2 . (LIS
K BSOSO B RO e bk,
BEREEA . LAYl RIS IESE .

HiSe i 28 (PEM ) J&— Mg LAY 2250 A5 0 R 2
Yy, ERT M RGP P Z A, ST
MR R (TS) . SRS ( DHFR ) FIH 27t
iR I B S ( GARFT ) 45 Jl it 2258 s il ix
SESCHEMEIG TR, P O R IE S AT, (AT R 20
L R BRSSP R A g A K 15 5 i
SR A — 2RI T BINS CLC R T If AF 5
R, BeSeHh 28 /ARG T R AT RS A IR &
BAPIZG T3 SRR, TRENE SN A & A A< B AR . [
HMIG RIS TR 5 ZEI A IR X H 55 7Y A

Item PP group (n=127) GP group (n=124)
PR 32 22

Total remission rate (%) 25.20 17.74
Difference of total remission rate (%) 746

P 0.124,2

R3 FEHENBESERELR

Tab 3 Comparison of difference of total remission rate of no squmocellular carcinona

Item

PP group (n=105)

GP group (n=100)

PR

Total remission rate (%)

Difference of total remission rate (%)
P

16
16.00

29
27.62
11.62
0.031,8

R4 RENBESERELR

Tab 4 Comparison of difference of total remission rate of adenocarcinoma

Item

PP group (n=94)

GP group (n=88)

PR

Total remission rate (%)

Difference of total remission rate (%)
P

28
29.79

15
17.05
12.74
0.035,8
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Tab 5 Comparison of survival between two groups

Item

PP group (n=127)

GP group (n=124) P

Time to progress (month)
Median survival time (month)
1-year survival rate (%)

2-year survival rate (%)

59.62%
27.28%

6.5
16.9

5.6 0.610,5
17.0 0.520,5
65.87% 0.132,8
27.93% 0.150,2
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TFE SR 20 H g th P ZH A OS 431 4 9.4 H F110.84~
WHGI AR

AW PP RGP YL 438 B H FASHE LA AL A7
R H59.62%F165.87% , 24 A= A7 R4 5 k127.28% I
27.93%; PPSEEIAFEATER T MN61.31%F165.77%, 24F
HE A2 ) H129.45% F127.36% . WG 2H B 3 1 1AE A A7 2R
KOFAEAERTCGITF 25 WA, AR LK PPLA FI
GPAH ARl g 8 & AT LEAE 0 A, G5 R A IR AR e R o
FASEE VAR AR fE R0 h 64.26% F1163.93% , 24F = 1E 24y
h28.99%F128.32% ; PPSAE 144 11384351 A1 66.07% Fll
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Tab 6 Comparison of toxity between two groups

63.67%, 2LEAAERIHH31.46%H127.91%, WHICH 1
2255 . PPLHAIGPA -|E 5 M 5 FASER i o1 A= A7 I ] 43
S S09KFNS08 K, BI43517.00 H F16.940 H (f#%
WA 30KRTTH ), PPSEESFHrPPA FIGPA i A= 4F
BF ] 43500 A 523 RS 11K, BI4350 Ry 17.44 F Fi17.04
A, WIS 25 5 . SR AT B Bt
figh g R TP A RCE LA AL BUS A AR R, mTRERI
WIEU DA R FR . hh, EAMY—SeR B PP GP
PR Pany T AR e B T ROE I B 22 S, BAER
WIS EARROEE T, AR B P AL R0A W
WS, MAEATHEMNZES . SESMRIEAR TS
AARF, IRA]RE R Ry A A5 v i A8 2 SR B
f70% , £ 43R 7T H L1 FAE ) v6 7 1 L A9 43 531
32.53%F135.36%, XX FH I AEAERS [a) 7 AL TR, FE
— R E/NT PR 2. FASE e TS T
AN G 36 Hh ZE M LRt T v, R AR B AR AE I
PafbEdl PO F R R M 284, MiAEALUIR T, Bk
BREAGIEE D, AR BB P RINGYT Jr S8 7 s i
HPIFRLE . 25 b, AT TR E, PPALAN
GPLHITRIHH Y .

Side-effects PP group GP group P
Total Occurrence Incidence Total Occurrence Incidence

examples examples rate (%) examples examples rate (%)
Granulocytopenia 251 88 68.75 252 94 74.60 0.300,7
Nauseated 213 78 60.94 195 68 53.97 0.261,3
Leukopenia 216 75 58.59™ 279 94 74.60 0.006,9
Lower hemoglobin 157 64 50.00 227 84 66.67 0.007,1
Vomiting 118 54 42.19 m 54 42.86 0.914,0
Lower platelet 45 22 17.19™ 114 59 46.83 <0.000,1
Constipation 45 21 16.41 52 29 23.02 0.185,3
Poor appetite 47 13 10.16 56 19 15.08 0.237,1
Higher propylene 17 10 7.81 16 1 8.73 0.790,6
ammonia transaminase
Acratia 14 8 6.25 20 14 1.1 0.168,5
Hypocalcemia 12 8 6.25 7 6 4.76 0.603,3
Baldness 15 7 5.47 38 19 15.08 0.011,5
Diarrhea 8 7 5.47 8 7 5.56 0.975,8
Renal function abnormal 9 6 4.69 9 6 4.76 0.977,7
Lower albumin 6 5 3.91 8 4 3.17 0.999,9
Stomatitis 6 5 3.91 6 3 2.38 0.736,4

Comparison with GP group, *P<0.05, **P<0.01, ***P<0.001.
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THPR.
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