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23T, BEVTI2A T, USRI RS TR, R R e AR A AR 64.29%, B TARITALR
21.43% (P=0.026) ; TEMEs e 41Fa e % }985.71%, Wi &5 FAby7411140.86% ( x’=5.600, P=0.018 ) ; FaMeik
Je 4 B E A JCE e A A7 ] ( progression free survival, PES ) 7.0 H , BALY7 4 B P ALPFS 4.0~ H K
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[ Abstract ] Background and objective The aim of this study is to explore clinical efficacy of crizotinib in advanced
anaplastic lymphoma kinase (ALK) positive non-small cell lung cancer. Methods Twenty-eight patients with advanced non-
small cell lung cancer habouring ALK positive were randomly divided into crizotinib group (n=14) and chemotherapy group
(n=14). Patients in the crizotinib group were receive oral treatment with crizotinib (250 mg) twice daily. Patients in the che-
motherapy group were administrated docetaxel injection (75 mg/m”) every three weeks and every patient was treated at least
3 period. Then clinical efficacy was observed after 12 mo followed-up. Results Effective rate of patients in the crizotinib group
was 64.29%. It was significantly higher than that of the chemotherapy group (21.43%)(P=0.026). The stable rate of patients in
the crizotinib group was 85.71%. It was significantly higher than that of the chemotherapy group 40.86% (y°=5.600, P=0.018).
Median progression free survival (PFS) of the crizotinib group was 7.0 mo. It was longer than that of the chemotherapy group
(4.0 mo)(P=0.002). Conclusion Crizotinib is superior to standard chemotherapy in patients with previously treated, ad-
vanced ALK positive non-small cell lung cancer. The median PES of patients is shorter. It can improve the quality of life about
patients.
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B 259697 IEAL T ORI R BT B, A BT R BT
SIS M 2 4 (echinoderm microtubule-associated
protein-like 4, EML4 ) -[i] A8 ik B 98 14 i ( anaplastic
lymphoma kinase, ALK ) "WNSCLC E‘Jgﬂ_ijj%m TR L
B Je S EML4-ALK I 5 PE A 77 201147 6 [ £
i 24 it A LRy it VA v R JE TR T AL KRR R 3R 3k S i 1Y
NSCLCRLA,  [E P Sh22 e H 7 R R R LA T T
WLEE, [ RIS A AR R, 5 0 HL Il PR AR AR
E— GV, [l R HOF ALK B R INS CLC AR #7 1Y
AEAFARBLISE I . A 58X 58 W 28 JE T 7 ALK BH P 6 14
NSCLCHEH MIH AT R . A7 B . ok A A7 i [i]

( progression-free survival, PFS ) AN [z W i1 1igs, #H
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T R 28, AN ARRIE . (DZ 2 42 s A A
#HIZWIHHIL WNSCLC, & —ZRul 2 M ALYy ot
J& . ALK 2GRN 42 28 H AR (fluorescence in situ
hybridization, FISH ) #:04 FHE ; @ IR : RIK
RBEMRAS ( Karnofsky performance status, KPS ) #43>70
5y OFR18Z L by @A HLNTZ 4 ( computed
tomography, CT) ,@ZEZQ;@%&T@ (magnetic resonance
imaging, MRI) 447 AT AL 5 @B AAART
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Tab 1 Comparison of general condition of patients in two groups

3 @0 . B B RERE SRR T o HERRER
e OEIFHAMR R EE ;. QB IFFEIRE . & IE
T e %5 s QIR LI A% ;s @A B S IAT
RHMENL . TASHRBENEZAERES, &
B R IUi2 Se e B ALy ve e JE ALY T 4
A& 140, PIHBFERN MG ILERL, KK ERT
gt B, AR,
L2 JRY7J7 18 ek R AL 4 T ek SR I 82250 mg/
Bi, —WRUKL, BEH2K; ITALS T2 VhFE7S mg/m’
FRKRTEL b, B3ANR, AITRT— R4 T H ZEKAS 1l
TR UL, 3R PIEH /RT3 TR,
TR YT A E ARG A R IR ThRE . MR L L O R
CT, WMEIFMA R, D24 .
L3 WEHRRR STROP bR : A SIS P ROTF AR e
( Response Evaluation Criteria in Solid Tumors, RECIST ) 1.0
T/i‘/@m, 5y R5E G f# ( complete response, CR) , 4
ZZfi# ( partial response, PR) , F&5E ( stable disease, SD ) ,
B ( progressive disease, PD ), A%E= (CR+PR) %k
JRBE ., A EE FR AR AR ZHZ (World Health
Organization, WHO ) -~ [RIF43FrifE: KPSTE AT RIE
IN1053 e, KPSHEorBHATT ATAS 5 A2 1053 LN
FasE , KPSPRAMBIaYT R 1050 0 T RE, FER= (]2
EHRE ) PIEL BB PESAIAYT TR % vk B 5
v A JRE R R BT s TR] ()
La GeiP2E0ik RAISPSS 17 0BT V0T, STRVE
BRI R, TR RS, AR R R
Kaplan-Meierid:, PIP<0.0SHZERHGFITHE L.

Characteristics Crizotinib group Chemotherapy group t/x*Z P
(n=14) (n=14)

Age (yr) 55.33+12.68 58.09%13.15 0.565 0.577

Gender Male 8 9 0.15 0.699
Female 6 5

Pathological type Squamous 8 10 0.622 0.430
Adenocarcinoma 6 4

Stage 1E] 4 5 0.389 0.734
b 6 6
v 4 3

Karnofsky performance status 81.83%£5.29 84.01%+6.12 1.008 0.323
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2.1 GRS e JE HCR28.57% (4/14)
PR535.71% (5/14) , SD528.57% (4/14) , PD 5
7.14% (1/14) , HRCER64.29%; {LIF4ICR50, PR
521.43% (3/14) , SD35.71% (5/14) , PD542.86%
(6/14) , HRFEHN21.43%; B R 78 B T
fIPdl, MAZERAGI2E L (P=0.026) .
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B2 A G FRE X (('=5.600,P=0.018)
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Tab 2 Comparison of adverse event of patients from both groups

Adverse event Crizotinib Chemotherapy
group (n=14) group (n=14)
Visual disorder 2 0
Nausea 1 2
Vomit 0 1
Constipation 1 0
Diarrhea 0 1
Drug-induced liver injury 2 1
Alopecia 0 3
1.0
0.8
0.6
0.4
. el
—
0.0
0.&)0 2.&)0 4.60 6.60 8.‘00 10‘.00 12100
time

P E I PFS 4.0 H 3 YT I Log-rank#s 5 Lt
B, EMOR e PRSI K TR AL, ZERASIE
B (%'=9.574,P=0.002) , LK1,

2.4 ANERNEH ST e 4N BN T B AL
N A (R SR AT R, OE BRI RIS, AR
JV R AR 42.86% (6/14) 5 fRITA FEA R A
Wi . s WKk ETES AT, N RN R
HNS2.14% (8/14) 5 WLLEE AN R N KAERLE R
R b 22 S g2 5 X (}°=0.571, P=0.450) , T fi
BEIREM 2 0 REFAIT A R, BARIL R,
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FAAERR

AR ST ALK M H B INS CLCHR 5 03| 245 3 e e
e (BEmaYT ) MErihde ((I7r2i) 697, 45
T R R IRTT RE A RCRE N 64.29%, B & T
ZV BRI AL, R e 4L R A PRSI KT

Group

Crizotinib
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Fig 1 Comparison of progression free survival (PFS) of patients

in two groups
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o A AR BN 53 50, 35 R FE 58 IR TT

SRR JE AR ROV SO L AL K
SEETH R, M2V MSEA R B R R . L

WXt | G5 S A Ty, PR RSO & A G
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FEMIAEZ A . AT SR Je AR o ik Je jh o AL
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MHINSCLC ) Hp [ pli4F 8 3 11 IRLDK378 [ — i £ Hls |
TEHCHE PR/ IR EESE”, DAPEM LDK378 7 s e
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1304l LA ALK E HEF NS CLC R &, Hirp 1144 i H]
LDK378% /12400 mg/diy i #, ARE NS8%, PES K7
A, 83/1225] (68% ) ZHiHEZ 1t FE MRy Je iRy T A %
WL fip 55 h 56%

[ SMIFTE I, ALKBHPERINSCLC 38
Mer e B B FARGE P 25307, B A P SR e
— L FIRYT ALK PR B INSCLCHHiGE IR R /D, — 4k
TR P A A SR S 0 T s JE FE— 2R 3R YT R I I AR
W9 . S BH DA 12051 e TR R SR IR T 4R %
fif%1491.67%, Wi & T REFEHA .
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