[1 0 0 O http://www.cgvi

s 2006 4FE 7 A5 26 & 7 Tumor Vol. 26, No. 7, Jul, 2006 « 613 -

| Speﬂal Issneof Lung Cancer - Wﬁ%&
H101 AERFESEESKER R/ — %577 i 2 35 /N 40 i i 78

BHA" ik 8 #f'CARE  HaEF . eAE2 .2 W .F X°HE %
Q. RFEREMBELETHMERMER, LB 200433:2. LB ZHAEYEAERARTESE, EE  200001)

(BE] A BAEERFE HO BAERRAKERE/ MANP BT R B M AR BINSCLO M T R 5244,
FRh HEFREMERD NS NSCLCEFXMNELTZE W F R A A ES HIOL LEX10Y B EHRLB & NP F T
(ABREENP F EMFBU)., dF2ARALERT—RINF R MY AR BEFRA(TTP AR, R A4
19 TR A E Y, BT RH 2 EEPRS ], 5 K42 (SDY10 ], & 7 3 B (PD)4 #] ;B A ¥ #% 4+ 17 #) #,PR 3 #],SD 9
MAPDSH, £1AFMTHHALPDIA,.TBAPDSH . BARTAREEEH T AAP<0.05), 2HEHF &L
PR EAACAIAMIEAERANEMNETBA;AA T TTPHEA LR BAAKELK. AGBRET . BRT RS
RASEMTRRN G BAMMN., AUH2ARAEBEAN. R 2R W FHE WES HI0L B4 NP ¥ %7 % ¥
NSCLC R TAT . %2 5 H %N,

[XEBW] WHE: B ENTEN: RES A WAL, H&T %

[(hEHSHEE] R734.2 [#kaRriRAB] A [XEHS] 1000-7431(2006)07-0613-05

Oncolytic adenovirus H101 in combination with vinorelbine/cisplatin chemotherapy for advanced non-small cell lung
cancer

ZHOU Cai-cun'’ ,XU Ying', NI Jian' ,ZHOU Song-wen' , XU Jian-fang' , LU Mei-jun' , WANG Li',CHEN Jie?, WANG
Zhi* (1. Department of Oncology,Shanghai Pulmonary Hospital, Tongji University,Shanghai 200433 ,China; 2. Depart-
ment of Medical Research, Sunway Biotechnological Company,Shanghai 200001,China)
[ABSTRACT] Objective: To investigate the efficacy and safety of intratumoral injection of oncolytic adenovirus H101 in combi-
nation with vinorelbine/cispaltin chemotherapy (NP) in patients with advanced non-small cell lung cancer (NSCLC). Methods:
The NSCLC patients confirmed by cytological or pathological examination were randomized to receive intratumoral injection of ad-
enovirus H101(1. 5X 10" viral particles) plus NP chemotherapy (Arm A) or only NP chemotherapy (Arm B). Objective re-
sponse was evaluated every two cycles and time to progression (TTP) and overall survival were followed up. Results;In evaluable :
19 patients of Arm A,5 got partial response (PR) ,10 stable disease (SD) ,and 4 disease progression (PD), while in evaluable 17
patients of Arm B,3 cases of PR,9 cases of SD,and 5 cases of PD. At the first time of response evaluation, there was 1 case of E
PDin Arm A,but 5 cases of PD in Arm B. Failure rate in Arm B was significantly higher than that in Arm A(P<C0.05). Surviv-
al curves between the two arms were similar. Six month,9 month and 1 year survival rates were slightly higher and median TTP
was also prolonged in Arm A. Except non-infectious fever,other adverse reactions of Arm A were similar to Arm B. There was E
only 2 patients developing mild pneumothorax in Arm A. Conclusion; Intratumoral injection of H101 viral particles in combination
with NP chemotherapy is feasible, effective, and safe in treatment of advanced NSCLC.
[KEY WORDS] Lung neoplasms; Carcinoma, non-small cell lung; Adenoviruses, human; Antineoplastic agents; Combined g
modality therapy

{ Tumor,2006,26(7) :613-617]

B R B LA B B T 2R A L P
AK R, HERBIAT, 5 FERRAR<
15,94 , 038 T8 640960 75 0 3 B R Sk Ak e A
B 988 43 T 5275 L3R 0 B R Rk e 5 L
BB 1367 B R T RS A B R S
GERRS SN &K, MEEEKETE

[EE®A] ARFQ2-.BOUL, EEEM, 18 . HMLERW
* Corresponding author, Tel:021-65115006-3051

E-mail; caicunzhou@yahoo. com. cn

f&/HER] ki # ik . K-ras 2845 . myc 3 H P 4 f
MEEEAESE  HP L p3 BEANEES4&E
A (LOMDfEZ B, 4 XF p53 B E K& I
W LUR T D R W B R R T, RETE G R BT IF T
BYBIFHTR - TRERZBERAELS AW
B, REFEEWEES p53 HERREAE A R
BREA RN, 70040 R R E S R R T
AR RMAR ERRBMZHREZ—., HI0OL BE4A
% 5-RUBRAE T, HE B s 7 p53 THRE R R MY 40 f
WES NTEBEHEREER. KRR KRR



http://www.cqvip.com

* 614 -

£ 000 http://www.cqvip.com]

BoiE 2006 4£ 7 7,56 26 %

INHN SRR Ik T MR R EESEN. 5
I BB B RERSY  HE X BB IRRER S 1L
57 %t /N 41 M i 9 (NSCLO) Y7 3 B H T 45 ¢
BELXT BB ST R ILRGE . Mk, AR H#AT T
MR,

1 HBSHE

L1 HRs%

LL1 Ng4# REXSABREHLOFTF
ARUIGRK M b~V NSCLC & AHRTHREZ
AT BT MFEREIT A 18~75 Z 2 A ; gk
CT AR M &k, [{) — UL 28 vT 9 B 5% 4k $r <5
A BB <<10 4~; KPS $E47E 60~100 43
P EFRAT AR EERBIEEFREAL
EH ERLEBRERAES.

1.1.2 #H&A#FE X HIOL, K 3 B 8 s 4033
AT AR B & A K
WL EREMSH TR EN RS RESIE A
REEH QG RY EEFEANRES YR L
AR AT K & A8 B BB R S b e
R s HIV Pok B | s Ho A 35618 4 50 5 BRI
e RIS R RS AR E RS RS
EEA S WARE RO LS.

1.2 m#F4 B 20034 10 A ~2004 4£5 A,
FER OF K 2% Bt B L g v il B IS B b R B E B
NSCLC ## 44 BIS T A%, Kb 12 4,
B 32 ) BB iR 24 B, A2 R NSCLC 20 i
Wb # 27 4, VI 17 4905 s L 4E #5960 (36 ~75)
%, BEEREVLSN A H(HI0L B4 NP 7 E)M
BHAHA NP FE)., "B+, AEE 3 HZiAE
KRG ANH BT, 254 KPS W4 50 0.4
AR R S B KB OB RUR A B ShAER & A Bk
Mt 52 B4 RAUITTRES 1B, B BAHS HIERER
%1 AT R — ST B ., 2 H—%
BRiE 1,

F1 2HBE—BEH
Table 1 General data of both groups of patients

Group A

Group B

(n=19) (n=17)
Male/{emale 15/4 10/7
Age(yr) 62(41~71) 60(30~75)
Adeno/non-adeno 10/9 11/6
Stage b/ VI 12/7 10/7
1.3 %A% UMRAINTERRAREHR

MERRHEZRSHME. BEEBINEZKER

/4 (NP) 4L y7 (B 41) 8¢ H101 % N iE ST B &
NP HFRUAIT(AM), 2HMMT HRERAKERE
25 mg/m*#FEH 1 K, 5 8 X, MK 75 mg/m” #
FRRES 1 X @B, RN A -B a2 Hk-3
HEHABHGBELERL; FEE3AER 1 K.
H101 FI B, #4583 0.5 mL, B X &
5.0X 10" 55 # K. (v. p. ), EIEH:>1 : 60 TCID,,,
FrE®IAE L =R ARERAARME. A4
BEFEBMTENE I RMBESREZCTIIRT
ST H101 3 SR 41 M 250 T UQRYIFRL %
EYRARERAFFMH) . 2.3 XA 9,10 RITH
R AL ST AT 1 h, BB B 42.5C, (LB WITE
WA FRA B PRSI BRITAO .56 4 REEZHE
MNP IFRAT. BHEZEZ 4 MRABKN—RE
TR 21 O R e SR & (B
R BE) SR AR ERBIT.
1.4 #EFH BHREHNERBZRRENE -
KL R B WHO B30 M 25 9097 50O in
B EWIT M N TELEMH (CR) T EM(PR) R
FRtaE (SD) MR R B (PD) 4 4%, 43 B VEAH v 4 5
Jifyed 4 B & WRIT Ak . i J B[R] (time to
progression, TTP) | & {& 4 77 B} [8] (overall surviv-
al, OS) MEZEMIERE _HRL R, TTP E XN
MIBFFFFIRE] CT LIRSSt 2 [ At .,
B ik H NCI CTC AR A 2538 1T~V
F. WITHIRESE 2 A RBENR TR BT ERE .8
3SAATTZREY 1 K. R IKBET BT [8] y 2005 4F 6

- A 30H,

1.5 itk BEUESK.zLs, P
ISHAMEMRER,2 AR HLERA * B, TTP
N g A= F7 6 8] A Kaplan-Meier K058 .
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LRSS R 3(1~4 ANJEWD ;B AT 34 17 Bil 3
% 42 A AT PO T R 2(1~4 4
A . 758 2 AT 1 Ity sed, A4 1
% PD; B4 5 ] PD; A HIGIT RIME K 5%, 1M B
HR29% BHBTRUEREERBT AB (=
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Table 2 Objective responses between 2 groups
(n)

N PR MR SD PD
Group A 19 5 3 7 4
Group B 17 3 6 3 5
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Fig. 1 Kaplan-Meier estimates of progression-free
survival for 2 groups
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Fig. 2 Kaplan-Meier estimates of overall
survival for 2 groups

2.3 RERE AHAEFEH HIOLEH 2/ L%
TRBHAER B RN 11%, FHIHAIFREER
A0 ZEREHBETRE(I~TE),HE 2
BlRBIM B, AR ATERRLE, ZHATHIE;
PEREEEDRBHUAREBEBEEMF. BARX
LR ERER AR ER AR BENT,
RORIER PR AR S H101 A XK. A4t
TEE M ZERE N ES HI0l 116 Rk, B 2 Bl k
FAREHM, BB RERR INHIR., SBREEY
B, 81 ~1E. BNRKREE, BITRK . AFE
WA EEE S M. HAMOR B RN MR,
5 BAHMITHBHZR RRE HI01 FH L,
AT B H LR B (36 3D,
3 2HATBRRRMILE (n)

Table 3 Comparison of side effects between 2 groups

Group A Group B
Grade  Grade Grade  Grade

1-2 3-4 1-2 34
Non-infectious fever 17 2 0 0
Nausea/vomiting 10/8 0 10/5 3/2
Thrombocytopenia 6 0 7 0
Infection 4 0 5 0
L.eucopenia/neutropenia 13/6 4/0 8/2 4/5
Allergy 0 0 1 0
Hepatic/jaundice 9/0 0 3/2 0
Renal 2 0 2 0
Anemia 9 1 5 1
Pneumothorax 2 0 0 0
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HIOl B FABRFEED M, BARAERNT
REARM AL - BRRRHF T RN EHB IR 1 F
BRRE, TERMB T E1B-55X10° 1 E3 X 19
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MM ERERER  FEEREHFRHEE M. X
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