- 1 R

A AT I3 NSCLC 328 bk 2 1 B
B A R A A Ak yy arpe v 2 e 11
I R 56 0] A 4

Lk REAK REE HKse EESX XHEYT RES KSR FEAN
BEORE LA MW IR

310022 Ao, # T BRI FEEFRT T EMBERKT A (DL E BBl
FUA FRBA) ;100021 b, P EEFAFRMNEERASA(RAR BEE ZHET,
JEE FEE ELAA) ;300060 K EFKF G ERKT A (REE JBH) ;100142
TR FIBEERATA(ERA K )

LuEL5RARAERE —HH

WBAZVE A 2440, Email : wlhwq@ yahoo.com ; & B, Email ; chenming@ zjcc.org.cn
DOI:10.3760/ cma.j.issn.1004-4221.2016.02.000

[HE] B IPREE RS ODE RIS T 6 AT Y T NSCLC 1975 20hE
KAz et Ak 2012—2015 4F3:73 Fil 5 AL, Fi31~69 5, 552 ) 2 11 fil, e 41 461 R o
19 il AR 1) A srAkdiE 2 i, I, 927 400 10, 3 36 B, 55 1.3.5.7 B REZRIE 7.5
mg/m* G 5 d, 565 2 I UG 3 6~ 7 JE B 3DRT 60~ 66 Gy 43 30~33 ¥K, MUK AT 50 mg/m’
55 1—5 KA 50 mg/m*55 1.8.28 RER AT i, CTCAE3. 0 WS AR R, 5EIAITIE 4 A
i RECIST 1. 1 bR PEM TSk, SER 63 B ToEMm. 1| B EH 2 S0 e 4 1 BIA 4 2%
HREIH RATES 2 AT, 61 I35 IR IT . S URIT G 4 AT ITRL, CR 8 i, PR 40 4], SD
11 5, PD 4 f5i] | 5 WG fHHE 76% o 3+4 Grh PR 42D 23 4], 3+4 K379 B, 3+4 Filn /Mg >
10 fil, 3 SR oEmkn: 3 4,3 SO B 4 8 B, 1+2 3 K RP 43510 12,2 B, KWL H] 2 L
LoomAEw g E LA, BEVIETE] 13.6 A~ A BV IR 21 FI5ET, 15 BISETF Al dt e, {7 PFS 14. 8
A, 14EPFS 08 43510 51% 78%, #5iE RPE T ARG T 88 N, B4 R by R
AIEIRTT B3 NSCLC 3 # 97 &40 F0 it 52 M B 47, 97 80 0F i i 7 8F — 25 B2 B 4] R 4 B 77
RIS EM 0 E G RS A 0 S NCTO1733589

[X8i1R] ;e b Boibyris, MWL ME,; ETs; SRR

Continuous intravenous pumping ( CIP) of recombinant human endostatin ( Endostar) combined
with concurrent radiochemotherapy in patients with unresectable stage III non-small-cell lung
cancer ; preliminary data of a prospective multicenter phase II clinical trial Ma Honglian, Hui
Zhouguang ,Zhao Lwyun,Xu Yujin, Zhat Yirui, Eu Runye, Pang Qingsong, Zhu Guangying, Li Dongming,
Tang Yu,Liang Jun,Kong yue,Chen Ming ,Wang Luhua

Department of Radiation Oncology, Zhejiang ~ Cancer Hospital , Key Laboratory of Radiation Oncology in
Zhejiang Province ,Hangzhou 310022, China (Ma HL,Xu Y], Kong Y, Chen M) ; Department of Radiation
Oncology ,Cancer Hospital , Chinese Academy of  Medical Science, Peking Union Medical College, Beijing
10021 ,China (Hui ZHG ,Zhai YR ,Wu RY ,Tang Y ,Liang J,Wang LH) ; Department of Radiation Oncology,
Tianjin Medical University Cancer Hospital, Tianjin 300060, China ( Zhao LJ, Pang QS) ; Department of
Radiation Oncology , Peking University School of Oncology , Beijing Cancer Hospital , Bejjing 100142 ,China ( Li
DM ,Zhu GY)

Ma Honglian and Hui Zhonguang as join first authors

Corresponding authors: Wang Luhua , Email ; wlhwq@ yahoo.com ; Chen Ming , Email : chenming@ zjcc.org.cn

[ Abstract ] Objective  Preclinical models have shown that recombinant human endostatin



(Endostar) can transiently normalize the tumor vasculature to make it more efficient for oxygen delivery,
which provides a treatment window of enhancing tumor radiosensitivity. This study is to evaluate the safety
and efficacy of continuous intravenous pumping ( CIP) of Endostar combined with standard concurrent
In this
prospective study, patients with unresectable stage III, or III, NSCLC received CIP of Endostar (7.5

radiochemotherapy for unresectable stage III non-small-cell lung cancer ( NSCLC ). Methods

mg/m”) over 5 days at week 1,3,5,and 7.During week 2-8, patients received two 28-day cycles of etoposide
50 mg/m’ on day 1-5 and cisplatin 50 mg/m* on day 1,8, with concurrent thoracic radiation of 60-66 Gy in
30-33 fractions over 6-7 weeks. Acute toxicities were evaluated using CTCAE 3. 0. Tumor response was
evaluated using RECIST 1. 1 criteria. Results Between Nov.2012 and Jun.2015,63 patients were eligible
for toxicity and efficacy evaluation, including 52 (83%) male and 11 (16%) female, 41 ( 65% ) with
squamous cell carcinoma, 19 (30% ) with adenocarcinoma, 1 (2% ) with large cell carcinoma and 2 (3%)
with undifferentiated carcinoma, and 27 (43%) with stagelll, disease and 36 (57%) with III, disease,
respectively. The median age was 59(31-69) years. All patients completed the treatment as planned, except
that 2 patient missed one cycle chemotherapy for unrecovered grade 2 renal function impairmentandgrade IV
myelosuppression. There were 8 (13%),40(64%), 11 (18%) and 4 (6% ) patients achieved complete
response, partial response, stable disease and progressive disease, respectively. The objective remission rate
(ORR) is 76%.There were 23 patients (37% ) with grade 3+4 neutropenia, 9 (14%) with grade 3+4
anemia,and 10(16%) with grade 3+4 thrombocytopenic. Two patients (5%) developed grade 3 nausea/
vomiting. Grade 3 acute esophagitis, grade 1+2 and grade 3 pneumonitis were observed in 8 (13%), 12
(19%) and 2(3%) patients, respectively. No grade 2 cardiovascular toxicity was observed. Up to the last
follow-up , the median follow-up time was 13. 6 months.21 deaths were observed, including 15 died of cancer
progression. The median PFS was 14.8 months. The 1-year PFS, OS was 51%, 78%, respectively.
Conclusions For patients with unresectable stagelll NSCLC, CIP of Endostar enhanced patient compliance,
and combined with concurrent radiochemotherapy is tolerable and the short term outcomes are promising.
Long term survival data await further follow up.Clinical Trial Registry
registration number; NCT01733589.
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