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Treating Squamous Cell Cancer of Head and Neck or Esophagus
XIA Zhong-Jun', CHANG Jian-Hua', ZHANG Li', JIANG Wen-Qi', GUAN Zhong-Zhen',
LIU Ji-Wei?, ZHANG Yang®, HU Xiao-Hua*, WU Guo-Hua®, WANG Hua-Qing®,

CHEN Zheng-Chang’, CHEN Jian-Chao®, ZHOU Qing-Hua®, LU Jian-Wei™,

FAN Qing-Xia', HUANG Jian-Jin'?, ZHENG Xiao'

1.

510060
2.
116011
3.
116011
4.
510021
5.
200092
300060
7.
400037
8. 610041
9.
610041
10. 210009
11.
450052
12.
310017
13. 310022

1. Department of Medicine, Cancer Center, Sun
Yat-sen University, Guangzhou, Guangdong,
510060, P. R. China

2. Department of Oncology, The First Affiliated
Hospital, Dalian Medical University, Dalian,
Liaoning 116011, P. R. China

3. Department  of  Oncology. The  Second
Affiliated Hospital, Dalian Medical University,
Dalian, Liaoning, 116011, P. R. China

4. Department of Medicine, — Tumor Hospital,
Guangxi  Medical — University, Nanning,
Guangxi, 510021, P. R. China

5. Department of Oncology.,  Affiliated Xinhua
Hospital, Shanghat Second Medical University,
Shanghai, 200092, P. R. China

6. Department of Medicine, — Tumor Hospital,
Tianjin Medical University, Tianjin, 300060,
P. R. China

7. Department of Oncology, Affiliated Xingiao
Hospital, The Third Military Medical University,
Chongqing, Sichuan, 400037, P. R. China

8. Department of Medicine, Sichuang Provincial
Tumor Hospital, Chengdu, Sichuan, 610041,
P. R. China

9. Department of Medicine,  Affiliated Huaxi
Hospital, Sichuan — University, Chengdu,
Sichuan, 610041, P. R. China

10. Department of Medicine, Jiangsu Provincial
Tumor Hospital, Nanjing, Jiangsu, 210009,
P. R. China

11. Department of Oncology, The First Affiliated
Hospital,  Zhengzhou University, — Zhengzhou,
Henan, 450052, P. R. China

12. Department  of  Oncology, — The Second
Affiliated Hospital, Zhejiang Medical University,
Hangzhou, Zhejiang, 310017, P. R. China

13. Department of Medicine, Zhejiang Provincial
Tumor Hospital, Hangzhou, Zhejiang, 310022,
P. R. China

Correspondence to: GUAN Zhong-Zhen
Tel: 86 — 20 — 87343365
Fax: 86 — 20 — 87343535
E-mail: zzguan@ 21cn. com
2004-10-10
2004-10-22

[ABSTRACT] BACKGROUND & OBJECTIVE: H101 is an E1B-55 kDa gene-
deleted replication-selective adenovirus, which showed a significant antitumor
activity. This study was to compare effects and toxicities of intratumoral H101
injection combined with cisplatin plus 5-fluorouracil (PF) regimen or adriamycin
plus 5-fluorouracil (AF) regimen versus PF or AF regimen alone in treating
patients with head and neck or esophagus squamous cell cancer. METHORDS:
A total of 160 patients were recruited. PF regimen (cisplatin 20 mg/m? ivgtt,
qd x5d; 5-fluorouracil 500 mg/m? ivgtt, gd x5d) was administered to patients
have no history of PF chemotherapy, or sensitive to PF chemotherapy, while AF
regimen (adriamycin 50 mg/m? iv, d1; 5-fluorouracil 500 mg/m? ivgtt, qd x5d)
was administered to patients didn’t response to PF regimen. All patients were
randomized to either receive intratumoral H101 injection (5.0 x10" —=1.5 x 10
VP /day for 5 consecutive days every 3 weeks) or not. Treatment repeated every
3 weeks, all patients have to receive at least 2 cycles of chemotherapy.
RESULTS: Among 123 accordant patients, overall response rate of PF plus H101
group (group A1) was 78.8% (41/52), of PF alone group (group B1) was
39.6% (21/53), of AF plus H101 group (group A2) was 50.0% (7/14), of AF
alone group (group B2) was 50.0% (2/4) . Differences of response rates
between group A1 and group B1, between group A1 +A2 and group B1 +B2
were significant (P =0.000) . Main side effects were fever (45.7% ), injection
site reaction (28.3% ), and influenza-like symptoms (9.8% ). CONCLUSION:
Intratumoral H101 injection showed a distinct efficacy in patients with squamous
cell cancer of head and neck or esophagus, and was relatively safe.
KEYWORDS: E1B gene-deleted adenovirus (H101); Head and neck neoplasms;
Esophagus neoplasms; Intratumoral injection; Response rate; Toxicity

H101 E1B
H101 (cisplatin, DDP) +5- (5-fluorouracil, 5-FU)
(adriamycin, ADM) + 5-FU
160
PF PF PF PF
AF A B



(H101) i\ 1667
H101 21 170 160
2 126 34 51
123 Al PF + H101 78.8% Bl PF 24 ~77 160 91
only  39.6% A2 AF+HIOL  50%(7/14) B2 AF 6 )
only 50% (2/4) Al Bl Al +A2 Bl +B2 78 12 )
P=0.000 45.7% ~
28.3% 9. 8% ! 2
H101 18 (11.3%
H101 19 (11.9%
123 76.9% 123/160
EIB (H101) 1.3
H101 , 0.5 ml
R739.91 R735.1 R730.5 A 5.0x10"VP > 1: 60TCIDso 20010501
1000 - 467X (2004)12 - 1666 - 05 20020101 20021001 20030401
H101 PF
EIB (DDP 20 mg/m? di-s 5-FU 500 mg/m’
HI01  p53 dios) PF
PF PF AF
H101 ADR 50 mg/m’ di 5-FU 500 mg/m’
dl ~5
I I 121 H101 A
H101 B A
H101 5.0x 10" VP 5
H101 16 21
H101 PF  AF B
H101 PF PF
AF 1 2
1 Al Bl A2 B2
1.1 2 5
1.1.1 1
2 18 ~75 3
5
0~2 WHO 1.4
5
6 tumor response rate WHO
1.1.2 1 5- (5-fluorouracil,
5-FU) (cisplatin, DDP) (adriamycin, complete response CR partial
ADM) H101 2 response, PR minuteness response, MR
stable disease, SD progression
3 disease PD 5 time to
4 4 progression TTP
NCI I~V
1.2 1.5
2002 10 2004 3 13 + 95%



1668 (H101) I
X 72.7% 48/66 B 57 2 CR
Kaplan-Meier 21 PR 6 PR 24 SD 4 PD
40.4% 23/57 P =0.000
2 A 3 CR 4 PR 3
2.1 MR 11 SD'5 PD 71.2% 47/66 B
123 1 CR19 PR6 MR22 SD9 PD
(1) A 66 35.1% 20/57 P=
6 CR42 PR3 MR 12 SD 3 PD 0. 000
1
Table 1  Comparison of response rate between two groups
Group i Injected lesion (n, %) Total lesion (n, %) R
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CR: complete response; PR: partial response; MR: minuteness response; SD: stable disease; PD: progression disease.
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Table 2 Comparison of response rate between two groups Figure 1 Survival curves of two groups according to time to
of first line cases progression (TTP)
Group n Injected lesion (%) Total lesion (%) P value A
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