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[ABSTRACT] BACKGROUND & OBJECTIVE: Although concurrent
radiochemotherapy is popularly accepted as a standard treatment for
advanced esophageal carcinoma, there is still great room to improve the
clinical efficacy. This phase Il clinical trial was to further verify the efficacy of
sodium glyci-didazole (CM-Na), as a valid sensitizer, combined with
concurrent radiochemotherapy on advanced esophageal carcinoma, and
observe adverse events. METHODS: A total of 37 patients with esophageal
carcinoma received radiotherapy at a dose of 54-60 Gy to the gross tumor
volume (GTV) and a course of PF regimen [continuous intravenous drip of
cisplatin 20 mg- (m?-d)~" and 5-fluorouracil (5-FU) 500 mg- (m?-d)-' on Days
1-5] every 3 weeks. All patients were given intravenous drip of CM-Na 700
mg/m? at 1 h before irradiation or chemotherapy three times weekly.
RESULTS: All patients completed the treatment.  Three months after
treatment, 16 (43.2% ) patients achieved complete remission (CR) and 17
(46.0% ) achieved partial remission (PR); the overall response rate was
89.2%. The 1- and 2-year survival rates were 78.6% and 48.7%. The median
survival time was 23.2 months. The occurrence rate of grade Il adverse
events was 21.6% ; no neurotoxicity was observed. CONCLUSION: Concurrent
chemoradiotherapy combined with CM-Na could enhance the response rate
and prolong survival of the patients with advanced esophageal carcinoma.
KEYWORDS : Esophageal neoplasm;  Concurrent radiochemotherapy;
Radiosensitizer; CM-Na
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, Table 1 Clinical data of 37 esophageal carcinoma
, patients
. , 10%~50% Characteristic Cases Percent (%)
[ Differentiation
° Well 4 10.8
(sodium glyci-didazole ,CM-Na) Moderate 19 514
o Poor 14 37.8
,CM-Na X-ray type
Polypoid 33 89.2
' ' Varicoid 3 8.1
’ Ulcerative 1 2.7
CM-Na I Tumor length (cm)
, 100%*, <8 25 67.6
| =38 12 32.4
Tumor site
' , Cervix 4 10.8
’ Upper thorax 6 16.2
1 Middle thorax 25 67.6
Lower thorax 2 5.4
1.1 T stage
2005 8 T3 15 40.5
2006 4 37 T4 22 59.5
N stage
° (D) NO 5 13.5
’ N1 32 86.5
( :UICC TNM I~ M stage
v Tio (4) )5 (2) MO 2 59.5
18~70 (Karnofsky ,KPS ClMl 1 15 40:5
inical stage
=70, 6 +(3) 1 ’ 16 43.2
’ i (4) I\ 21 56.8
, ;(5)
o , (clinical
; target volume,CTV) (
, ; ; . 3 cm ) ;
o : (planning target volume,PTV)  CTV
10% ; 5~8 mm, GTV 54~64 Gy,CTV
, 46~60 Gy, 1.8~2.0 Gy, |
o 5, o
1.2 1.3.2 ,
37 , 32 (cisplatin, DDP)20 mg- (m?>-d )™
5 55 (26~67 ); KPS (5-flouruoracil ,5-FU)500 mg- (m?-d)™",
88 (70~90 ), 1, 5 , 2 , 1 4
1.3 o v
1.3.1 , 25%
, 1.3.3 CM-Na CM-Na
,CT (CT-SIM) ,2~3 I , 700 mg/m?
o (gross tumor target, GTV) ) 100 mL
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,30 min o 1.4 1 h 2 37
CM-Na , 2356 1, Table 2  Short-term response of the esophageal
o 3, 1h i carcinoma patients [cases( % ) ]
1.4 Time CR PR SD PD RR
14.1 3 After therapy 11(29.7)  21(56.8) 3(8.1) 2(54) 32(86.5)
Three months after therapy 16(43.2)  17(46.0) 3(8.1) 1(2.7) 33(89.2)
X ) CT, CR, complete remission; PR, partial remission; SD, stable disease;
RECIST (2000) 0 PD, progressive disease; RR, response rate.
(complete remission, CR)
; (partial remission, PR) 2.3
30% ; (progression disease, PD) 25 12 . 10
20% H PD, 6 , 4
(stable disease,SD) , -1 2 83.8% .71.0%,
PR, PD, 23.2 ,1.2 78.6% .
4 (response rate, RR) CR PR 48.7% ( 1),
o X ¢ )
CT 100
) . 2 90
°© = 80
o g
142 B
CTC2.0 o N E 60
A
N , N 50
’ ’ ’ ’ ’ 40t
. , ;2 % 12 24 36
. , 1 3 Time (months)
N N \ o 1 37
1.5 Figure 1 Survival curve of 37 patients with advanced
, , esophageal carcinoma
o SPSS12.0
, Kaplan-Meier 2.4
2 N N
2.1 o I 21.6% ,
, 2006 I\ . Nl
12 30 . 13 ,1 2, 1, G-
, , 98.5% GSF 3~5d I~1
2.2 o I (2737) 1
37 , (3737), o 8.1%(3/37)
11 CR,21 PR, 86.5% ; I o
3 CR 16 (43.2%), o 3,
89.2% ( 2), 8 (50.0%) 7
(43.8%) Il CR PR, 8 (38.1%) 10 3
(47.6%)IV CR PR, ,
-
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Table 3 Adverse events in the esophageal carcinoma .1 2 50% .
patients [cases(% ) ] 38% (17 132
Adverse event Grade 0 Grade 1 Grade 2 Grade 3 1.3 59.1% 29.1% . Toita [18]
Hematology 30 [~T PF )
Leukopenia 15(40.6) 12(32.4) 8(21.6) 2(5.4)
Anaemia 22(59.5) 10(27.0) 5(13.5) 0 A 66.6 Gy, 1 2
Thrombocytopenia  28(75.7)  7(18.9) 1 (2.7) 1(2.7) 65% 49%. Kato ' 22
Non-hematology 1 2
Skin flushing 12(32.4) 18(48.7) 7(18.9) 0 30.7% 10.2% .,
Mucositis 16(43.2)  14(37.9) 5(13.5)  2(54) T3 T4
Stomatitis 16(43.2)  18(48.7) 3 (81) O ’
Esophagitis 1 (2.7)  19(51.3) 14(37.9) 3(8.1) ’ 1 2 ©
ALT elevation 34(91.9) 3 (8.1) 0 0 ’
, 80% 1, ;
b 5 o]
10% 61,20 90 , 20 60 ,
’ o CM'NH
[20]
o CM-Na ,
o , 5.
b b FU b
Ul , o CM-
o Na |
CM-Na ,800 mg+ (m?-d)™! I
. , 700 mg- (m?-d)! Il
DNA , o
81 , CM-Na
,CM-Na 1,
b b 2 b
[9-11
’ ]]I ’ o
CR 15%~33%, 68.3%~91.0%"2-131
Iwase ¥ | CR [ ]
RR 29% 17%, N CR [1]
RR 8% .63% 3 [Jl. , 2004,24(3):292-
CR  43.2%, 89.2%,  CMNa 294
2 .
) CR o ' '
o I [J1. , 2005,24(5):582-
43 1.2.3 e
79% .65% .51% ’ o Herskovic [3] Tio T L, Cohen P P, Coene P P, et al. Endosonography and
[16] DDP+5-FU ( computed tomography of esophageal carcinoma: preoperative
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