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2016 28 6 2
 

 

 

 
 
 

 
 

1 1 mL 1×1012 vp
2 3

1 2 mL 2 1012 vp  
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2  

hTERT
E1A E1B E1

hTERT
hTERT
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3  
3.1 TL04001  

2
1  

 
 1  

 
 

 
 

 20 90  
 

 
 

 
 PS  0 2  
  
  

 
 

 5
 

  
  

 
1 21 1

43 84  
1 1 1011 vp

1 1 1012 vp Day 1 Day 18 Day 32 3
1 Day 4 Day 43 2.0 Gy/ 5

60 Gy  
6

1 1012 vp
 

 
6/6 100% 3/3 3/3

5/6 83.3% 2/3 3/3
5/6 83.3% 3/3 2/3 2/6 33.3%

2/3 0/6 33.3% 1/3 1/3
5/6 5/6

Grade 3 4/6 66.6% 3/3 1/3
4/6 66.6% 3/3 25 1/3 1/6

16.7% 1/3 0 1/6 16.7% 1/3

 
  1

2
1

1 1011 vp 1 1012 vp  
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0
1

 
18

CR 4/6 66.7% 3/3 1/3
18  ver.1.1
CR 2/6 33.3% 1/3 1/3

PR 1/6 16.7% 1/3 non-CR/non-PD 3/6 50.0%
1/3 2/3  

 
3.2 OBP101JP  
 

cStage  
37 2 17

 
2  

 

 
  24 L-CR 52%

30.2% 5% 80%
cStage 21 cStage 14 35  
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 2  
 
 
 

 
 

 20  
 

 
 

2 cm
 

 CT UICC-TNM 8 cT1N2 cT2-3N0-2
cT1N1 cT2-3N0-1  

 PS 0 2  
  

 
 

 
 

 3

3 95% *1

 
  
  
 

 
*1 0- 0- 0-

0 Paget 0 A

0
UICC-TNM 8  

 
1 21

1 24 1 24 18
 

 
 1 1 1012 vp/mL 1

2 mL 2 Day 1 Day 18 Day 32 3
3

1 0.2 mL

 
3  

1 1 mL

1 2 mL 3 1 1 mL
1 1 8 2 1 

mL 1
2  



7  

5 4 5 Day 4 Day 43
2.0 Gy/ 5 60 Gy   

37 2
1 36

FAS  
37 24 11

4 4 2 1
18 29 6

13 2 5 2 1
37 264 17, 558  

L-CR
L-CR

 11 . 
; 2015.p68-69 3  

 
3  

L-CR 
1 4  

1  *1  
2   
3   
4   

L-CR 4 2 L-CR confirmed L-CR  
1 3 4 2

Clinical L-CR  
L-RR  

L-CR
T1 RR

T1 T1a T1b  90 %
RR  

L-non CR/non PD 
L-CR

L-PD 11 PR

12 L-RR  
L-PD 
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1
5 1 mL  

5  
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*1
L-CR

L-CR  
 
 4

24 L-CR 90%CI6 % 41.7 27.7, 
56.7 15/36 90%CI 30.2%7

24
18

18
L-CR 90%CI % 50.0 35.3, 64.7 18/36  

 
 

4 OBP101JP FAS  

 %  

 
24  
36  

18  
36  

L-CR 15 41.7  18 50.0  
Clinical L-CR*1 2 5.6  1 2.8  
L-RR*2  4 11.1   4 11.1  
L-non CR / non PD 15 41.7  13 36.1  
L-PD 0 0 
NE 0 0 
L-CR 90%CI*3 %  41.7 27.7, 56.7  50.0 35.3, 64.7  

*1 3 Clinical L-CR L-CR  
*2 3 L-RR L-non CR / non PD  
*3 Clopper-Pearson  

 

 10% 5  

 
5 10% OBP101JP  

 
6  Clopper-Pearson  
7  OBP101JP

CR
2009 2011 CR cStage

6 4 30.2% CR L-CR 
L-CR 30.2%  
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PT 
MedDRA ver. 27.1 

%  
 *1 

Grade Grade 3  Grade Grade 3  

 36 97.3  26 70.3  26 70.3  16 43.2  
 23 62.2  1 2.7  19 51.4  1 2.7  

 21 56.8  16 43.2  14 37.8  11 29.7  
 13 35.1  1 2.7  1 2.7  0 

 9 24.3  3 8.1  0 0 
 9 24.3  0 1 2.7  0 

 9 24.3  0   
 7 18.9  0 2 5.4  0 

 6 16.2  0  4 10.8  0 
 6 16.2  0 0 0 
 5 13.5   4 10.8   4 10.8  3 8.1  
 5 13.5  0 0 0 

 5 13.5  0 0 0 
 5 13.5  0 0 0 

AST  4 10.8  0 0 0 
 4 10.8  0 2 5.4  0 
 4 10.8  0 2 5.4  0 

 4 10.8  0 1 2.7  0 

*1  

 
1/37 2.7%

 
12/37 32.4% 10.8% 4/37

2.7% 1/37
10.8% 4/37

2.7% 1/37
1 4

1
 

3/37 8.1%
1/37 2.7%
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4

 1 (1) (3)
(1)

1 2
3

(2)

E1A E1B E1
5 OBP-301 

(3)

-2 

(1) (2)

(1)

2 5
2

2
5
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 2 4
3
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-1  

24

 
 
-2  

 
 
-3  
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5

cStage 0
cStage B

cStage cStage OBP101JP
cStage cStage
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6

Day 4 Day 43
2.0 Gy/ 5 60 Gy

1

 
OBP101JP 3 3

3

E1A E1B E1
5 OBP-301 
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12 OBP-301

8) 

13
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46 300
1 4
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