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［審 議 結 果］ 

平成 28 年２月 26 日に開催された医薬品第二部会において、本品目を承認し

て差し支えないとされ、薬事・食品衛生審議会薬事分科会に報告することとさ

れた。 

本品目の再審査期間は８年、原体は毒薬、製剤は劇薬に該当し、生物由来製

品及び特定生物由来製品のいずれにも該当しないとされた。 

 

［承認条件］ 

医薬品リスク管理計画を策定の上、適切に実施すること。 

 

なお、審査報告書について、下記のとおり訂正を行う。 

この訂正による審査結果の変更はない。 

 

記 

 

頁 行 訂正前 訂正後 

25 5 1 月 14 日 6 月 3 日 

（下線部修正） 

 

以上 
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 1 55kBq/kg 4

 
 

 

 
 
1  

1  
223Ra Algeta ASA Bayer AS
223

DNA
 

 
2  

Algeta ASA
ATI-BC-1 2001 8

BC1-02 2004 2
DOC

CRPC BC1-06 2008 6
 

EU BC1-06 2012 12
2013 5 Xofigo is indicated for the treatment of patients with 

castration-resistant prostate cancer, symptomatic bone metastases and no known visceral metastatic 
disease. EU 2013 11 Xofigo is indicated for the treatment of adults with castration-
resistant prostate cancer, symptomatic bone metastases and no known visceral metastases.

 
2015 10 45

 
 

DOC CRPC
16430 2013 9  

BC1-06 16430
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MBq/mL 5    

 

7  

MBq/mL 3    7  
MBq/mL 1    8  

 

MBq/mL
MBq/mL MBq/mL 3

 
 

2  
1  

1 5.6mL 223Ra 6,160kBq

 
 
2  

 

 

＊新薬承認情報提供時に置き換え

不純物A*

不純物A*
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3  
pH

1
227 227

 
 
4  

 
 

 
      

 3  25  60%RH 

 

28 * 

 3  40  75%RH 28 * 

* 14  
 

14  

 

 
 

1  

10 2

2

 

μg/mL
10 μg/mL

 

ppm
10

＊新薬承認情報提供時に置き換え

不純物A*

不純物A*

不純物A*

不純物A* 不純物A*

不純物A*

不純物A*

不純物A*

不純物A*

不純物A*
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ppm

 
2  

1 4

15 6 3 0603001
ICH Q1A

 
ICH Q1A

 223Ra

 
 

 
 

 
ICH Q1A

ICH Q1A

 
 
3  

 
 

1  
1 DNA R-8689  

NHIK3025 223Ra
DNA H2AX
γ-H2AX 1 2 3Gy

γ-H2AX DNA  
 
2 R-8690 R-8691  

NHIK3025
0.05 1.2Gy G2/M

G2/M  
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NHIK3025 * Surviving 
fraction SF

 
* 40 10 14

 
 
3 R-8693 R-8694  
 CD34

0.055 1.768kBq/mL
Tartrate-resistant acid phosphatase TRACP 5b

ELISA
 

 CD34
0.055 1.768kBq/mL TRACP 5b

type collagen cross-linked C-
telopeptide CTX CTX/TRACP 5b ELISA

 
 KS483

0.055 1.768kBq/mL ALP

 
 KS483 0.055 1.768kBq/mL

N-terminal propeptide of type procollagen
P NP ELISA

 
 
4  R-8687 R-8692 R-8688 R-8695 R-8696 R-8697

Cancer Res 2002; 62: 3120-5  
in vitro 

 NHIK3025 SF
0.06 1.3Gy  

 NHIK3025 A549 NHIK3025
dox A549 dox SF

0.21 1.04Gy
 

 NHIK3025 SF
0.42 1.04Gy SF

n 3 4 0.224 0.036 0.012 0.011
0.207 0.023 0.021 0.006

 
 

in vivo 
 MT-1

Int J Cancer 1999; 82 219-
25

7 6 11kBq
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6 11kBq
 

 

MT-1  
6kBq 5 11kBq 14 * p 0.05 Wilcoxon rank sum  

 
 MDA-MB-231

14
15 331kBq/kg X

p 0.05
p 0.05 p 0.01 Student’s t

p 0.001 log-rank  
 

2  
1 R-8659  

8 55 276 1,105kBq/kg
FOB

 
 
2 R-8658  

4 55 166 497kBq/kg
PR RR QRS QT

 
 
3 R-8657  

8 55 276 1,105kBq/kg 1

 
 

3 Cancer Res 2002; 62: 3120-5 R-8698  
 MT-1 7

5 10 30kBq 8
1.5mg/kg
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5 10 30kBq
50 20 40 40%

6 11kBq 50 20 36%
1 4

 
 MDA-MB-231 15

331kBq/kg DOX 5mg/kg
1 36 0.1mg/kg

DOX
DOX

DOX
28 30 33

DOX
 

 
 

 
 

 
 

223

Clin Cancer Res 2006; 12: 6250s-7s

2 2
DNA

 

1 4

Nat Rev Cancer 2005; 5: 21-8
1 3

 
 

 
 

 
 

 
1  

1  
55 166 497kBq/kg

AUC PK
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PK  
 

kBq/kg   
Cmax 

kBq/mL  
AUC 

kBq h/mL  
t1/2α 
h  

t1/2β 
h  

t1/2γ 
h  

CL 
L/h  

Vss 
L  

MRT 
h  

55 
 0.56 

0.52 
1.03 
1.13 

0.17 
0.17 

2.25 
1.71 

40.51 
53.79 

0.38 
0.28 

16.3 
16.8 

43 
60 

 0.54 
0.66 

2.01 
1.59 

0.22 
0.19 

2.43 
2.51 

63.98 
41.94 

0.34 
0.26 

25.3 
11.1 

75 
42 

166 
 1.78 

1.49 
3.12 
2.69 

0.10 
0.04 

1.99 
1.97 

45.35 
70.94 

0.35 
0.38 

17.1 
31.5 

49 
83 

 1.52 
1.78 

3.98 
2.98 

0.05 
0.20 

1.84 
4.06 

45.38 
62.63 

0.38 
0.35 

21.1 
17.9 

55 
52 

497 
 5.03 

4.52 
9.61 
9.98 

0.13 
0.15 

2.37 
1.74 

44.05 
75.47 

0.31 
0.38 

14.6 
31.1 

47 
83 

 4.32 
4.79 

12.33 
9.75 

0.25 
0.19 

5.60 
2.64 

73.94 
41.42 

0.27 
0.36 

17.8 
15.8 

67 
44 

n 2 t1/2α t1/2 t1/2β t1/2 t1/2γ t1/2 
 

691kBq/kg
t1/2α t1/2β 0.1 13

65 75mL/min/kg 21.6mL/min/kg Pharm Res 
1993; 10: 1093-5

 
 
2  

55kBq/kg 4 6 3 6
55kBq/kg

PK 1
PK

 
 

PK  

  
Cmax 

kBq/mL  
AUC 

kBq h/mL  
t1/2α 
h  

t1/2β 
h  

t1/2γ 
h  

CL
L/h  

3 
 

0.50 
0.03 

1.02 
0.12 

0.21 
0.03 

2.57 
0.94 

38.7 
12.7 

0.38 
0.08 

 
0.48 

0.02 
0.87 

0.18 
0.11 
0.05 

1.36 
0.38 

20.1 
7.0 

0.47 
0.06 

6 
 

0.48 
0.02 

1.09 
0.15 

0.15 
0.07 

2.23 
0.52 

45.4 
7.1 

0.35 
0.11 

 
0.49 

0.01 
1.15 

0.16 
0.18 

0.04 
2.03 

0.54 
41.4 

12.5 
0.36 

0.09 
n 4 t1/2α t1/2 t1/2β

t1/2 t1/2γ t1/2 
 

2  
1  

691kBq/kg

1g % %ID/g 20.53 13.1 12.46 9.91
7.99 7.07%ID/g 1 6 1 24 1 6

56 6.04
6.16 1.62%ID/g
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0.44%ID/g  
 

55 166 497kBq/kg 30

55 166 497kBq/kg 0.0094 0.0078 0.015%ID/g
0.020 0.015 0.017%ID/g L1 L3 0.016 0.016 0.022%ID/g

 
30

223
 

55kBq/kg 4 6 30

L1 0.0057 0.0054 0.0037%ID/g
 

 

J Nucl Med 2003; 44: 252-9
207Pb

 
 
2  

9kBq
1kBq/g

36,700 21,400 16,700mGy
1,150 265 108 572 137 81mGy

14
J Nucl Med 2003; 44: 252-9  

9kBq 89Sr
3kBq 223 89

89Sr
J Nucl Med 2003; 44: 252-9

89
223

 
 
3  

226Ra 1.64MBq/kg
226Ra 92 155 213 20

%
%ID 226Ra 92 155 213

0.005 0.0045 0.0036%ID 0.01 0.008
0.005%ID Radiat Res 1990; 122: 294-300  

226 223
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3  

 
 

4  
1  

691kBq/kg
120 4.78 14.0%ID  

 
55 166 497kBq/kg

4
24  

 
55kBq/kg 4 6 3 6

3 6
 

 
2  

224Ra 74 148MBq
8 11.8 3.8%ID

Biochem J 1966; 99: 677-81  
224 223

 
 

5  
691kBq/kg 100μg/kg

AUC %ID h/g 6.86 6.89 t1/2 h 25.3
18.4

AUClast 21.8%ID h/g
40.4%ID h/g

AUClast

 

 
 

 

 
 

 
 

in vivo
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1  
1  

Balb/c 5 0 1,381 2,762 4,144kBq/kg
 

2,762kBq/kg 1/5 4,144kBq/kg 2/5

 
1,381kBq/kg

ALP
4,144kBq/kg

 
4,144kBq/kg 2,762kBq/kg  

 
2  

Wistar 5 0 1,135 2,270 3,404kBq/kg
 

 
1,135kBq/kg

ALP

2,270kBq/kg
3,404kBq/kg

 
3,404kBq/kg  

 
3 12  

Wistar 8 0 22
88 359 1,436kBq/kg 12

1,436kBq/kg
 

359kBq/kg 3/8 4/8 1,436kBq/kg 2/8 2/8

 
22kBq/kg

88kBq/kg
ALP

359kBq/kg

MCV
γ- GGT

1,436kBq/kg
MCH

MCHC
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ALT

 
C
 

22kBq/kg  
 
4 GLP  

2 0 55 166 497kBq/kg
 

497kBq/kg 1/2  
55kBq/kg

M/E
166kBq/kg

497kBq/kg
 

497kBq/kg 497kBq/kg  
 

2  
1 4 4  

Wistar 8 0 22
359 718kBq/kg 4 4

12 359kBq/kg
 

22kBq/kg 1/8 1/8 359kBq/kg 5/8 5/8 718kBq/kg
5/8 6/8

 
22kBq/kg

GGT

359kBq/kg

MCV MCH
A/G

ALT

718kBq/kg
 

C
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22kBq/kg  
 
2 4 12  

Wistar 12 0 28
55 110kBq/kg 4 12 55kBq/kg

0 110kBq/kg  
28kBq/kg 4/12 1/12 55kBq/kg 7/12 3/12

110kBq/kg 3/12 7/12

 
28kBq/kg

A/G
MCH MCV

55kBq/kg
ALP

110kBq/kg
ALT

 

 
28kBq/kg  

 
3 4 6 GLP *  

2 4 0 55kBq/kg 4 6
 

 
M/E

ALP N-

 
55kBq/kg  

* GLP GLP

 
 

3  
DNA

Lancet Oncol 2009; 10: 751-2
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4  

 
 

5  

 
 

Radiat Res 1997; 147: 342-8
 

 
226 Radiat Res 

1990; 122: 294-300
2 3  

 

 
 

6  
New Zealand White 3 829kBq

 
1 7

 
 

 
7  

1 12  
Wistar 12 0 55kBq/kg

DOC 4mg/kg 55kBq/kg DOC 4mg/kg
DOC 12 DOC

 
DOC MCHC

 
DOC

 
 
2 18 4  

Wistar 12 0 55kBq/kg DOC4mg/kg
DOC 55kBq/kg 4mg/kg 6 DOC 3

18 4 DOC
 

DOC M/E
DOC

DOC
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MCV MCH

 
DOC DOC

 
 

 

 
 

 

1 4
 

223

 
 

 
 226 370kBq/kg

Radiat Res 
1964; 21: 285-98 223

 
 

 
Radiat 

Res 1964; 21: 285-98

 
 
4  

 
 

 
 15354 ATI-BC-1 * BC1-05 BC1-

08  
 15354 BC1-05  
 15354 BC1-05  

*  
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1  
5.3.3.2.4 15354 2012 3 2014

3 6  
CRPC 23 PK

6 223Ra PK
 

55 110kBq/kg

 
 

PK  
 

kBq/kg  
 
 

Cmax 

kBq/mL  
AUC 

kBq h/mL  
t1/2* 

h  
CL 
L/h  

Vss 

L  

55 
 

0.52 
34.8  

0.96 
13.2  

17.0 
20.8  

4.20 
12.0  

72.4 
14.6  

 
0.32 
35.6  

0.67 
13.9  

18.8 
19.7  

5.99 
15.3  

123 
16.8  

110 
 

0.68 
20.9  

1.21 
29.3  

17.9 
43.2  

5.50 
29.0  

97.2 
33.0  

 
0.43 
28.3  

0.81 
21.2  

15.4 
53.3  

8.17 
21.2  

137 
38.0  

% n 3 * t1/2 
 

55 110kBq/kg 48
% %ID 1.46 0.32%ID
72 56.3 71.3%ID

 
 

24 168
85 22%ID  

2
2 52%ID

223
 

6 24 48 72 192 64 52 31 21 3%ID
6 20%ID

24 48 192 36 18 1%ID
24 48 192 16 13

1%ID 24
24
 

 
% *

14.0 20 mGy/MBq
761 17 91.6 17 24.4 41 18.8

44 mGy/MBq  
* 2  
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2  

1 5.3.3.2.1 ATI-BC-1 2001 8 2003 6  
31 PK 24

PK  
51 103 180 235 276kBq/kg

Cmax

235 276kBq/kg AUC
51 103 180kBq/kg 7

51 103 180kBq/kg
AUC

AUC
 

 

PK  
 

kBq/kg  
n Cmax 

cpm/g  
AUC 

cpm h/g  
t1/2* 
h  

CL 
cpm/ cpm h/g  

Vss 
cpm/ cpm/g  

51 5 3,440 40.2  12,500 57.6  10.0 27.1  0.22 57.7  2.72 41.8  
103 5 7,350 24.1  25,500 39.3  9.24 30.4  0.22 39.3  2.47 21.0  
180 5 11,500 36.7  40,900 25.6  10.3 31.2  0.24 25.6  3.03 49.8  
235 5 19,100 30.0  79,600 37.9  12.0 17.5  0.16 37.9  2.44 37.4  
276 4 20,000 36.5  86,200 46.6  11.9 23.9  0.17 46.4  2.60 35.5  

% * t1/2 
 
2 5.3.3.2.2 BC1-05 2007 7 2008 12  

CRPC 6 PK 6 PK
 

110kBq/kg 6 2

1 2 AUC
Cmax 1 2

 
 

PK  

  
 

Cmax 

kBq/mL  
AUC 

kBq h/mL  
t1/2* 

h  
CL 
L/h  

Vss 

L  

1  1.18 97.5  2.16 35.0  17.7 24.9  4.17 41.7  85.9 59.0  
 0.74 87.1  1.40 31.3  18.8 23.2  6.43 41.2  142 47.2  

2  1.77 76.0  2.42 35.9  18.9 25.0  3.78 50.3  90.5 55.9  
 1.09 72.7  1.62 31.6  20.9 27.4  5.65 46.7  140 51.8  

n 6 % * t1/2 
 

24 48 2%ID
24 48 2 13%ID

 
2 72 1

4 4
61%ID

223
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4
24 48 72 49 59 52 33%ID

4 40%ID
24 45%ID

48 17%ID 24
 

 
%

23.1 16 mGy/MBq
1,150 41 139 41 32.3 50 46.5

83 mGy/MBq  
 
3 5.3.3.2.3 BC1-08 2008 8 2010 9  

CRPC 10 PK 10 PK
 

55 110 221kBq/kg

PK  
1.5 0.1

223  
 

PK  
 

kBq/kg  
 
 

n Cmax 

kBq/mL  
AUC 

kBq h/mL  
t1/2*1 

h  
CL 
L/h  

Vss 

L  

55  3 0.26 57.4  1.09 40.3  41.7 29.4  4.29 42.4  164 29.3  
 2 0.21 0.33*2 0.52 1.05*2 12.5 18.3*2 4.60 7.96*2 112 141*2 

110  3 0.29 0.73*2 1.57 7.2  38.7 17.8  5.64 11.4  220 3.30  
 3 0.19 0.46*2 0.99 14.4  24.8 73.0  8.95 10.0  268 52.9  

221  4 0.81 25.8  3.63 28.6  53.1 39.2  5.12 40.4  250 13.2  
 4 0.58 19.9  2.42 27.2  36.8 53.3  7.68 36.2  287 47.8  

% *1 t1/2 *2 n 2  
 

223
5 82 154 269keV 223Ra 219Rn

351keV 211Bi 403keV 219Rn 211Pb
60 241 24 168 223

211
211 351keV

82 154 269 403keV
10 7

 
223

 
 

3 PK  
PK

PK
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 223 3
3  

 55kBq/kg 48
1.46% 1

 
 

4 QT/QTc  
DOC

CRPC BC1-06
55kBq/kg 4 6 QT QTc

 
Fridericia QT QTcF
ΔQTcF 90% CI

7.6 8.4msec
QTcF QTcB 500msec ΔQTcF

ΔQTcB 60msec 1  
55kBq/kg 4 QT QTc

 
 

5  
1  

223 1
2 2 223

3
 

 
2  

15354 ATI-BC-1 BC1-05
BC1-08 Cmax AUC

DLT
DLT

Cmax AUC Cmax

AUC DLT
 

 
 

PK  
PK  

15354 1
BC1-05 2 2

BC1-08
2 3

PK PK
 

 55kBq/kg Cmax AUC 15354 BC1-08
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 110kBq/kg Cmax AUC 15354 BC1-08
BC1-05 Cmax AUC

3  
 

15354 1
BC1-05

2 2

 
 15354 BC1-05 48

 
 15354 BC1-05 24 17

2%ID 48 52 13%ID
15354 BC1-05
BC1-05

1 15354 BC1-
05 24

52 59%ID
 

 15354 BC1-05
 

 15354 BC1-05

 
 

 
PK

PK
PK  

 
 

 
1 1

1 3
3 4 7  
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15354  CRPC  

23 
4 
4 
15 

 55kBq/kg 4 6
 

 1 110kBq/kg 2
55kBq/kg 4 4

 
 55kBq/kg 4 6

 

 
PK 

16430  
DOC

CRPC  
67 55kBq/kg 4 6

 
 
 

 BC1-06  
DOC

CRPC  

921 
614 
307 

 55kBq/kg 4 6
 

 4 6
 

 
 

  

ATI-BC-1   
31 

 1a 51 103
180 235 276kBq/kg

 
 1b

1a
276kBq/kg

 
 1b 55kBq/kg

3 5
138kBq/kg 6 2

 

 
PK 

BC1-05  CRPC  6 110kBq/kg 6 2
 

 
PK 

BC1-08  CRPC  10 55 110 221kBq/kg
 

 
PK 

BC1-04  CRPC  122 28 55 88kBq/kg 6
3  

 
 

BC1-02  EBRT
 

64 
33 
31 

 55kBq/kg 4 4
 

 4 4
 

 
 

BC1-03  CRPC  
100 6 28 55 110kBq/kg

 
 
 

BC1-09   
23 55kBq/kg 4 4

 
 
 

CRPC DOC EBRT  
 

PK

 
 

 
1  

1 5.3.3.2.4 15354 2012 3 2014
3 6  
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CRPC 18 PK
3  

55kBq/kg 4 6 110kBq/kg
4 55kBq/kg 4 4

55kBq/kg 4 6  
23 19  

*  
30  

* Grade 3 Grade 3 38.5
Grade 4 G-CSF 2

Grade 2 Grade 4  
 
2 5.3.5.2.1 5.3.5.2.6 16430 2013 9

2015 2 2  
DOC *1 CRPC

43 *2

17  
55kBq/kg 4

6  
67 49

 
12 ALP 95%CI

*3 19.3% 28.0%, 10.7%  
30

 
*1 2  

 World Health Organization WHO 3
1  

 12
EBRT  

*2 EBRT LH-
RH LH-RH

 
*3 BC1-06 12 ALP

0%  
 

2  
5.3.5.1.1 5.3.5.1.2 BC1-06 2008 6 2014 2  

DOC *1 CRPC
900 *2 *3

173
 

55kBq/kg 4
6  

921 614 307 Intent-to-treat
ITT 1
901 600 301  

OS OS
320 640 OS
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止を目的とした中間解析を実施することが計画され、OS の中間解析に伴う第一種の過誤

確率の調整には、Lan-DeMets 法に基づく O’Brien-Fleming 型の消費関数が用いられた。 

中間解析のためにデータベースを固定した時点で 316 件の OS イベントが収集され、OS

の中間解析の結果及び Kaplan-Meier 曲線は、それぞれ下表及び下図のとおりであり、2011

年 6 月 3 日に開催された独立データモニタリング委員会（IDMC）により試験の早期終了

が提言された。なお、中間解析の時点（2010 年 10 月 14 日）では患者登録が継続中であり、

中間解析時点までに登録された 809 例（本薬群 541 例、プラセボ群 268 例）を有効性の解

析対象集団として評価が行われた。 
 

OS の中間解析結果（ITT、2010 年 10 月 14 日データカットオフ） 

 本薬（BAY 88-8223）群 プラセボ群 

例数 541 268 

死亡数（%） 191（35.3） 125（46.6） 

中央値［95%CI］（カ月） 14.0［12.0, 15.8］ 11.1［8.8, 12.9］ 

ハザード比［95%CI］*1 0.681［0.542, 0.857］ 

p 値（両側）*2 0.00096 

*1：総 ALP 値（220U/L 未満、220U/L 以上）、無作為割付け時のビスホスホネート製剤の投与（あ

り、なし）及び DOC の治療歴（あり、なし）を層別因子とした層別 Cox 回帰、*2：総 ALP 値（220U/L

未満、220U/L 以上）、無作為割付け時のビスホスホネート製剤の投与（あり、なし）及び DOC の

治療歴（あり、なし）を層別因子とした層別 log-rank 検定、有意水準両側 0.00285 

 

 
OS の中間解析の Kaplan-Meier 曲線（ITT、2010 年 10 月 14 日データカットオフ） 

 

安全性について、本薬投与期間中又は投与終了後 12 週以内の死亡は、本薬群で 96/600

例（16.0%）、プラセボ群で 67/301 例（22.3%）に認められた。これらの死亡例のうち、疾

患進行（本薬群：54 例、プラセボ群：34 例）を除く患者の死因は、本薬群で全身健康状態

低下 5 例、死亡及び肺炎各 4 例、心筋梗塞及び肝転移各 3 例、多臓器不全 2 例、腎不全、

呼吸困難、肺塞栓症、心不全、うっ血性心不全、心肺不全、敗血症、悪液質、骨髄機能不

全、狭心症、腸閉塞、肝不全、気管支肺炎、下気道感染、硬膜外血腫、腫瘍細胞の骨髄浸

潤、癌性リンパ管症、脳出血、脳血管発作、脊髄圧迫及び錯乱状態各 1 例であり、プラセ

ボ群で呼吸困難及び肺塞栓症各 3 例、全身健康状態低下、心筋梗塞及び腎不全各 2 例、死

亡、心不全、うっ血性心不全、心肺不全、敗血症、悪液質、貧血、心停止、左室機能不全、

突然死、大葉性肺炎、尿路感染、胃癌、骨転移、中枢神経系転移、髄膜転移、脳虚血、頭
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1
1  

*1 2  
 WHO 3 1

 
 12 EBRT  

*2

450 CRPC DOC OS
N Engl J Med 2004; 351: 1502-12 DOC CRPC OS

20
DOC

20 750
80% 90%

20 900
 

*3 EBRT LH-RH LH-RH

 
 

 
1  

1 5.3.3.2.1 ATI-BC-1 2001 8 2003 6  
31

PK 3
 

1a 51 103 180 235 276kBq/kg
1b 1a

276kBq/kg
1b 55kBq/kg 3 5 138kBq/kg

6 2  
31  

55kBq/kg 3 5
 

8 1/31 3.2%
 

 
2 5.3.3.2.2 BC1-05 2007 7 2008 12  

CRPC 6 10
PK 1

 
6  

12  
 
3 5.3.3.2.3 BC1-08 2008 8 2010 9  

CRPC 9 18
PK 1

 
10  
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12 1/10 10.0%
 

 
4 5.3.4.2.1 BC1-04 2006 4 2009 12  

CRPC 117
21  

122  
12 6/122 4.9%

3
1  

 
5 5.3.5.1.6/5.3.5.1.7 BC1-02 2004 2 2007 5  

EBRT CRPC 60

11  
64 33 31 1

 
4 2/33

6.1% 2/31 6.5%
1 1

 
 
6 5.3.5.1.8/5.3.5.1.9 BC1-03 2005 5 2009 10  

CRPC 100
16

 
100 1

 
16 16/100 16.0%

6 2
1

 
 
7 5.3.5.2.2 BC1-09 2009 12 2012 1  

20
4

 
23 1

 
4 1/23 4.3%

 
 

 
1  

DOC CRPC
BC1-06
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BC1-06
16430  

 
2  

DOC
CRPC  

 
1  

BC1-06
 

BC1-06 2008 National Comprehensive Cancer Network Clinical Practice 
Guidelines in Oncology Prostate Cancer NCCN ver.2.2008

BC1-06 DOC
CRPC BC1-06

 
 

 
 
2  

 
DOC CRPC

BC1-06 OS  
BC1-06 OS

BC1-06  
OS OS

2011 7 15 Kaplan-
Meier

 
 

OS ITT 2011 7 15  
 BAY 88-8223   

 614 307 
%  335 54.6  196 63.8  

95%CI  14.9 13.9, 16.1  11.3 10.1, 12.8  
95%CI *1 0.691 0.578, 0.827  

p *2 0.00005 
*1 ALP 220 U/L 220 U/L

DOC Cox *2 ALP 220 
U/L 220 U/L DOC

log-rank  
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OS Kaplan-Meier ITT 2011 7 15  

 
3  

 
16430 12

ALP  
 

1 ALP CRPC
ALP OS J Clin Oncol 2002; 

20: 3972-82  
 ALP ALP

J Clin Endocrinol Metab 2003; 88: 5059-75 16430
ALP ALP

 
 BC1-06 12 ALP

80.8% 16430 ALP
12

 
 

ALP 95%CI
0% 1 2

6 OS 95%CI % 16430
0.98 0.85, 1.00 BC1-06 0.84 0.82, 0.87
0.76 0.71, 0.81

 
 

 
 

12 ALP OS

16430 12 ALP
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95%CI BC1-06
0% 6 OS

 
 

3
 

 

 
 
1  

BC1-06
 

BC1-06  
 

BC1-06  

 
%  

 
600  

 
301  

 563 93.8  291 96.7  
Grade 3  369 61.5  210 69.8  

  96 16.0   67 22.3  
 283 47.2  182 60.5  

  98 16.3   62 20.6  
  91 15.2   54 17.9  

 
5% Grade

25.7% 15.0% 19.2% 13.6%
11.5% 5.6% 1%

Grade 3 6.5% 2.0% 2.2% 0.7%
1.8% 0.3% 1.7% 0.7% 1.5% 0.3%

1.3% 0% 1%
2.3% 1.0% 2.0% 1.0%

1%
2.3% 1.0% 1.7% 0.7%

1% 1.3% 0.3%
 

 
16430 BC1-06

 
16430 BC1-06 16430 BC1-06

10%  
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* 16430 BC1-06  

 
%  

16430  
49  

BC1-06  
600  

 44 89.8  563 93.8  
Grade 3  19 38.8  369 61.5  

 0  96 16.0  
 12 24.5  283 47.2  

 3 6.1   98 16.3  
 1 2.0   91 15.2  

* 16430  
 

16430 BC1-06 10%  

 
MedDRAVer.17.1  

%  
16430  

49  
BC1-06  

600  
Grade Grade 3  Grade Grade 3  

 16 32.7   7 14.3  187 31.2   77 12.8  
 14 28.6   7 14.3  0 0 

 13 26.5   5 10.2  139 23.2  11 1.8  
 12 24.5  0 213 35.5  11 1.8  
 10 20.4   5 10.2  310 51.7  133 22.2  

  8 16.3  0  73 12.2   5 0.8  
  8 16.3  0 109 18.2   7 1.2  

  7 14.3  1 2.0  0 0 
  7 14.3  0 154 25.7   8 1.3  

  6 12.2  0  7 1.2   1 0.2  
  5 10.2  0 115 19.2  11 1.8  

 2 4.1  0  77 12.8  10 1.7  
 1 2.0  0 159 26.5  27 4.5  

 1 2.0  0  69 11.5  39 6.5  
*    76 12.7   67 11.2  

* 16430  
 

BC1-06 16430 10%
BC1-06

16430 10% Grade 3
 

16430 BC1-06 10%
3 1

2
1  

 
DOC

 
BC1-06 DOC
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DOC BC1-06  

 
%  

D  
347  

D  
253  

 333 96.0  
220 63.4  
 49 14.1  
173 49.9  
 64 18.4  
 55 15.9  

230 90.9  
149 58.9  
 47 18.6  
110 43.5  
 34 13.4  
 36 14.2  

Grade 3  
 
 

 
 

 
BC1-06 DOC

10% DOC 55.9% DOC
45.8% 40.1% 29.2% 25.1% 11.1%

 
DOC 5%
Grade 3 8.6% 3.6%  

DOC 1%
11.2% 8.7% 4.3% 2.4% 2.9% 0%

2.3% 0.4% 2.6% 0.8% 1.7% 0% 1.7% 0.4%
1.4% 0.4% 1.4% 0.4% 1.2% 0% 1.2%

0%  
DOC 1%

3.5% 0.8% 2.9% 0.4%
 

DOC 1%
4.6% 2.8% 2.0% 0.4%

2.0% 0% 1.2% 0%  
BC1-06 DOC

10% 5% Grade 3
1% 1%

 
 

 
BC1-06 16430

 
BC1-06 326

274 5%
34.3%

28.5% 29.2% 22.7% 3% Grade 3
15.7% 10.4% 16430

35 14 10%
35.7% 20.0% 35.7% 5.7% 21.4% 2.9%

14.3% 2.9% 14.3% 0% 14.3% 0%
14.3% 0% 10% Grade 3

14.3% 0%  
16430 32

17 10% 23.5%
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12.5% 17.6% 6.3% 10%
Grade 3  

 
 

BC1-06 Grade Grade 3

 

Grade 3
 

DOC

 
 

BC1-06
 

 
2  

 

MedDRA

 

16430 BC1-06  
 

16430 BC1-06  

 
MedDRA ver. 17.1  

%  

16430  
49  

BC1-06  
 

600  
 

301  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 27 55.1  12 24.5  222 37.0  112 18.7  102 33.9  47 15.6  
 16 32.7   7 14.3  187 31.2   77 12.8   92 30.6   40 13.3  

 14 28.6   7 14.3  0 0 0 0 
  7 14.3  1 2.0  0 0 0 0 
 4 8.2  0 0 0 0 0 
 2 4.1  0 0 0 0 0 
 1 2.0  1 2.0  12 2.0   8 1.3  0 0 
 1 2.0  0 25 4.2  11 1.8   1 0.3   1 0.3  

 1 2.0  0  5 0.8   3 0.5   1 0.3   1 0.3  
 1 2.0  0 30 5.0  13 2.2   3 1.0   2 0.7  
 1 2.0  0  69 11.5  39 6.5  17 5.6   6 2.0  
 0 0  1 0.2   1 0.2  0 0 

 0 0  1 0.2   1 0.2   1 0.3   1 0.3  
 0 0  1 0.2  0 0 0 
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MedDRA ver. 17.1  

%  

16430  
49  

BC1-06  
 

600  
 

301  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 0 0 0 0  1 0.3  0 
 

16430 3/49 6.1% 2/49
1

1/49 2.0% 2/49 4.1%
 

BC1-06 1
1

62/600 10.3% 28/301 9.3%
45/600 36 11 4

3 2
 

36/600
6.0% 25/600 4.2% 14/301 4.7% 6/301
2.0%  
BC1-06

116 1 405 130 29 193 119 12
198 113 1 331 141 17 405

15 1 817 27 1
203 25 1 302 8 1 816 44

1 817  
BC1-06 25/600 4.2% 21/301 7.0%

99/600 16.5% 45/301 15.0% 6/600
1.0% 0 16430

 
 

super scan
EBRT

super 
scan EBRT

 
BC1-06 super scan 51/600 8.5% 30/301

10.0% BC1-06 super scan Grade
3.9% 0% 2.0%

6.7% 54.9% 60.0% 19.6% 6.7% Grade 3
2.0% 0% 2.0%

6.7% 27.5% 26.7% 5.9% 6.7%  
BC1-06 EBRT 164/600 27.3% EBRT

436/600 72.7% BC1-06
EBRT EBRT 3.0%
EBRT 4.6% 4.9% 5.0% 28.0%
32.3% 11.0% 11.7% Grade 3 0.6%
4.6% 0.6% 2.8% 9.1% 14.2% 6.1% 6.7%
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super scan EBRT

 
 
3  

 

MedDRA

 
16430 BC1-06  

 

10% 16430 BC1-06  

 
MedDRA ver. 17.1  

%  

16430  
49  

BC1-06  
 

600  
 

301  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 28 57.1  5 10.2  406 67.7  50 8.3  182 60.5  28 9.3  
 13 26.5  5 10.2  139 23.2  11 1.8   67 22.3   3 1.0  

 12 24.5  0 213 35.5  11 1.8  102 33.9   6 2.0  
  8 16.3  0 109 18.2   7 1.2   64 21.3   4 1.3  
  7 14.3  0 154 25.7   8 1.3   45 15.0   6 2.0  
  5 10.2  0 115 19.2  11 1.8   41 13.6   7 2.3  
 

16430 1/49 2.0% 1

 
BC1-06

1
39/600 6.5% 22/301 7.3%

7/600 1.2% 5 3 1

12/600 2.0% 2/600 0.3%
5/301 1.7% 2/301 0.7%  

BC1-06 52 1
231 BC1-06
10% 33 1

230  
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BC1-06
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BC1-06

 
 

BC1-06  

   Grade   
 *1    

 

83  3    223   
77  1    112   
80  2    174   
72  3    526   

50  
     762   

 

74  3    89   
80  5   192   

82  
S     505   

79     875   

*2 
80  2   256   
63     308   

*1 *2  
 

BC1-06
 

 
 

BC1-06
1
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CRPC

2012
2012

 
 

 
 NCCN v.1.2016  

Perfomance Status PS 0 1
CRPC DOC

 
 AUA 2015 AUA  

DOC PS
CRPC PS CRPC

PS  
 EAU 2015  

PS 0 CRPC DOC
PS 2 CRPC

 
 National Cancer Institute Physician Data Query 2014 10 23  

CRPC  
 

 
 DeVita, Hellman, and Rosenberg’s Cancer: Principle & Practice of Oncology 10th edition

Lippincott Williams & Wilkins 2014, USA  
BC1-06 CRPC

OS  
 4

2015  
BC1-06 CRPC OS

 
 

 
BC1-06 BC1-06
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BC1-06 DOC CRPC
CRPC CRPC

 
 

AUA DOC
CRPC

 
 

CRPC
Ann Oncol 2015; 36 :1589-604  

 
 

 
3

 
 

BC1-06

 
  
 

 
 

 

 
BC1-06 CRPC

CRPC
 

BC1-06 DOC

 
  
 

 
 

5  
1 55kBq/kg 4
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 4 6 6
 

 

1 55kBq/kg 4
6

 
  
  

 
1  

 
BC1-06 1

55kBq/kg 4
 

 ATI-BC-1
138kBq/kg 6 2 276kBq/kg
55kBq/kg 3 5 275kBq/kg

1 1
 

 ATI-BC-1
15 20 7 14

3 4
 

 
 

CRPC BC1-02
55kBq/kg 4 4

1 5 BC1-
06 6

6
6

6
 

6
16506 16507

 
 

 
6

6
6

 
 
2  

 
BC1-06 16430
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BC1-06

 
 

 
BC1-06 16430

BC1-06

 
 

 
 

 
  

Grade 3  
Grade 2

 
14  

Grade 3  Grade 2
 

Grade 4  7  
Grade CTCAE Common Terminology Criteria for Adverse Events v.3.0  
 
3  

 
BC1-06 16430

LH-RH  
LH-RH LH-RH

BC1-06 493/600
82.2% 60/600 10.0% 80/600 13.3% 16430 47/49 95.9%

3/49 6.1% 3/49 6.1%  

 
 

 

 
 

6  
 

CRPC  
BC1-06

 
BC1-06

300  
BC1-06 16430
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6
7

6  
 

 
15354 16430

 

 
 

 

 
 

1 15354  
1 1 2 

1 2/3 66.7% 2 3/3 100%
1 55kBq/kg 1/3

33.3% 2 110kBq/kg 3/3 100%  
2 2 3 100% 2
66.7%  

 
 
2  

7/13
53.8% 20%  

 

20%  

 
 

MedDRA ver.16.1  

%  
 

13  
Grade Grade 3  

 13 100  7 53.8  
 

  8 61.5  4 30.8  
 

  3 23.1  0 
 

  4 30.8  0 
 

  3 23.1  1 7.7  
 

  3 23.1  1 7.7  
 

  3 23.1  1 7.7  
 

3/13 23.1%
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1 7.7%
 

1/13 7.7%
1 7.7%

 
 

2 ATI-BC-1  
1 4/5 80.0% 2 3/5 60.0% 3

5/5 100% 4 5/5 100% 5 4/5 80% 6
2/2 100% 7a 3/3 100% 7b 3/3 100%

1 4/5 80.0%
2 2/5 40.0% 3 5/5 100% 4 4/5 80.0%

5 5/5 100% 6 2/2 100% 7a 3/3 100%
7b 1/3 33.3% 2

 
 

2  

 
 

MedDRA ver.4.1  

%  
1 

51kBq/kg  
2 

103kBq/kg  
3 

180kBq/kg  
4 

235kBq/kg  
5  5  5  5  

Grade 
Grade 3 

 Grade 
Grade 3 

 Grade 
Grade 3 

 Grade 
Grade 3 

 
 4 80.0  1 20.0  3 60.0  1 20.0  5 100  0 5 100  1 20.0  

 
NOS 4 80.0  0 1 20.0  0 3 60.0  0 3 60.0  0 

 1 20.0  0 0 0 1 20.0  0 1 20.0  0 
NOS 1 20.0  0 0 0 1 20.0  0 1 20.0  0 

 0 0 0 0 0 0 0 0 
 

 0 0 0 0 2 40.0  0 3 60.0  0 
         

 0 0 0 0 0 0 0 0 
 

NOS 0 0 0 0 0 0 0 0 
 

 2 40.0  0 0 0 4 80.0  0 0 0 
 2 40.0  0 0 0 0 0 0 0 

 0 0 1 20.0  0 2 40.0  0 1 20.0  1 20.0  
 

 0 0 0 0 0 0 2 40.0  0 
 

NOS 0 0 1 20.0  0 0 0 0 0 
NOS not otherwise specified 
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2  

 
 

MedDRA ver.4.1  

%  

5 
276kBq/kg  

6 
276kBq/kg 2

 

7a 
1 55kBq/kg 3

5  

7b 
1 138kBq/kg 6

2  
5  2  3  3  

Grade 
Grade 3 

 Grade 
Grade 3 

 Grade 
Grade 3 

 Grade 
Grade 3 

 
 5 100  3 60.0  2 100  0 3 100  0 3 100  1 33.3  

 
NOS 2 40.0  0 1 50.0  0 0 0 1 33.3  0 

 4 80.0  1 20.0  0 0 3 100  0 0 0 
NOS 4 80.0  2 40.0  0 0 1 33.3  0 1 33.3  0 

 3 60.0  1 20.0  0 0 0 0 1 33.3  0 
 

 3 60.0  0 1 50.0  0 1 33.3  0 3 100  0 
         

 0 0 0 0 2 66.7  0 0 0 
 

NOS 0 0 0 0 0 0 2 66.7  1 33.3  
 

 1 20.0  0 1 50.0  0 1 33.3  0 1 33.3  0 
 0 0 0 0 0 0 0 0 

 4 80.0  1 20.0  1 50.0  0 1 33.3  0 2 66.7  0 
 

 1 20.0  0 0 0 0 0 1 33.3  0 
 

NOS 2 40.0  0 0 0 0 0 0 0 
NOS not otherwise specified 

 
1 1/5 20.0% 2 2/5 40.0%

4 1/5 20.0% 5 3/5 60.0% 7b 2/3 66.7%
1

1 20.0% 2 NOS NOS
1 20.0% 4 NOS NOS 1 20.0% 5

NOS 2 40.0% 1 20.0% 7b
NOS NOS 1 33.3% 5

NOS1  
 

 
3 BC1-05  

5/6
83.3%  
2 2 33.3%  

2/6 33.3%
1 16.7%

 
 

 
4 BC1-08  

2  
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2  

 
 

MedDRA ver.11.1  

%  
55kBq/kg  110kBq/kg  221kBq/kg  

3  3  4  

Grade Grade 3  Grade Grade 3  Grade Grade 3  

 3 100  2 66.7  3 100  2 66.7  4 100  2 66.7  
       

 2 66.7  0 3 100  1 33.3  1 25.0  0 
 2 66.7  0 1 33.3  1 33.3  4 100  2 50.0  

       
 1 33.3  0 2 66.7  1 33.3  3 75.0  1 25.0  
 1 33.3  0 2 66.7  0 2 50.0  1 25.0  
 0 0 0 0 2 50.0  0 

       
 2 66.7  0 3 100  0 0 0 

       
 2 66.7  1 33.3  0 0 1 25.0  0 

ALP  2 66.7  0 0 0 0 0 
 2 66.7  0 1 33.3  0 2 50.0  1 25.0  

 2 66.7  0 1 33.3  0 1 25.0  0 
 0 0 2 66.7  0 0 0 
 0 0 1 33.3  0 2 50.0  0 

       
 2 66.7  0 2 66.7  0 0 0 

       
 0 0 1 33.3  0 2 50.0  0 

       
 2 66.7  0 0 0 1 25.0  1 25.0  

ALP  
 

55kBq/kg 2/3 66.7% 221kBq/kg 1/4 25.0%
55kBq/kg

1 33.3% 221kBq/kg
1 25.0% 221kBq/kg
1  

BC1-08
 

 
5 16430  

44/49 89.8%
27/49 55.1% 10%

 
 

10%  

 
 

MedDRA ver.17.1  

%  
 

49  
Grade Grade 3  

 44 89.8  19 38.8  
 

 16 32.7   7 14.3  
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MedDRA ver.17.1  

%  
 

49  
Grade Grade 3  

 
 12 24.5  0 
  8 16.3  0 
  7 14.3  0 
  5 10.2  0 

 
  6 12.2  0 
 

 14 28.6   7 14.3  
  8 16.3  0 

  7 14.3  1 2.0  
 

 13 26.5   5 10.2  
 

 10 20.4    5 10.2  
 

12/49 24.5%
3 6.1% 2 4.1%

1 2.0%
1  

3/49 6.1%
2 4.1% 1 2.0%

2  
 

6 BC1-04  
28kBq/kg 34/41 82.9% 55kBq/kg 37/39 94.9% 88kBq/kg

41/42 97.6%
16/41 39.0% 23/39 59.0% 24/42 57.1%

20%  
 

20%  

 
 

MedDRA ver.9.0  

%  
28kBq/kg  55kBq/kg  88kBq/kg  

41  39  42  
Grade Grade 3  Grade Grade 3  Grade Grade 3  

 34 82.9  14 34.1  37 94.9  14 35.9  41 97.6  20 47.6  
 

 10 24.4  3 7.3  10 25.6  5 12.8  12 28.6  2 4.8  
 

 10 24.4  0  9 23.1  0 4 9.5  1 2.4  
 10 24.4  0  8 20.5  0 13 31.0  1 2.4  
  7 17.1  0 13 33.3  1 2.6  13 31.0  0 

 
  7 17.1  2 4.9  12 30.8  1 2.6   9 21.4  1 2.4  

 
 18 43.9   5 12.2  16 41.0  2 5.1  21 50.0   8 19.0  

 
28kBq/kg 9/41 22.0% 55kBq/kg 7/39 17.9%

88kBq/kg 13/42 31.0% 28kBq/kg
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2 4.9%
1 2.4% 55kBq/kg

2 5.1%
1 2.6% 88kBq/kg 2 4.8%

1 2.4% 55kBq/kg 1 88kBq/kg
1  

28kBq/kg 3/41 7.3% 55kBq/kg
1/39 2.6% 88kBq/kg 2/42 4.8%

28kBq/kg 1 2.4%
55kBq/kg 1 2.6% 88kBq/kg 1

2.4%  
 

7 BC1-02  
31/33 93.9% 30/31 96.8%

20/33 60.6% 21/31
67.7% 20%

 
 

20%  

 
 

MedDRA ver.7.0  

%  
  

33  31  
Grade Grade 3  Grade Grade 3  

 31 93.9  5 15.2  30 96.8  4 12.9  
     

 12 36.4  0 2 6.5  0 
  9 27.3  0 10 32.3  0 
  9 27.3  0 10 32.3  0 
  8 24.2  1 3.0   6 19.4  0 

 
  8 24.2  0  7 22.6  0 

     
  5 15.2  1 3.0   7 22.6  2 6.5  

 
 10 30.3  0 16 51.6  0 

 
  6 18.2  2 6.1   7 22.6  1 3.2  

 
8/33 24.2% 14/31 45.2%

2 6.1%

1 3.0% 3 9.7%

1 3.2%
1

1  
5/33 15.2% 4/31

12.9%

1 3.0%
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1 3.2%

1 1
 

 
8 BC1-03  

6kBq/kg 26/26 100% 28kBq/kg 23/25 92.0% 55kBq/kg
25/25 100% 110kBq/kg 23/24 95.8%

13/26 50.0% 14/25 56.0% 14/25 56.0%
16/24 66.7% 20%

 
 

20%  

 
 

MedDRA ver.9.0  

%  
6kBq/kg  28kBq/kg  55kBq/kg  110kBq/kg  

26  25  25  24  

Grade 
Grade 3 

 Grade 
Grade 3 

 Grade 
Grade 3 

 Grade 
Grade 3 

 
 26 100  17 65.4  23 92.0  18 72.0  25 100  15 60.0  23 95.8  12 50.0  

 
 0 0 1 4.0  0 1 4.0  0  5 20.8   3 12.5  

         
 13 50.0  1 3.8   9 36.0  2 8.0   9 36.0  1 4.0  12 50.0  0 
  6 23.1  2 7.7   5 20.0  1 4.0   7 28.0  0 2 8.3  0 
  6 23.1  0  9 36.0  2 8.0   4 16.0  0  5 20.8  0 
  4 15.4  0  7 28.0  2 8.0   6 24.0  0  5 20.8  0 

 
  8 30.8  2 7.7   6 24.0  1 4.0   4 16.0  2 8.0   8 33.3   3 12.5  

  4 15.4  1 3.8   5 20.0  2 8.0  1 4.0  0 2 8.3  1 4.2  
 

 2 7.7  1 3.8   5 20.0  4 16.0  2 8.0  1 4.0%  2 8.3  1 4.2  
 

6kBq/kg 15/26 57.7% 28kBq/kg 16/25 64.0%
55kBq/kg 10/25 40.0% 110kBq/kg 8/24 33.3%

6kBq/kg
2 7.7%

1 3.8% 28kBq/kg
3 12.0%

2 8.0%

1 4.0% 55kBq/kg 2 8.0%

1 4.0% 110kBq/kg 2 8.3%

1 4.2%
6kBq/kg 1 28kBq/kg

1 55kBq/kg
1 110kBq/kg 1

 
28kBq/kg 1/25 4.0%
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28kBq/kg 1 4.0%
 

 
9 BC1-09  

20/23 87.0%
16/23 69.6% 10%

 
 

10%  

 
 

MedDRA ver.12.1  

%  
 

23  
Grade Grade 3  

 20 87.0   5 21.7  
 

 10 43.5  1 4.3  
  8 34.8  0 
  6 26.1  0 
  5 21.7  0 

 
  5 21.7  1 4.3  

 
  6 26.1  0 

 
  4 17.4  2 8.7  

  4 17.4  0 
 

3/23 13.0%
1 4.3%

 
 

 
10 BC1-06  

563/600 93.8% 291/301 96.7%
386/600 64.3%

170/301 56.5% 10%
 

 

10%  

 
 

MedDRA ver.11.0  

%  
  

600  301  
Grade Grade 3  Grade Grade 3  

 563 93.8  369 61.5  291 96.7  210 69.8  
 

 187 31.2   77 12.8   92 30.6   40 13.3  
  69 11.5  39 6.5  17 5.6   6 2.0  

     
 213 35.5  11 1.8  102 33.9   6 2.0  
 154 25.7   8 1.3   45 15.0   6 2.0  
 115 19.2  11 1.8   41 13.6   7 2.3  
 109 18.2   7 1.2   64 21.3   4 1.3  
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MedDRA ver.11.0  

%  
  

600  301  
Grade Grade 3  Grade Grade 3  

 159 26.5  27 4.5   78 25.9  18 6.0  
  77 12.8  10 1.7   30 10.0   4 1.3  

     
  73 12.2   5 0.8   44 14.6   5 1.7  

     
 107 17.8  10 1.7   54 17.9   2 0.7  

 
 310 51.7  133 22.2  191 63.5  78 25.9  

 
  76 12.7  67 11.2   45 15.0  39 13.0  

 
283/600 47.2% 182/301 60.5%

5
65 10.8% 61 10.2% 49 8.2% 21 3.5%

15 2.5% 14 2.3%
12 2.0% 11 1.8% 10 1.7% 9

1.5% 8 1.3% 7 1.2%
6 1.0%

5 0.8% 49 16.3%
37 12.3% 25 8.3% 16 5.3% 11

3.7% 9 3.0% 7
2.3% 6 2.0% 5 1.7%

36 11 6
5 4 3

2
1 11 6 2

1  
98/600 16.3% 62/301

20.6% 5
23 3.8% 14 2.3%

11 1.8% 10 1.7% 7 1.2% 5 0.8%
12 4.0% 7 2.3% 6 2.0%
12 11 3 1

2  
 

1  

 
 
2 GCP  

5.3.5.2.1 5.3.5.2.6 GCP
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2  
 

28 2 15  
 

 
  
 223Ra  
  
 27 4 24  

 
 

20 12 25 20 8  
 

1  
1 4 2

DOC
CRPC

BC1-06 223Ra

 
 

 
 

2  
1 4 3

 

 
 

 
 

3  
1 4 4

CRPC

BC1-06 DOC
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4  
1 4 5

1 55kBq/kg 4 6
 

  
 

 
 

 
  

3  

2

6 2
 

3  2
 

4  7  
CTCAE Common Terminology Criteria for Adverse Events v.3.0  

 
 

 

 
 

5  

CRPC 300 6

 
 

1 4 6
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 15354

16430
 

  

 
 

  
  
 CRPC  
 6  
 300  

 
 

 
 

 

8
 

 
 

 
 

 
1 55kBq/kg 4 6  

 
 

 
 

 

 
 

 
1  
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2
 

 
 

1  
2

 
 

 
  

3  

2

6 2
 

3  2
 

4  7  
CTCAE Common Terminology Criteria for Adverse Events v3.0  

 




