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［審 議 結 果］ 

平成 26 年５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、原体及び製剤はいずれも劇薬に該当し、生物由

来製品に該当するとされた。 

       

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 訂正後 訂正前 
4 31 本邦での開発を速やかに開始

する必要がある旨の説明がな

されている 

本邦での開発を速やかに開始

する必要がある旨、議論された

4 32 前述の開発要請及び審議会で

の説明を踏まえ 
前述の開発要請及び審議会で

の議論を踏まえ 
24 24 本邦における開発を速やかに

開始する必要がある旨の説明

がなされている 

本邦における開発を速やかに

開始する必要がある旨の議論

がなされている 
35 26 本邦での開発を速やかに開始

する必要がある旨の説明がな

されていることを考慮すると 

本邦での開発を速やかに開始

する必要がある旨、議論されて

いることを考慮すると 
（下線部変更） 
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Disseminated Intravascular Coagulation DIC IMD

7 19 18 53

Pediatr Inject Dis J, 15: 967-979, 1996  

1

http://www.nih.go.jp/niid/ja/all-surveillance/2085-idwr/ydata/3222-report-ja2011.html

2012 52 12 24 12 30 14

52 http://www.nih.go.jp/niid/images/idwr/sokuho/idwr-2012/201252/2012-52-zensu.pdf

IMD 2010 7 2011 12

2012 15

15 24

Lancet, 369: 2196-2210, 2007 IMD

 

2010

6,600 BMSA , 23: 6-11, 2011

2009 8

2010 5

2010 5 21 0521 1
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2010 3
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300mg
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A C Y

W-135

Kd
1H NMR

1H NMR
1H NMR

O

O

5

6
ELISA

O

Kd

7
2-9

HDPE

PETG

*1 *2 *3 *4 *5

*6

*1：新薬承認情報提供時に「製造工程由来不純物1」に置き換えた 

*2：新薬承認情報提供時に「製造工程由来不純物2」に置き換えた 

*3：新薬承認情報提供時に「製造工程由来不純物3」に置き換えた 

*4：新薬承認情報提供時に「製造工程由来不純物4」に置き換えた 

*5：新薬承認情報提供時に「製造工程由来不純物5」に置き換えた 

*6：新薬承認情報提供時に「中間体由来不純物」に置き換えた 
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4μg
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*6：新薬承認情報提供時に「中間体由来不純物」に置き換えた 



13 
 

3. 
 

 

3-1

-317514-10 -317514-12 -317514-01 -317514-05

 

3-1  
4

 
A C Y W-135  

4  
Alum 

A C Y W-135
 

3  C Y W-135  
 A C Y W-135  

4
PS  

A C Y W-135  

PS A C Y W-135  
DT  

 
g

 

 

1  

1  4.2.1.1-1 -317514-10 4.2.1.1-2 -317514-12  

-317514-10 10 / 0.25 0.5 1.0μg 4

Alum 0.25 0.5 1.0μg A C Y W-135

0.25 1.0μg PS 1.0μg 18

0.5mL 14 2

19 190 1 14 2 14

IgG IgG 2 14

IgG PS 1.0μg 1.0μg 3.3

74.0 4 Alum 1.0μg 29.6 330.5 1.0μg

2.2 287.1

-317514-12

 

 

 

2  4.2.1.1-5 -317514-01  

10 / 0.25μg 3 0.25μg 4 PS 5μg DT
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0.5mL 1 14 2

56 0.25μg 4 PS 5μg 0.5mL

31 310 4 PS 1

1

4 PS 5μg 1 56 0.25μg

0.25μg 1 56 0.25μg

21 IgG 8.0 159.7

 

4 PS

IgG

 

 

3  4.2.1.1-6 -317514-05  

10 / 0.25μg 4 Alum 0.25μg 0.5mL

21 2 3 30

1 20 2 21 IgG

SBA 2

21 IgG 0.25μg 83

417 4 Alum 0.25μg 190 717 2

21 SBA 8 0.25μg

256 2048 4 Alum 0.25μg 128 4096  

 

 

2  

 

 

 

A C Y W-135
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1 4.2.3.2 407/166  

2

 

 

2 4.2.3.2 407/166  

10 / PBS 0.5mL

170 1 2 2 4

80 1

2

1 2

PBS

A C Y W-135

 

 

3  

 

 

4  

 

 

5 4.2.3.5.2-2 407/158  

407/128

40 / 0.1mL 340

14 6 2 2 80 25

18 15 18
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1
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4  
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4-1  

4-1   
      /   

 603-01 
Stage1  

 
 

 

18 55

 

L c 30  
M c 30  
H c 30  

 
0.5mL  

 603-02  
 

 
a  

2 10
 

c 702  
MPSV 4 d 706  

0.5mL 
MPSV 4 0.5mL MPSV 4  

 MTA 
02  

 
 
a  

11 18

 

 440  
MPSV 4 441  

0.5mL 
MPSV4 0.5mL MPSV 4  

 MTA 
14  

 
 
a  

18 55

 

1
527  

2
528  

3
527  
MPSV 4  458  

0.5mL 
MPSV 4 0.5mL  

 
SFY 

12080 
/MTA76 

  2 55
 200   

0.5mL  

 C10 
-005   

20
PNHb

 
21   

0.5mL  

a  
b  
c 0.5mL A C Y W-135 L 1 g

M 4 g H 10 g 
d A C Y W-135  

 

1 5.3.5.2-1 SFY12080/MTA76

 

2 55 200

4

0.5mL 1  

200 2 10 4 11 17 2 18 55 194

 

A C Y

W-135

SBA-BR  

28 35 SBA-BR 128 1

128 128 4-2

SBA-BR 128
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GMT 4-3  

4-2 SBA-BR 128  

 128  
n/N  [95 ] 

A 183/200 91.5  [86.7, 95.0] 
C 160/198 80.8  [74.6, 86.0] 
Y 186/198 93.9  [89.7, 96.8] 

W-135 178/199 89.4  [84.3, 93.3] 
N  
n SBA-BR 128  

 
4-3 SBA-BR 128 GMT  

 

128  GMT 
18 55  11 17  2 10  18 55  11 17  2 10  

n/N 
 

[95  
] 

n/N 
 

[95  
] 

n/N 
 

[95  
] N GMT  

[95 ] N GMT  
[95 ] N GMT 

[95 ] 

A 177/194 
91.2  [86.3, 94.8] 2/2 

100  [15.8, 100.0] 4/4 
100  [39.8, 100.0] 194 1202.6 

[876.2, 1650.6] 2 2896.3 
[35.4, 236766.0] 4 16384.0 

[1804.7, 148741.4] 

C 154/192 
80.2  [73.9, 85.6] 2/2 

100  [15.8, 100.0] 4/4 
100  [39.8, 100.0] 192  389.1 

[274.4, 551.8] 2 2048.0  
[0.0, 91459214176.9] 4   512.0 

[208.0, 1260.0] 

Y 180/192 
93.8  [89.3, 96.7] 2/2 

100  [15.8, 100.0] 4/4 
100  [39.8, 100.0] 192 1244.4 

[991.3, 1562.2] 2  724.1 
[0.0, 395556106.8] 4  3444.3 

[298.5, 39740.1] 
W- 
135 

172/193 
89.1  [83.8, 93.1] 2/2 

100  [15.8, 100.0] 4/4 
100  [39.8, 100.0] 193  995.0 

[737.9, 1341.7] 2 8192.0 
[1.2, 54744273.9] 4  9742.0 

[2431.7, 39028.6] 
N n SBA-BR 128  

 

4-2 4-3 7 8 SBA-BR

128 1 128

IMD  

30 7

4-4  

4-4 7  

 18 55  11 17  2 10  
n/N  n/N  n/N  

 63/194 32.5  2/2 100  4/4 100  
 60/194 30.9  0/2   0  3/4 75.0  
  5/194  2.6  2/2 100  3/4 75.0  
  2/194  1.0  2/2 100  3/4 75.0  
 67/194 34.5  0/2   0  0/4   0  

  3/194  1.5  0/2   0  0/4   0  
 22/194 11.3  0/2   0  0/4   0  

 30/194 15.5  0/2   0  0/4   0  
 48/194 24.7  0/2   0  0/4   0  

N n  

 

28 2

4-5  
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4-5 2  

 
18 55 N=194  11 17 N=2  2 10 N=4  

      
n  n  n  n  n  n  

 15 7.7 0 0 0 0 0 0 0 0 0 0 
 5 2.6 0 0 0 0 0 0 0 0 0 0 
 4 2.1 1 0.5 0 0 0 0 0 0 0 0 
 2 1.0 1 0.5 0 0 0 0 0 0 0 0 

 2 1.0 0 0 0 0 0 0 0 0 0 0 
N n  

 

28 35

 

 

2 5.3.5.4-1 C10-005  

20 PNH

15 1 20 55 10 2

56 5

8

0.5mL 1  

21 1 11 2 10

 

30

7

4-6  

4-6 7  

  1 2 
n/N  n/N  n/N  

 2/21  9.5  2/11 18.2  0/10   0  
 2/21  9.5  2/11 18.2  0/10   0  
 0/21   0  0/11   0  0/10   0  
 0/21   0  0/11   0  0/10   0  
 4/21 19.0  2/11 18.2  2/10 20.0  

 0/21   0  0/11   0  0/10   0  
 4/21 19.0  2/11 18.2  2/10 20.0  

 3/21 14.3  2/11 18.2  1/10 10.0  
 1/21  4.8  1/11  9.1  0/10   0  

N n  

 

30 35

4-7
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4-7  

 

 
N=21  

1
N=11  

2
N=10  

   
n  n  n  

 3 14.3 2 18.2 1 10.0 
 3 14.3 1  9.1 2 20.0 

 1  4.8 0 0 1 10.0 
 1  4.8 0 0 1 10.0 
 1  4.8 0 0 1 10.0 

 1  4.8 0 0 1 10.0 
 1  4.8 0 0 1 10.0 

 1  4.8 0 0 1 10.0 
N n  

 

28 35

2 2 2 1

 

SBA-BR

A C Y W-135 IgG IgG

SBA-BR 128 GMT

4-8  

4-8 SBA-BR 128 GMT  

 128  GMT 
 1 2  1 2 

 n/N 
 

[95  
] 

n/N 
 

[95  
] 

n/N 
 

[95  
] N GMT 

[95 ] N GMT 
[95 ] N GMT 

[95 ] 

A 21/21 
100  [83.9, 100.0] 11/11 

100  [71.5, 100.0] 10/10 
100  [69.2, 100.0] 21 1472.3 

[818.5, 2648.1] 11 1805.5 
[832.5, 3915.6] 10 1176.3 

[415.7, 3328.2] 

C 16/21 
76.2  [52.8,  91.8] 10/11 

90.9  [58.7,  99.8] 6/10 
60.0  [26.2,  87.8] 21 264.6 

[ 92.3,  758.7] 11 512.0 
[188.6, 1390.0] 10 128.0 

[ 16.2, 1008.7] 

Y 16/21 
76.2  [52.8,  91.8] 8/11 

72.7  [39.0,  94.0] 8/10 
80.0  [44.4,  97.5] 21 292.1 

[ 79.1, 1079.5] 11 290.4 
[ 45.7, 1844.7] 10 294.1 

[ 30.9, 2794.9] 

W-135 16/21 
76.2  [52.8,  91.8] 8/11 

72.7  [39.0,  94.0] 8/10 
80.0  [44.4,  97.5] 21 282.6 

[ 64.1, 1246.9] 11 290.4 
[ 30.9, 2730.9] 10 274.4 

 [24.9, 3025.4] 
N n SBA-BR 128  
 

3 5.3.5.2-2 603-01  

18 55 90 30 12 22

30 10 6 12 90

30 A C Y W-135 1 g L

4 g M 10 g H

5

18 55 Stage 1

Stage 1  

L M H 0.5mL 1
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L L 4 40

M M H

 

Stage 1 90 30

90 9 81 L

26 M 28 H 27 Per-Protocol Population PP

 

SBA-BR

IgG  

28 30 SBA-BR

8 1 8 16 1 16 32 1 32 64 1

64

2 2 4 GMT

GMT GMTR 28 30

IgG 2 g/mL 2 4

GMC GMC

SBA-BR 4-9 4-10  

4-9 SBA-BR 8 16 32 64 PP  

 

8  16  32  64  
n/N 

 
[95  

] 
n/N 

 
[95  

] 
n/N 

 
[95  

] 
n/N 

 
[95  

] 
L  

A 26/26 
100  [86.8, 100.0] 26/26 

100  [86.8, 100.0] 26/26 
100  [86.8, 100.0] 26/26 

100  [86.8, 100.0] 

C 23/26 
88.5  [69.8,  97.6] 23/26 

88.5  [69.8,  97.6] 23/26 
88.5  [69.8,  97.6] 23/26 

88.5  [69.8,  97.6] 

Y 22/26
84.6  [65.1,  95.6] 21/26 

80.8  [60.6,  93.4] 21/26 
80.8  [60.6,  93.4] 17/26 

65.4  [44.3,  82.8] 

W- 
135 

23/26
88.5  [69.8,  97.6] 23/26 

88.5  [69.8,  97.6] 23/26 
88.5  [69.8,  97.6] 21/26 

80.8  [60.6,  93.4] 

M  

A 28/28 
100  [87.7, 100.0] 28/28 

100  [87.7, 100.0] 28/28 
100  [87.7, 100.0] 28/28 

100  [87.7, 100.0] 

C 28/28 
100  [87.7, 100.0] 27/28

96.4  [81.7,  99.9] 27/28
96.4  [81.7,  99.9] 27/28

96.4  [81.7,  99.9] 

Y 25/28
89.3  [71.8,  97.7] 24/28

85.7  [67.3,  96.0] 24/28
85.7  [67.3,  96.0] 20/28

71.4  [51.3,  86.8] 

W- 
135 

24/28
85.7  [67.3,  96.0] 24/28

85.7  [67.3,  96.0] 24/28
85.7  [67.3,  96.0] 24/28

85.7  [67.3,  96.0] 

H  

A 27/27 
100  [87.2, 100.0] 27/27 

100  [87.2, 100.0] 27/27 
100  [87.2, 100.0] 27/27 

100  [87.2, 100.0] 

C 27/27
100  [87.2, 100.0] 27/27

100  [87.2, 100.0] 26/27
96.3  [81.0,  99.9] 26/27

96.3  [81.0,  99.9] 

Y 24/27
88.9  [70.8,  97.6] 24/27

88.9  [70.8,  97.6] 24/27
88.9  [70.8,  97.6] 22/27

81.5  [61.9,  93.7] 
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8  16  32  64  
n/N 

 
[95  

] 
n/N 

 
[95  

] 
n/N 

 
[95  

] 
n/N 

 
[95  

] 
W- 
135 

27/27
100  [87.2, 100.0] 27/27

100  [87.2, 100.0] 27/27
100  [87.2, 100.0] 27/27

100  [87.2, 100.0] 

N n SBA-BR  

4-10 SBA-BR 2 4 GMT GMTR PP  

 

2  4  GMT GMTR 
n/N 

 
[95  

] 
n/N 

 
[95  

] N GMT 
[95 ] N GMTR 

[95 ] 
L  

A 20/26 
76.9  [56.4,  91.0] 17/26 

65.4  [44.3, 82.8] 26 3054.9 
[1872.9,4982.9] 26 6.6 

[2.9,  15.4] 

C 21/26 
80.8  [60.6,  93.4] 19/26

73.1  [52.2, 88.4] 26 540.0 
[238.1, 1224.7] 26 25.9 

[9.7,  68.6] 

Y 21/26
80.8  [60.6,  93.4] 19/26

73.1  [52.2, 88.4] 26 95.5 
[40.5, 225.0] 26 10.2 

[4.9,  20.9] 
W- 
135 

21/26
80.8  [60.6,  93.4] 20/26

76.9  [56.4, 91.0] 26 498.5 
[203.2, 1223.2] 26 36.6 

[13.7,  97.7] 
M  

A 25/28 
89.3  [71.8 , 97.7] 20/28 

71.4  [51.3, 86.8] 28 6720.2 
[4666.5, 9677.7] 28 13.8 

[6.0,  31.7] 

C 26/28
92.9  [76.5,  99.1] 25/28

89.3  [71.8, 97.7] 28 1559.8 
[799.9, 3041.5] 28 95.1 

[39.7, 227.7] 

Y 25/28
89.3  [71.8,  97.7] 23/28

82.1  [63.1, 93.9] 28 390.0 
[143.3, 1061.3] 28 20.5 

[8.9,  47.4] 
W- 
135 

24/28
85.7  [67.3,  96.0] 24/28

85.7  [67.3, 96.0] 28 608.9 
[250.3, 1480.9] 28 60.9 

[23.7, 156.7] 
H  

A 27/27 
100  [87.2, 100.0] 26/27 

96.3  [81.0, 99.9] 27 10865.1 
[7651.5, 15428.2] 27 20.7 

[11.7,  36.6] 

C 27/27
100  [87.2, 100.0] 26/27

96.3  [81.0, 99.9] 27 1755.6 
[880.5, 3500.4] 27 91.7 

[37.6, 223.5] 

Y 23/27
85.2  [66.3,  95.8] 18/27

66.7  [46.0, 83.5] 27 386.0 
[145.2, 1026.2] 27 13.7 

[5.8,  32.7] 
W- 
135 

27/27
100  [87.2, 100.0] 27/27

100  [87.2, 100.0] 27 1848.1 
[1075.4, 3176.2] 27 188.1 

[94.0, 376.7] 
N n SBA-BR  

 

30

3

4-11  
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4-11 3  

 L  M  H  
n/N  n/N  n/N  

 17/29 58.6  25/30 83.3  28/30 93.3  
  3/29 10.3   5/30 16.7   9/30 30.0  
  4/29 13.8   5/30 16.7  11/30 36.7  
  0/29   0   1/30  3.3   3/30 10.0  
 13/29 44.8  19/30 63.3  24/30 80.0  
 12/29 41.4  22/30 73.3  27/30 90.0  

  1/29  3.4   2/30  6.7   1/30  3.3  
 12/29 41.4  15/30 50.0  14/30 46.7  

a   0/29   0   0/30   0   1/30  3.3  
  1/29  3.4   1/30  3.3   2/30  6.7  

  5/29 17.2   6/30 20.0   5/30 16.7  
  8/29 27.6   8/30 26.7   7/30 23.3  

  0/29   0   1/30  3.3   3/30 10.0  
  0/29   0   0/30   0   0/30   0  

  2/28  7.1   2/30  6.7   0/30   0  
  2/29  6.9   6/30 20.0   2/30  6.7  
  5/29 17.2   2/30  6.7   1/30  3.3  

  0/29   0   1/30  3.3   1/30  3.3  
  2/29  6.9   1/30  3.3   2/30  6.7  

N n  
a 38  

 

28 30

M 1 1

28 30

 

 
 

(1)  

 

603-01 Stage 1

603-02 MTA02 C10-005 MTA14

SFY12080/MTA76 MTA76 4 g

4-1 2 55 MTA76 1

PNH 1

C10-005  

IMD

603-02 MTA02

A C Y W-135 MPSV4

MPSV4 603-02

MTA02
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603-02 MTA02

MTA14

 

 

 

 

IMD 7 21

1 http://www.nih.go.jp/niid/ja/al

l-surveillance/2085-idwr/ydata/3222-report-ja2011.html 2012

52 12 24 12 30 14 52 http://www.nih.go.jp/niid/image

s/idwr/sokuho/idwr-2012/201252/2012-52-zensu.pdf IMD

SBA-BR 128 1 128 IMD

2 1

SBA-BR 128 1 128

 

1

MTA76

 

 

(2)  

1  

MTA76 A C Y W-135

SBA-BR 128

 

A B C IMD

SBA-HB
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J Exp Med, 129: 1307-1326, 1969

SBA-HB C SBA-HB 4 1 4

C IMD J Exp Med, 129: 

1307-1326, 1969 WHO TRS 924 Recommendations for the production and control of 

meningococcal group C conjugate vaccines. TRS924, Annex 2, WHO, 2004

SBA-HB 4 1 4 C IMD

 

C

SBA-BR Vaccine, 23: 2222-2227, 

2005 WHO TRS 924 WHO TRS 963 Recommendations for clinical evaluation of 

meningococcal C vaccine. TRS963, Annex 3, WHO, 2007 C SBA-HB

4 1 4 SBA-BR 8 1 8

SBA-BR 128 1 128

IMD highly predictive  

C 3 A SBA-HB 4 1

4 IMD Lancet, 2: 883-886, 

1975 SBA-HB SBA-BR IMD

IMD

SBA-HB SBA-BR

A C Y W-135 MPSV4 C

IMD Emerg Infect Dis, 18: 

1430-1437, 2012 A C

A IMD J Infect Dis, 166: 359-364, 1992

C SBA-BR 128 1 128

3  

MTA76 A C Y W-135 SBA-BR

128 1 128 SBA-BR

128  

 

MTA76  

 

2  

 

4-3 MTA76 18 55

SBA-BR 128 80.2 93.8 2 17

6 SBA-BR 128 1 128
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PNH C10-005 21

SBA-BR 128 76.2 100

4-8 SBA-BR 128

7 8 SBA-BR 128

1 128 IMD

IMD  

 

7 8 IMD

 

 

3  

PNH

 

C10-005 21 9 11 14

SBA-BR

128 GMT 4-12

W-135 GMT 128

 

4-12 SBA-BR 128 GMT 
C10-005  

 128  GMT 
    

 n/N 
 

[95  
] 

n/N 
 

[95  
] N GMT 

[95 ] N GMT 
[95 ] 

A 9/9 
100  [66.4, 100.0] 12/12 

100  [73.5, 100.0] 9 948.1 
[458.33, 1961.21] 12 2048.0 

[816.19, 5138.90] 

C 6/9 
66.7  [29.9,  92.5] 10/12 

83.3  [51.6,  97.9] 9 237.0 
[ 49.63, 1131.89] 12  287.4 

[ 55.40, 1490.34] 

Y 7/9 
77.8  [40.0,  97.2]  9/12 

75.0  [42.8,  94.5] 9 203.2 
[ 24.52, 1683.47] 12  383.6 

[ 55.25, 2662.70] 

W-135 6/9 
66.7  [29.9,  92.5] 10/12 

83.3  [51.6,  97.9] 9  74.7 
[ 10.21,  545.94] 12  767.1 

[ 85.54, 6879.68] 
N n SBA-BR 128  

 

6

SBA-BR 128 1 128

PNH  
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4  

 

2 10 603-02 4-1

MTA17 stage I MTA17 stage I 603-02 2

SBA-BR 128 4-13

2 C

IMD SBA-BR 128 1 128  

4-13 SBA-BR 128 MTA17 stage I PP  

 
  

n/N  [95 ] n/N  [95 ] 
A 69/92 75.00  [64.89, 83.45] 42/61 68.85  [55.71, 80.10] 
C 48/92 52.17  [41.50, 62.70] 18/61 29.51  [18.52, 42.57] 
Y 83/92 90.22  [82.24, 95.43] 43/61 70.49  [57.43, 81.48] 

W-135 56/92 60.87  [50.14, 70.88] 14/61 22.95  [13.15, 35.50] 
N n SBA-BR 128  

 

MTA19 11 18 MTA02 4-1

3

SBA-BR 4-14

7 SBA-BR 128 1 128

 

4-14 SBA-BR 128 MTA19 PP  

   
n/N  [95 ] n/N  [95 ] 

A 67/71 94.4  [86.2, 98.4] 49/84 58.3  [47.1, 69.0] 
C 53/71 74.6  [62.9, 84.2] 37/84 44.0  [33.2, 55.3] 
Y 61/71 85.9  [75.6, 93.0] 61/83 73.5  [62.7, 82.6] 

W-135 60/71 84.5  [74.0, 92.0] 24/84 28.6  [19.2, 39.5] 
N n SBA-BR 128  

 

MTA35 11 18 MTA02 4-1

5 MPSV4 SBA-BR

SBA-BR 128 C

C SBA-BR 128 1 128

4-15  
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4-15 SBA-BR 128 MTA35 PP  

  MPSV4  
n/N  [95 ] n/N  [95 ] 

A 46/50 92.0  [80.8, 97.8] 45/68 66.2  [53.7, 77.2] 
C 28/50 56.0  [41.3, 70.0] 42/68 61.8  [49.2, 73.3] 
Y 47/50 94.0  [83.5, 98.7] 62/68 91.2  [81.8, 96.7] 

W-135 44/50 88.0  [75.7, 95.5] 47/68 69.1  [56.7, 79.8] 
N n SBA-BR 128  

 

2 18 2 5

 

 

2 3

SBA-BR 128

 

 

5  

MTA14 MTA02 603-02 MTA76

4-1  

18 55 MTA14 11 18

MTA02 2 10 603-02

SBA-BR 128 GMT 4-16  

4-16 SBA-BR 128 GMT PP  

 

128  GMT 
MTA14  

18 55  
MTA02  

11 18  
603-02  

2 10  
MTA14  

18 55  
MTA02  

11 18  
603-02  

2 10  
n/N 

 
[95  

] 
n/N 

 
[95  

] 
n/N 

 
[95  

] N GMT  
[95 ] N GMT  

[95 ] N GMT 
[95 ] 

A 1479/1480
99.9  [99.6, 100.0] 422/423

99.8  [98.7, 100.0] 617/637
96.9  [95.2, 98.1] 1480 7647.0 

[7186.9, 8136.5] 423 5483.2 
[4920.1, 6110.7] 637 1700.3 

[1512.1, 1911.9] 

C 1445/1480
97.6  [96.7,  98.3] 418/423

98.8  [97.3,  99.6] 518/636
81.4  [78.2, 84.4] 1480  3721.0 

[3407.0, 4064.0] 423 1924.4  
[1662.1, 2228.0] 636  353.8 

[308.0,  406.6] 

Y 1458/1480
98.5  [97.8,  99.1] 421/423

99.5  [98.3,  99.9] 590/636
92.8  [90.5, 94.7] 1480 3015.3 

[2788.3, 3260.9] 423  1332.3 
[1161.9, 1504.8] 636  636.7 

[563.1,  720.0] 
W- 
135 

1437/1480
97.1  [96.1,  97.9] 417/423

98.6  [96.9,  99.5] 578/636
90.9  [88.4, 93.0] 1480  2340.4 

[2145.9, 2552.6] 423 1407.2 
[1232.1, 1607.3] 636  749.8 

[657.4,  855.2] 
N n SBA-BR 128  

 

MTA76 18 55 SBA-BR

128 GMT 4-3 MTA14
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GMT 1/2 1/10  

MTA76 18 55 MTA14

SBA-BR GMT GMT GMT 1/3 1/12

4-17  

4-17 SBA-BR GMT PP  

 

GMT 
MTA76  

18 55  
MTA14  

18 55  

N GMT  
[95 ] N GMT  

[95 ] 

A 193 26.0 
[17.35, 38.90] 1481 252.5 

[220.07, 287.21] 

C 193  5.6 
[4.22,  7.39] 1481  69.2 

[61.14,  78.33] 

Y 193 64.2 
[45.11, 91.45] 1481 211.1 

[188.45, 236.48] 
W- 
135 193  12.8 

[9.34, 17.55] 1481  46.8 
[41.74,  52.36] 

N  

 

MTA14 SBA-BR 128 1 128

A 29.8 442/1481 C 52.0 770/1481

Y 28.1 416/1481 W-135 56.2 833/1481

MTA76 A 58.5 113/193 C 83.4 161/193

Y 45.1 87/193 W-135 71.5 138/193

SBA-BR 128

1 128

SBA-BR SBA-BR

SBA-BR

 

2 SBA-BR

60

2

6 1  

 

 

MTA14 MTA76
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SBA-BR 128 GMT 4-3

4-16

 

 

(3)  

1  

 

 

  

MTA76

MTA76 MTA14

MTA02 603-02 4-18

MTA76

18 55

18 55

PNH C10-005

 

4-18 7  
MTA76 MTA14 MTA02 603-02  

 
MTA76 

18 55  
MTA14 

18 55  
MTA76 

11 17  
MTA02 

11 18  
MTA76 
2 10  

603-02 
2 10  

n/N  n/N  n/N  n/N  n/N  n/N  

 
  60/194 30.9  793/1564 50.7   0/2  0  302/438 68.9   3/4 75.0  333/692 48.1  
a)   0/194  0    2/1564  0.1   0/2  0    1/438  0.2   0/4  0    5/692  0.7  

 
 110/194 56.7  198/1564 12.7   2/2 100   53/438 12.1   3/4 75.0  204/692 29.5  
b)   1/194  0.5    9/1564  0.6   1/2 50.0    1/438  0.2   0/4  0   30/692  4.3  

 
  62/194 32.0  169/1564 10.8   2/2 100   68/438 14.4   3/4 75.0  142/692 20.5  
c)   1/194  0.5    8/1564  0.5   0/2  0    3/438  0.7   0/4  0    8/692  1.2  

N n  
a b >5.0cm c >5.0cm 

 
4-19 603-02

6  
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4-19 7  
MTA76 MTA14 MTA02 603-02  

 

18 55  11 17  2 10  
MTA76 

18 55  
MTA14 

18 55  
MTA76 

18 55  
MTA02 

18 55  
MTA76 

18 55  
603-02 

2 10  
n/N  n/N  n/N  n/N  n/N  n/N  

a) 3/194 1.5  14/1547  0.9  0/2  0  15/439 3.4   0/4  0  77/674 11.4  
b) 3/194 1.5  12/1547  0.8  0/2  0  12/439 2.7   0/4  0  54/674  8.0  

c) 0/194  0   1/1547  0.1  0/2  0   2/439 0.5   0/4  0  17/674  2.5  
 d) 0/194  0   1/1547  0.1  0/2  0   1/439 0.2   0/4  0   6/674  0.9  

N n  
a MTA76 37.5 MTA14 MTA02 603-02 38.0  
b MTA76 37.5 38.4 MTA14 MTA02 603-02 38.0 38.9  
c MTA76 38.5 38.9 MTA14 MTA02 603-02 39.0 39.9  
d MTA76 39.0 MTA14 MTA02 603-02 40.0  

 

  

MTA76  

18 55 MTA14 1.4 22/1582

2 11 18

MTA02 1.1 5/440 2

2 10 603-02

2.4 17/696 2

3 3 5 2 4

 

 

 

 

2

 

 

2  

PSUR 20 2012 1 14

2013 1 14 1,119 99 252

40 102 9

9 6 6 5 5 3
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1

 

Core Data Sheet PSUR

GBS

 

 

  

2005 1 14 2010 1 13 48

1 47 11 19 35

31 48 44

40 1 150 3

7 10

4 4

44  

MMWR Morb 

Mortal Wkly Rep, 57: 457-460, 2008

 

 

 GBS  

2005 1 14 2010 1 13 GBS 64 GBS

MFS 4 42 6

The Brighton Collaboration GBS MFS

42 20 43 7 15 19 28 11 14 7  

4-20 6 GBS 11 19  
 2005  2006  2007  2008  2009  

GBS  8 10 8 9 0 
 316 429 743 763 736 

10  0.19 0.18 0.08 0.09 N/A 

 
6 11 19 GBS

10 4-20
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2007 2008 10 11 19

10 0.11 MMWR, 55: 1120-1124, 2006  

GBS 11 21 1,260

3.5 Pharmacoepidemiol Drug Saf, 21: 

1350-1358, 2012 585 GBS 99 11 18 72

GBS 6 risk 

window GBS 11 18

43 GBS 10 0.45 95 0.24

0.75 11 18 GBS 10 0.55

95 0.41 0.69  

 

  

2005 1 14 2009 6 19 20

11 18 75 60.0 12/20

A 20

17 /

3 1

2

 

 

GBS

 

1 2

 

 

(4)  

 

MPSV4

1982 IMD

2008 MPSV4 IMD

Emerg Infect Dis, 18: 1430-1437, 2012  

1,600

A 14

148,603 17,965 Lancet 

Infect Dis, 12: 757-764, 2012 2011 A
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A PsA-TT

PsA-TT 89.4 2010

10 6.5 2011 1.4

2010 20

A 2011 1,157

A 1 Lancet Infect Dis, 12: 

757-764, 2012 PsA-TT A SBA-BR

4 6 1 8 95

100  [86, 100] Vaccine, 25 Suppl 1: A101-107, 2007  

C Y W-135

IMD A

PsA-TT A

IMD

IMD

IMD

PNH

IMD A C Y W-135 IMD

 

 

 

IMD 70 85

10 15

J Infect Dis, 180: 1894-1901, 1999 N Engl J Med, 344: 1378-1388, 2001

IMD 10

40

Plotkin et al., Vaccines 6th ed, p388-418, Saunders, 2013

IMD 7 21 http://www.nih.go.jp/niid/ja/all-surveillan

ce/2085-idwr/ydata/3222-report-ja2011.html http://www.nih.go.jp/niid/images/idwr/sokuho/idwr-

2012/201252/2012-52-zensu.pdf

Mandell et al.,

 Prinicples and Practices of Infectious Diseases 7th ed, p2737-2752, Churchill Livingstone,

 2010 IMD
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Clin Microbiol Rev, 4: 359-395, 1991 PNH

C5

C5a C5b PNH

MMWR Recomm Rep, 62: 1-28, 2013

IMD

B  , 26: 33-34, 2005 J Med Microbiol, 

53: 657-662, 2004 B

 

2013 2

59 20

BMSA , 

23: 6-11, 2011

2010 5 21 0521 1 0521 1

 

 

2

A C Y W-135
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5  

 

603-01 Stage 1 A C Y W-135

1 g L 4 g M 10 g H

3

SBA-BR 8 A

100 C Y L M H

4-9 W-135 L M H

SBA-BR GMT L M H

4-10

L 58.6 17/29 M 83.3 25/30

H 93.3 28/30 4-11

M MTA76 C10-005 2 55

20 PNH

A C Y W-135

4μg  

 

 

 

MTA76 C10-005

1 0.5mL MTA76

2 55 C10-005 20

2

 

 

6  

1  

2 5

60 20 55 8

2
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2  

 

MTA76

7 4,600

100 0.15 1.3

 

PNH

PNH C10-005

 

 

 

 

 

 
 

 
 

1.  
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2. GCP  

5.3.5.2-1 5.3.5.4-1 GCP

 

 

 

4 2

3
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2  

 

26 4 22  

 

 

  

 4  

  

 25 3 26  

 

 

 

20 12 25 20 8  

 

1.  

A C Y W-135

 

 

 2005 1 2013 3

2013 4 2013 10

IMD 50

B 22 B

 , 34: 361-362, 2013

B IMD

 

 IMD

 

 

 

 

2.  



40 
 

 

 

 

 

3.  

1 0.5mL

 

2

2

 

 

 

 

4.  

1)  

60 2

1 . 4. 6

 

9 23 2 2

2 2

 

 

 

2)  
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1 . 4. 6

 

 

 

 

3)  

1 2

 

1  
 

   
 

 
GBS  

ADEM  
TM  

 
 

 

 
2  

 

2  
  

 
 

 

 
 

 

5.  

1 2

 

m

/ X
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1

2-10

 

 

 

 

 

1 2. 

 

 

6.  

GMP

 

 

 

. 1  

1 1
 

    

11 7  
 

20 1 28 35  30 35  

31 11  
C10-005

1
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.  

8

 

 

A C Y W-135

 

1 0.5mL  

 

 

 




