


120 mg

120 mg
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1. P2

2. P2

3. P3

4. P9

5. P10

6. P11
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1

2016

28 6 2

2

120 mg 120 mg

Calcitonin-gene related peptide CGRP

IgG4

CGRP

1 2 CGRP 3

CGRP 4

CGRP

120 mg

120 mg

240 mg 1 120 mg
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3

(1) 2 CGAN

459 40

1 6 4

120

240 240 mg 1 6

6 1 Migraine Headache Days MHD

18 65

International Headache Society IHS ICHD 3 β 1.1

1.2

1 50

3 1 MHD

4 14 2

ICHD 3 β

120 mg

MHD 1



4

1 MHD ITT CGAN

(N=230)
120 mg
(N=115)

1) 8.6 3.0 8.6 2.8

6 1) 8.3 5.1 5.6 4.4

/ 2), 3) -0.6 (0.2) -3.6 (0.3)

95% 3) -3.0 -3.8, -2.2

1
2
3 p<0.001 0.05
Dunnett
1 MHD 1 MHD

mixed models repeated measures MMRM 6

CGAN 2

2 CGAN

(N=230)

120 mg

(N=115)

n (%) n (%)

0 0

0 3 (2.6)

0 5 (4.4)

149 (64.8) 98 (85.2)

17 (7.4) 34 (29.6)

: N = ; n =

5% 3

3 CGAN

(N=230)

120 mg

(N=115)

n (%) n (%)

5 (2.2) 17 (14.8)

3 (1.3) 12 (10.4)

0 (0) 10 (8.7)

3 (1.3) 9 (7.8)

3 (1.3) 7 (6.1)

5 (2.2) 7 (6.1)

5 (2.2) 7 (6.1)

: N = ; n =
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(2) 3 CGAW

462 42

64

1 3 3

120 mg 240 mg 1 3

3 1 MHD

18 75

ICHD 3 1.1 1.2 1.3

1 50

3 1 MHD

4 1

10 2

2 4

*

a.

b.

c. divalproex

d.

e. flunarizine

f.

g. A B

h.

*

h.

ICHD 3 β
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MHD 4

5

4 MHD ITT CGAW

(N=230)

120 mg

(N=232)

1) 12.9 5.7 13.4 6.1

3 1) 11.4 6.7 8.4 6.4

/ 2), 3) -1.0 (0.3) -4.1 (0.3)

95% 3) -3.1
-3.9, -2.3

1
2
3 p<0.0001 gated testing 0.05

1 MHD
1 MHD mixed models repeated measures

MMRM 3

5 MHD

ITT CGAW

(N=132)

120 mg

(N=137) (N=98)

120 mg

(N=95)

1) 9.2 2.7 9.5 3.0 18.1 4.6 19.2 4.7

3 1) 8.0 4.8 5.9 4.2 15.9 6.3 12.3 7.3

/ 2), 3) -0.3 0.3 -2.9 0.3 -2.2 0.6 -5.9 0.7

1
2
3 1

MHD 1 MHD mixed
models repeated measures MMRM 3

CGAW 6
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6 CGAW

(N=230)

120 mg

(N=232)

n (%) n (%)

0 0

2 0.9 2 0.9

0 1 0.4

122 53.0 119 51.3

34 (14.8) 37 (16.0)

: N = ; n =

21

120 mg 16 13 120 mg 5

(3) CGAP

CGAN

246

65 44

1 12 4

120 CGAN

240 240 mg 1 12

CGAN

CGAN

18 65

ICHD 3 β 1.3

50 3

1 15

8 1

ICHD 3 β
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CGAP 7

7 CGAP

120 mg

(N=120)

240 mg

(N=126)

120 mg

(N=32)

240 mg

(N=33) (N=311)

n (%) n (%) n (%) n (%) n (%)

0 0 0 0 0

4 (3.3) 2 (1.6) 1 (3.1) 2 (6.1) 9 (2.9)

5 (4.2) 7 (5.6) 3 (9.4) 4 (12.1) 19 (6.1)

108 (90.0) 117 (92.9) 31 (96.9) 29 (87.9) 285 (91.6)

39 (32.5) 47 (37.3) 9 (28.1) 7 (21.2) 102 (32.8)

: N = ; n =

10% 8

8 CGAP

120 mg

(N=120)

240 mg

(N=126)

120 mg

(N=32)

240 mg

(N=33) (N=311)

n (%) n (%) n (%) n (%) n (%)

52 (43.3) 61 (48.4) 13 (40.6) 16 (48.5) 142 (45.7)

22 (18.3) 31 (24.6) 3 (9.4) 3 (9.1) 59 (19.0)

17 (14.2) 26 (20.6) 5 (15.6) 4 (12.1) 52 (16.7)

13 (10.8) 16 (12.7) 4 (12.5) 2 (6.1) 35 (11.3)

5 (4.2) 14 (11.1) 2 (6.3) 3 (9.1) 24 (7.7)

: N = ; n =
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4

2013 5

2

5

MRI

RMP
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5

1. 4.

1. ICHD 3

2. 3 1 MHD 4

3.

4.

1

3 3

18
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4) RMP
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