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EFE L OFNE - BEMEOHARDT-OITIE, TR TEZICES W @B IERERN KD
bND, b, TFEORZEMMOESRIZ LY | SLEERLSE OB HERES
AT OHEELNDARINAIF T, INHDOERLZEIONE L I 5 BEICHETICHREE
THZENRBORBEEL o> TRY, BRFEMBOEER & YEOEARTTEF 2016 (Fhk 28 4
6 A2 BREEIRGE) IZBWTH, BEFHERREOFERAOKEMHEELZNLZ L LS
T3,

FHERARF 2 AT 2 EEMT, BREASE 2T 1 7 7 A VW RBEFOESE M & B
BNNCRERRDZERDD, ZOTD, AR ONRZEMICET 2ERN+oEREIND
FETOM., YEERLOBELZMZITE I RSN BEICH L THERATSE &L
BT, BIVERNRI LBIC MBS g & 5 2 & SRR — B DB % i 1= 9 = i
BCHEATIZENEETH D,

L7eRoT, KA RT4 Tt BARBEECINE TIZE LN TV DEFIESH -
B RMICESE | UTOEERROREERFERZHET 2850 D LEREMF, Bx
FROEEFEEERT,

I, RKHA KT A 0k, MISITBUEANEIE L EFRERRAHE, —MREFEARR
RES, —EEEAN B RER S, —REFEABARNR TS, —BRAEREANBER
Mt B e R OV B FE B FITEBIE A B AR R IE NIREF= OB IO b L 1ERK
L7z,

RBLERDEREE: TATE—THETETOmg XY (—f4 . = X~<7 (Eis
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2. AFIOKE, 1EAHEAT

TAEFEE—F R TFEIOmg Ly (—&4 : =L X~7 (EFlE#x). LT [ARH))
WAy b= s T BETF K (Calcitonin-gene related peptide : CGRP) 7&K

(Receptor : R) 12X DB TH# 2 B MgG2E /) 7 0 —F LVHETH B,

CGRPIIBRESZAM Y VT NMREEZ T T 5T TF R THY . REREORIEATE
WZRET 2 ME TH D, MIFCGRPIEEIIABRPICHERICHEML, BHROBEB L &b
WWEREIZED Z ENRENTWAY Y, &5ic, FEFBREICCORPEHRET 5 L FHER
FAENFHES L, CGRP FTEER DJRK & 72 B AlgEME 2R+ 52 9 5, RANX, 38O
DU RANCCGRP-RICHE AT D2 & T, CGRPD Y /I GERE L, FERAEICE
VB ERREFBEORIEZIEIT 2 Z R B s D,
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ENBIFEEER (20120309545R)

[FRBR O]

AEIOFE, REMEEROCHEKGBRZRFT 2 BT, AARAREMREE
(Episodic Migraine : EM) BFAT3IBIZ x5 L LI BIER{L —EER T 7 & AR REER
DAEINASHERSE CHEM S vz,

ERE3RMOMEIA 7 V—= 7 H ARFDOR—2 T 1 UHICk < 248N _EER
BEH, FORTIGAMMNIEERERSH, REMILZEMEEAEE S, AE-
B3, _HERBREHTIIT T BR, AF28mg, 70 mgXiE140 mgx 4EIZ1[E K T# 5
L. < EEREGH TIIAFT0 mgXiX140 mga 4B IZ1EI K THRKE L =iz,

FEMEER L., —EERBEHORKOIVA 4, SERO6HAR) BT AMA
FEREE (FEBEXIIFEREORVPEZ oK) ON—RAT7 A4 U RbOEEL S
i,

(72 iR AL ]

> 20~65m D BTt

> A7V —=V7H ORI AL LRI D, EEREEUIBEZE OB CHEICE

S% . EBERFEYS (International Headache Society : THS) OICHDES3hRBIRIZ YE
LU CHE Sz FEER (RTIKO B 2 A BER XUTRIIED e W ERR) OBED H
V. BAIORFENZRLVEITHD

> FEERMEE . X7 UV —=JHi30 A O A MR R B34 B LLELS B R

ThHY, X—RAT7 A HEO IR B 4B L LIS AR TH D
> B (FEER SUIIE N EERARERRR) HAE - R U —= U3 A FOYYER
BENISARETHY, X—2 74 VHHOER BN ISAERBCH D

723, ICHDE3RBIRD (1.2 RiIKD B 2 FEaRE ] (28 F 5 7 RRE M A B & Ok
PERTIR B 5 FEER (MEBREL A EER) OBAREZA T2 AFITRBICEAAN LN
BT,
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TEIMEEE CHHAMAEBEAEOR—RAT AL U NbOBLREIZIRIDOEBY TH
D | AHKI28 mghE, 70 mghE R M40 mght T7' 7 B ARE & OZEIIHEFEICE Bl FEE
HEOBENRD b,



#£1 BE5BIE B4, 5. 6V ABIZBIT 5 FHOHMABERBERON—XT 14 )b
DAL (B YRR RER])

A Y 5 28 mg A 70 mg & 140 mg &
(136 Bi) (66 ) (135 #) (136 #)
NR—2F7 A4 DHBF 7.67 7.75 7.84 8.18
Bm A% (B) ® (234 (2.08) (231 (2.40)
4, 5. 6 A BIZRT
2 A A EER B 3 0.06 -1.19 225 -1.83
DRX—Z2F A L NHD [-0.46, 0.58] [-1.91, -0.47] [-2.78, -1.73] [-2.35,-1.31]
ik (B) >
4. 5. 6 WA BIZBIT
%) H A EE R B -1.25 231 -1.89
DTTEREDE ) [-2.10, -0.41] [-3.00, -1.62] [-2.58, -1.20]
(R) be
plEe® ) 0.004 <0.001 <0.001

a: FEY  EHE TE . EHREE

b: BB B/NFEHE O TE  95S%EEXH

o BERE, R—X T4 VE, FERTHEOERRE (v [ERF], Hv LERIZER],
FAREZ L), PESHERERORERE L TIE SN KBRORZA/EA CHRE L KIERIERE
BADRETMCTER L, B, REOSZEUZAET 720, HIDICAIE 140 mg L
T RBEOHEZITV., HAFICEE TH-HEAIT, RICT0mg #& 7 T B ARBED
ATV, BAZHICEE Cho2HAIE, BRIZ28mg#ts 7' 7 B RBHDOLLEEZ{T o7

HEEMRBELITIL. 459 BIAIE 70 mg XL 140 mg & 1 EILL B G S i, AFK 70 mg
DHFEEENTZ 270 BT 515 100 BHE% £ ToOHABFERB#EOR—2F A
VINHOBLEEFR 1 D LBY Tholo, A 10mg DAZIRE Sz 270 iz BT 5
R—2 T A EEO A AR AR OFHE (RERZ) 1. 779 (236) B, UEH
CBITLABAEBHEOR—2T A4 0 bOELE (FHE [95%CI]) 1, #5 28
%, 52 BREEO 100 BE% cEhLEN—239 [—2.85 —1.93] B, —2.58 [-3.08,
—2.09] BRI —2.77 [—3.26, —228] B CH V., IeRrFEGHzE L CRRBRED—2X

TA UL DEBLETHER L.,

PR DFFRMEI R ST,



0.0 : DBTP . OLTP AMG 334 Open-label Treatment
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DBTP : _EER%EH, OLTP : FFEHRESH]. Mtk : 05%EH XM
1 : 20120309 RERDIEE B GHNAI 70 mg & 1 BILL G SN lREICE
T 55 100 BB ECOAMAERBERON—XT 1 b DAL

[ZatE]

CEERIBEEHICBITARERERIT. 7T B RE67.6% (92/136/1) . AFKI28 mght60.6%
(40/66f51) . 70 mghE70.4% (95/1354) . 140 mght69.3% (95/13761) TREH HIL, W
NOEET2%L LICEBERBO bNZERBRIIFK2OLEBY Thole, KEHDDOHRE
HEOBEEKEIZZ L— FIXI2TH Y, HEIESTZFRITBD N7,

EERAEERIT. T ERER2.9% 4/13661), AF28 mght1.5% (1/6661), 70 mght
0.7% (1/135%) . 140 mg#£0.7% (1/137#) TRO LN, WTNOEEREEELD
EERAKITIBITH -T2,

IERIEOFEDIFICE A ERERIL, 7T ERE0.7% (1/13661) K OAHFI70 mght
1.5% (2/135f) TRH bz,

BIWERIZ. 7T & R EE4.4% (6/136H)  AHK28 mght7.6% (5/6641) . 70 mgh#12.6% (17/135
#) . 140 mgh¥9.5% (13/13741) TREH b,



#2 “HEERBEGHICEW T T NAORE C2% U LICHEALBD N AEFR

(Z MR R B EE M)
77w REE 28 mgff 70 mght 140 mgh¥

(13641) (6641) (135f1) (13761)
- uEEE% 40 (29.4) 22 (33.3) 39 (28.9) 45 (32.8)
{E i 2 (1.5) 0 (0.0) 6 (4.4) 7(5.1)
MHBE S 3(2.2) 3 (4.5) 5@3.7) 3(2.2)
HEE 2 (1.5) 3 (4.5) 7(5.2) 1(0.7)
e 3(2.2) 2 (3.0) 6 (4.4) 2(1.5)
BIBK 4(2.9) 2 (3.0) 2 (1.5) 5 (3.6)
R 1(0.7) 1(1.5) 5@3.7) 2 (1.5)
B& 3(2.2) 0 2 (1.5) 3(2.2)
b2 2 (1.5) 0 32.2) 2(1.5)
f I NT W 4(2.9) 1(1.5) 3(22) 1(0.7)
ek 3(2.2) 1(1.5) 1(0.7) 2 (1.5)
H e SR 0 0 3(2.2) 1(0.7)
A A% 1(0.7) 2 (3.0) 1(0.7) 1(0.7)
VS ERALALBE 0 0 0 3(22)
R E 0 2 (3.0 0 1(0.7)
1R 1(0.7) 0 3(2.2) 0
HIg 0 0 3(2.2) 0
EEMED E W 4(2.9) 1 (L.5) 2 (1.5) 0
AR 0 2 (3.0 1(0.7) 0
GIEpR 5(3.7) 0 1(0.7) 1(0.7)
Wi B 42.9) 1(1.5) 0 1(0.7)
SR AL SR 1(0.7) 2 (3.0 0 0

B (%)

HERBEHNCRIT2AEERERORBREIGIE. 91.9% (422/459 f5l) THY | 5%LL Lk
WCHRE L-BEELIT, LHER (59.7% (274/459 B1)) . A > 7 = (16.3% (75/459
1)), BiEsE (8.9% (41/459 f51)) . & (7.4% (34/459 #i)) . MHEAZK (6.1% (28/459
B)) . EREERE. EEEE. BERRE (5.7% (26/459 fil)) ThoTr, FEILITERD Bhisho
Tro EERAEERIT 2T H (AT, WERR, FEH AR, HiERR
E/RBIRE, FEEIEGE. FEY. VA AR A/AER. WER/RkE, 1 =2
Ny T 7RG, B, BB, BT E, MWRMENE, FWE. B, KIBR



U—7", Bk, BEENBIRE. 5 oW, BEKL, BEHRE. FARBG. AR
DFEV, I, TR LU A ILENBEIEMRZ, A 18 ISR b 205 b,
26 (HmMEIGRE, ~ A 227 ) 7RG 18 13a8REE & ORRBERIETE S
Bhole, WEPILICESTEAEFRIT 6 F) (FIRIRERETTELE, YL, P& B
A, BIRMER. AR, ABEERZAS 16D ICRB0 biviz,



EN B IIHER (20170609585k)
[RBROBE]

AR OENER O ZE2MEZREFTT 2 BT, AARAEMBAE K OB/ 80H (Chronic
Migraine : CM) EE25601 % %5 & LT EER{L —EER Y 7 B A X R E N4
B CEm I,

KESHRBOYIEIA Y V—=07# 4ARMON—2 7 4 Ik < 24RO _EER
BEH L ENT-, BIE - AR, AFDO70mgXiT 7 7 R 248 1EE THRE Lz,

TEHMEER L., —EHERBREHOREBEDOINA 4, SERO6HAE) BT AMA
R BB DON—RAT A Vinb OBRLEE Iz,

(72 IR L]
> 20~65m D BT Lot
> AJV—=VZ7HOBRRI120 ALLERTIN G, EFGREIIAEOH CHEICE
S& | THSOICHDZERIZHERL L CHIEE SN - 8RR (RTJED & 5 78RR X IXRi
KON FTEERE) OBEERH Y | BYIOFRIEN S0 L VATTH 5
> FERRBEE : X7 V—=2 7R3 A TOLLTFDEEEIZE-S < CMXIIEM
(a) CMIZ, AMEERE AR ISALLET, Z0)> bREAR ALK E LCoREER
Wi AMAEER B E3 0 A CRALILEE LTERT 5,
(b) EMIZ, AMBRBEPISHRM T, 205 bREH AL L TOEHER
Witz AR A EER B 5330 ARSEYC4RLIEE LTERT 5,
> UTORBEREEOWT U EZHIZT (fl: 27V —=7 D34 ARNIEMD
EMEZT - L CWEHmE, N2 74 VI CTHEMOEEZ 7= S 2T hud
72 B720)
(a) LT, CMOES :
SR AMNISALLET, 205 b_—2 74 VHHOFERBHE L TO
UL - TERAN8ALLE
(b) LL'F. EMDES :
BURANISHRE T, FOHIBR_R—2T5 (4 VHIRIORFERAKE LTD
KR TEEm A S4B Ll b

72¥ . ICHDE3MR D 1.2 "k 2 F AR | (& F 5 7 BN 8RR & OBMERTERT
JeE& LS FEER (MEBIARE A 8R) OBERZE T 5 BE T BRICHEAAN B H

27,

GEESD
(A 2hE]



TEFMMIAEE CHLAMABERABDOR—AT 4 Vb DERLITRIDLELBY THY .,
AHN70 mght T T B ARFE L OEITHEHFNICHER R IR A HOBERIED bk,
FFEMEOCMOEY 7 70— 18T, Month 4, 5, 612351} 5% A M 88 B
BORX—=R2FA4 0 DOEACORFNT0 mghlc BT 57 7 v A#E L OF/N_FEEE
[95% IS AR ] DOFEEIZ=IZ. EMIEBRSE T-1.67 [—2.56,-0.78] H. CM#KERFE CT-1.57
[-3.39,024] HTHY, EM, CM & bEMZEDO RHEEMEIZT-1HZ TEY | BRIZE
EZOHDHENBD LN,

3 BG4, 5. 6V ABIBIT2EHDOAMABERBEORN—XT 14 b
DAY (BRI SEM])

77w REE 70mg Bf
(131 i) (130 #1)
NR—RF7 A4 DAM 11.84 12.40
JreEm A% (B) ® (5.70) (5:99)
4. 5. 6 TABIZEKIT
LI A AEETRE B -1.98 -3.60
BON—RF A M [-2.72, -1.24] [-4.36, -2.85]
b0 (A) be
4, 5, 6 WA BIZEBIT
5 ¥) A [ A 8RR A i -1.62
BOTTEREDE [-2.52,-0.73]
(H) be
pfE® - <0.001

a: B EHME TR IEEREE

b: FEE: BN FRIERME TE : 95%EHEXME

c: WERE, REEROZ A 7 (EM/CM) . FEERTHEOFEARE (b UFEHAFAEECER]. #FH
L), PESNZERRORERE L FE SN KR BVEH THRE L ERERBIRES
PHREFIICTEHLE,

[Z2 2]
TEERPICBITDEEERIL. 7T BAREESS8% (77/13141) . AHIT0 mghE65.4%
(85/13041) TR LN, TRELKITIRID LB ThHolz, REDDEEEROEE
EBi3Z L— RIXI2TH Y, REICESTZFERIBO LN -T2,
HERAERERRIT, 778 RELS% 13161), AHFI70 mghtl.5% (2/130%1) TR
W Hiiz,

IRRIEOREFILICESTZFEFLRIL, Bobohihol,

BIWERIX, 77 8R83.1% (4/131641)), 70 mghfs.5% (11/130%1) TR biviz,

F4 —EERBRESHICBOD T TNNOEETI% EIZEANBD b A EESL
(MM R SR EEF])
A Y £ 70 mght

10



(13141) (130%1)
_EnHEEARZE 37 (28.2) 35 (26.9)
HER 6 (4.6) 7(5.4)
E% 1(0.8) 6 (4.6)
BIHR 4(3.1) 5(3.8)
WEER 2 4(3.1) 5(3.8)
A% 2 (1.5) 5(3.8)
TH 1(0.8) 5(3.8)
(FRER e TN 1(0.8) 5(3.8)
HE 2 (1.5) 4(3.1)

B (%)

11




4. FEFRIZOWT

ARFN DG & 70 2 B ORI O GHke OHIWTE, B iThnsd Z &Rk b,
KR ORGP BEE 72 FBR & N DA OFRREBZER T Z EBXMNETHD, ik,
AHNOFEIC L EEZBEWEANRKE LI b @O et gd T2 2 LN NERZD
LUFDO~@DFT XTI\ THERT22&ThH 5,

O MRIZOWT
REJROIRRE, il & T#%, W 1hE (25 . BHEROBDET A K71 220139)
ERAL, AFNZOWTO+07midcdAd LD ER (LT O <EREML>EZRR) 28
AENCBET HIBEOBELE L LTHRESNTWS T &,
< ERTE >
LLToOREEERFH-TZ L,
> [EAMGRFFESE#2FEOIIFHEZ KT Liz%ic, BFE 2T 2REORERICSE
U L DR ZIToTCWAH T &,
> AFIOZEHIE Z EINIT > 12 LT, BEHKGDRIEIT OV T ¥ W 253 )
WITHZ N TE B L,
> R ETOIRBAODEICEETAUTOZEOEMEORELZAL TN
&5
- BAMRES
-H$@F%A
- BARNRES (RENRIEME)
. EZFHEZI?EFﬁ%ﬂ?—A%\
ZRVEBRTR & ORI D7 DICMRIZIZ K A IRESMHE LRI LB, Yikiiak
SEBEERRSE OB 2 2 EAD & EHE U, MR CE )RS T & B R 23 o
TW3Z &,

@ PBENOEERLEREEOEKHNIZOVT

AR EEN D OFIME - ZEMESEOERZNFROBEES, FEELNRLE LS
W) 2% i & AR %%@%ﬁLﬁo_&#@Eimhﬁﬁﬁfﬁﬁ®¢ﬁﬁ%o
TWBHZ &,

@ BIERA~DIRIZDONT

EFER ) A7 EHEEE (RMP) OREMRHFEIZDE SN BERC, EEALA
BOTER S IC R S LB ERNC R LT MR U B E R O M 2 B3 5=
i & U, BIVER OB RIC B L TR OB 2 21T, B b ICE R 0@ T
X DEEINESTNDZ &,
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1. ERRERSH (ICHDFE3 M) 2251+ E £ L., fiko b 5 Ak
D72\ ERRE DFAEH H _@ﬁﬁkﬁbfwé\ﬂi@ﬁﬁﬁffhé_k#

MEINTWA
2. AFlOREGEMERIBI AU EIZBWT, 1A S0 O FEER BN EH48 L E
THh b,

3. HEIR, RAVEOTRE, BEAREOHR, 2 L AR U Ay MEOIERYERIER
ORBEREEOAEIFREZBICER L CWI2BETHY., ThODIEEL
HENCAT > Th BEAFRICKEL X2 LT3

4. FETEAROAERBEOREMHIE (e 77 ) n—VGRE, L7 ik
TR DL v R DUEBESE) OWTnd, TRRO~@D 2> H0 1 2Lk
OHEMIZ L o> THERAISH T 20,

O BER+HIBE NN
@ BEMEIERN
@ &, MIEWEAZ OB AN D RZEE~DRNBENRDH D

[# 5 offsE - F1kizonWT]
ﬁ%l BERITER OB E +5I B L, AEREGBA% 3 1A QG REEER) &
IR E OB Z TN L TEROUENR D LN WEEIZIE. KEloks
EPE%%E%:Té_&O 727 0% BRI 5k OB _ou\ﬂﬁaﬁb\ GV
FAEFBLDELR - BIFEIC L Y A RAERICKE SR & 72 372 RoBaITid. AH
DEEFRIEEEBEETDI L,
7B, BARANEZRNE L LI-BRRREBRICW T, A%l 100 HE 28 2 568 Rk
ESAAN
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6. IR LUTHEETNEHE

1. AHIDO R UIBBUEDBEERED B 5 BEIZ OV CUIABIORENEE TH
57, wELBRNZ L,

2. T4 Txv—, MEZRE, ERBEOEERBBUERISVSHLE S TH
5, ﬁé%+”:ﬁw\A VDR ONTEGBIITREEZEBICPILT 5728
ﬁ@J TRAEEIT D Z

3. @Aﬁf(%%%\ﬁﬁ MGz R O Lo R%E) ZESERRH LD
Mé_&m&éo§<@E%fi\iﬁ®@@&€%:%ﬁﬁéo
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