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O ARANCET 2RO BEE &L L TERESNL TV D EMICOWT, LLTOTIC%E
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HRAMRIZ Y 7o o Tk, ZREBEETE DO EMICLLTOT ~F D 5 L8345 60
(TEEEMHT ) o TEREHA] FTOILELTILOEETRE),
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JEOFWNEZ 7 BE) OEH,

@ AHOFEEGEOELEDHWICH T > TUL, LTOTIZEEE L, A ~ZDWT % i
ETERETHDLZEEMRT LI ESINTWVD D, AEIFERTO FEERRIEDF
FERNHIZEIC X D8O (TRNAEREMT ) 7o TANREEHT) 05 L% T 5
HLOEETRE),

7 IEEWEER R BERBEEORMEINGRELZBEICER L TWHRBETHY . £
HOIREZBEYNAT > TH BEAFICKEE X/ LTWD,

A RETEEAGE O F IR B IEOFIEMBIZEDO TN RPN+ I2EF L
FA SIS T & 720,

v A CTBEARR O R R EIEOFIEMHE DO WT 1003 | BAEMEDME < 8 ULk
R TE R,

T RETEEAGEO IR B IEOREMBIZEONT N0, B, IIRIERAZEOE
RN DREEESOBEWEREN H 0 A UL TE 20,

(3) FABREHRITEROREE +0ICBE L, KAREGHE% 3 » A (3ERE%) &8
IR EOFIEMEZFHE L TEROWED B O S NRWIGEIZIE AR OG- F1 1k %
BRETDHZLEINTWDTD, BELiiliz F2hE U 72 BE O 725 S B Al = o 1 ZEAR 2
TEROUENBOONT-ELRE#TDH L,

(4) AEFOFREGEWGHE G EMHNIR GO ZD IOV TRET L, SRR EMERILOHE
K BRI LY B EABICKEZ S 2SR Ro e B AIE, KAlOREH L2558
THZ L,
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REMEEE L EOREARTE 2016 (k2846 A 2 BE#HERE) 2k
W EHWEELOFEAORBEHEEZHNAZ EPRRVIAENTZI 2%
JC EFMERELZEICVNEREBF IR T A0 ICKREFEAMEET A R
FAVEERRTHZEELE L,

S, L X~7 (BRBEFMAf ) ®BA (REL : TAEE— T ETHE
70 mg X)) WZHOWT, FEERBIEORIEMSNCR L THEATLIBEOEES
HERRO LB RBEFERABEET A N7 L TRVEEHELLED T,
ZFOMEHIZE > TIE ATA RTA L ICHOVWTRBESRS LY BEHND
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1. IZT®IZ

G OF N - BEMEOTRFEOTZDITIX, A TEEICE SO EIE2 6 A RD
BND, S5, ITEORFEEFOEMRIC LY | FURESRLS OEFH 2R E RS
EHETLHEELPAREINLIF T, INOHOERLZEICNE L35 BF(CHEEIC TR
THLZENEBROBREL 2> TEY | BREMBIEE &L dEOERFTE 2016 (FRk 28 F
6 A2 HERIRE) ICBWTH, EFMEELEOFEAOREIHEELZNL Z L &SN
TW5,

PR 2 H T 2 EEML, EREASZE T 0 7 7 A WD BFEOEES & 3
LWNCRRDZENDHD, ZOTD, BEROEEEICET ERNSHoE-IND
EFTCOM, YUZERLOBELZMRZTHZ LABF SN BECH L THERT L L
HIC, BWEADN I LB LE s & & 5 2 & N ARE /e — & O B &3 - 9~ E R I
BCHERTZENEETHD,

L7eo T, KA KT ATk, BAREESZNE TICELN TV DEFHEFH -
BRI RMICESE | UTOEERMORKE2ERZHET 2880 D NEREME B X
FROEEFEEZRT,

I, BAA BT A %, MIATBUE NEE L ERERR O, —REFEABR
RS, —EEE N A RERE TS, —REEEAN B ARRR RS —BREEEAB R
AR AR s R OV TE FE B FINEENE N B AR R L8 IR R F2 O 10 b & VERR
L7z,

R L R HEES . TAEL— R FETIOmg 2y (—k4 : T X~ 7 (&fE
THEHL %))

RELRDMETHE . AR FEAE O FIESH]

HELRDAERVAE: @E. RAIIEZ L X~7 GEfaFl#Ez) L LT 70mg % 4
W 1 BIE &S5,

MEREEE: TLAV KRS




2. AR ORI, 1EREF

TAEE—TETFEIOmg Sy (—4 : =L X~7 (EETfz). LT TR
TNy b= B FEENTF K (Calcitonin-gene related peptide : CGRP) = &K

(Receptor : R) (%t T 2B EFHEBEZ b MgG2E /) 7 v —F PR TH S,

CGRPIZREZEM Y 7T I GELHETT 28T F R THY . FEEREOREBAER
WRET OME CTh DH, MIECGRPIREIIFHERBFICAEICHEML, HROBEEE &b
CEFICRED Z ERENTNDHYY, S50, FEERAEICCGRPEZER ST % & F MR
FEAENFHE S, CGRPAN IR OJRR & 72 5 ATREME 2 R 2Y ¥ 5, RANL, #8719
ORFEIIZCGRP-RIZFEART 5 Z & T, CGRPO V7 FIVRELRLE L, FFBREICE
T 5 RERBIEORIEZ MG T 5 Z LRI D,



3. ERPRRE
G IRTEAGREFIC R 21T - 72 B2 R RABR ORGE 2 T~ 7,

ENFEITHEER (20120309505)

[FABR O]

KRN OFEME, ZeEROCHERCBRA BT 2 BT, B ARARENFER
(Episodic Migraine : EM) BEA47361%4 %5 & LI BIEAL_EEHR Y 7 &R BRER
PN EIN4SHEE T FERM Sz,

RESEBOPEIA 7V —=2 78 S8R OX—Z 7 1 VI 24N —EHEM
B, ZO®TGEMMNIEEREEH, 12BN L2 EIHEER - Shi-, k- A
B, TEERBEEHCIIT 7R, AF28mg, 70 mg %140 mgx 481 [E TS
L. $i< EERFESH CIIAAITO mg X140 mgz 48 1B E T#E & S,

FEIEER 1L, —EERBEGHOREZDOINA 4, sSkO6HAH) BT AMA
YER B3 (FEER IR DRV Z > T-BE) OR—A T4 UinbOEkEE &
iz,

(=70 B AL ]

> 20~655% 0 BT A

> A7V —=V7#HoOBRKGI2 AU LRI, BERELEIBFORCHEICE

S% ., [EHFEEER 2 (International Headache Society : THS) (DICHDZE3RRBAIRIZ 4E
LU CHIE Sz FEERE (RTJEO & 5 FsERE SUSRTIRO 72 EERR) OBEEN H
D, BEORENBL VAT TH D

> FYEREHERE . A2V —= /130 A OWE AR ER B34 B LA RS B RS

ThHhH., X—=2AT7 A VHEORERBEP4BU EISARBECTH S
> SRR (R SENR SUIIER SEIRARSENR) MHE . X2 U —= JRi3 0 A MO FEEI5EE
AENISHRBECTHY, X=X 71 VHIBOEREBEN ISR TH 5

728, ICHDE3REBI D 1.2 "k 5 A 8RR | ([Z& D F R M Fro8E K& OVkEs
PERTIR A 5 FridiE (MEBIREF 58%) ORI A AT 5 BEFITRBRIGHAANL SN
IRho T,

€=

[EZhE]

TEFHER THLAMAER A RON—A T U P LOEBIEIRIO LB TH
D | AHI28 mghE, 70 mghE K U140 mghE T7' 7 £AREE & ORI FANE B e R
AEOBENRD T,



K1 GRG0 G4, 5, 6V A BICBIT D FHOHMAERAEON—=AT A4 b
DEAL AR S EEH)

77 v REE 28 mg fif 70 mg Bf 140 mg Bf
(136 f3i)) (66 ) (135 f3i)) (136 i)
R—RT A DA 7.67 7.75 7.84 8.18
SR A% (H) @ (2.34) (2.08) (2.31) (2.40)
4, 5. 6 WHBIZEBIT
%5 A R B K 0.06 -1.19 -2.25 -1.83
DR—=AF A b0 | [-0.46,0.58] [-1.91,-0.47] [-2.78,-1.73] [-2.35,-1.31]
Z{k (H) b
4, 5, 6 THBHIZBIT
BRI AR i -1.25 -2.31 -1.89
DTSR EDE [-2.10,-0.41] [-3.00, -1.62] [-2.58,-1.20]
(H) b
p il e - 0.004 <0.001 <0.001

ar BB VPHYfE B MRYERZE

br BB o THREME T B 0 95% R HEHIX

o WEHE, N—RTA ME, FERTPYEROERRI (HY RS, Ho LEERICHEA] f#
MR L) TIE S ITRBE R O 5-8F & TIE S 7 kB O 22 BAFE M TRt U 7o S I E M
REDRET MICTHRIH LI, ok, MEOLEMZTIRT L5720, HIOITAIE 140 mg #f &
7T B RO ZITV., MEIFNICABR TH o781, WICTOmg #E L 77 B AREEO
ATV, FRHFICABR THo A1, mRIC28mglF L 7T AR EOLE AT 12

IEE MR G-H T, 459 BIAAEK 70 mg XiT 140 mg % 1 EILL EHE &, A3 70 mg
DI EFE ST 270 Bl %5 100 HE% £ TOAMAERBEEOR—2F 1
YN DENMEIFR I DO LBY ThoTe, KIET0mg DAHziE SN 270 FliZI T 5
N—=2 T A WO AR ERBROFHE (EEREZE) (. 7.79 (236) B, HZEF
BT AMFERBHORN—RAT 4 b OBbE CEHE [95%Cl]) 1%, &5 28
HE%, 52 HE%Z KL 100 BE®%R CTENLEI—239 [—2.85, —1.93] H, —2.58 [-3.08,
—-2.09] HKO'—2.77 [—3.26, —2.28] B TH Y, IERZEEH 28 L CREBED—2X
TAUPHOELETHRE L, SIRORREN TSN,



0.0 = DBTP . OLTP AMG 334 Open-label Treatment
" —&— 70 mg QM only (N = 270)
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DBTP : “HEMEGH, OLTP : IEEHRF5H, HER : 95%(EHE XM
1:20120309 REEDOIEERF GHICAEK 710 mg % 1 [BILL EFE SN HBREICE
F 585100 EE% ETOHMFERBRON—2F A b DAL

[Z2]

TEERBREHICRBIT AEEERIL. 7T L REE6T.6% (92/13661) . AFI28 mghE60.6%
(40/66f1]) . 70 mgh£70.4% (95/135f3) . 140 mgh£69.3% (95/137f3]) TR Hiv, Wi
NIPOBET2%LL EICHBNRD DN ERFRIIR20 LB Thole, KEVTDHEE
FEROEEEIZZ L— RFIXI2THY | FECICESTEERITFRDO LN -T2,

HENRAEERIT, 77 BRE2.9% (4/13665) . AFI28 mght1.5% (1/66f1) . 70 mght
0.7% (1/135f1) . 140 mg#£0.7% (1/13765) TRH LN, WTNOEEREFEELRD
HEBFEITIBITH T,

BBREOBERIEICES>THEEFRIL. 77 BRE0.7% (1/13661]) K OAHK|70 mght
1.5% (2/135f) TRDH HALIZ,

BIWERIX, 77 &R #£4.4% (6/1364) . AH128 mgh7.6% (5/66f) . 70 mg#£12.6% (17/135
). 140 mgh£9.5% (13/13763]) TFRH LTz,



F£2 “EHEBRBSHIIBWLTWT OO T2% EICRBENRBO LN HEESR

(R MR R R H)
7T AREE 28 mghf 70 mgh¥ 140 mg#t

(136i) (66f3) (135f31) (13731)
RUGEEDS 40 (29.4) 22 (33.3) 39 (28.9) 45 (32.8)
i 2(1.5) 0 (0.0) 6 (4.4) 7(5.1)
[GEEDS 3(22) 3 (4.5) 53.7) 3(22)
GRS 2(1.5) 3 (4.5) 7(5.2) 1(0.7)
Fif 3(2.2) 2(3.0) 6 (4.4) 2(1.5)
ELCES 4(2.9) 2(3.0) 2(1.5) 5(3.6)
g 1(0.7) 1(1.5) 5(3.7) 2(1.5)
EES 3(22) 0 2(1.5) 3(22)
15 2(1.5) 0 3(22) 2(1.5)
LN W 4(2.9) 1(1.5) 3(22) 1(0.7)
B Bt ¢ 322) 1(1.5) 1(0.7) 2 (1.5)
1 el 55 0 0 3(22) 1(0.7)
EIAPS 1(0.7) 2(3.0) 1(0.7) 1(0.7)
TESTERNL AL BE 0 0 0 32)
ST 0 2(3.0) 0 1(0.7)
fEAR 1(0.7) 0 3(2.2) 0
Hg 0 0 3(22) 0
FEIED E 4(2.9) 1(1.5) 2(1.5) 0
EEIRES 0 2(3.0) 1(0.7) 0
SE 5(3.7) 0 1(0.7) 1(0.7)
M . 4(2.9) 1(1.5) 0 1(0.7)
TS AR 1(0.7) 2(3.0) 0 0

B (%)

FEMB GBI L2EEEZORBEIEIL. 91.9% (422/459 #I) THY . 5%LLE
WCHBE LA EEST, ERER (59.7% (274/459 B1)) . A > 7 =W (16.3% (75/459
). BBK (8.9% (41/459 1)) . THEIE (7.4% (34/459 1)) . WHEEZ (6.1% (28/459
B)). EIEERE. EEdE. BERER (5.7% (26/459 f)) Thotz, ELTITRO LN
Too BEDAZESRIT 2T G (WFHYT, EREE, FEES LEEPR. il rEgseE
E/RIGIRIE, 5 IBHE, BT, VA VAR /58, IREER/RIEE, ~ 1 =
Ny T VTR, B, HEET. IR T, FRE/mmed, FRoE. BEE. KR



=7 Bk, SEHENBAE. O o, ER, KEEE. FAKRES. AR
DEV, U, MR LY A FUEPRHEEMRZE, FEA 16D IR0 ohn, 205 b,

201 (HMMERRE, <A 277 U 7RG 1)) 137888 & ORRBEPEE S
ot BEPIRICESTZAEEFERIT 6 F) (FIRERERETTELE, FLfe, LB PHZEM

SRR, BRORMESENE. FEESE. ALBEMERCBA 1 6]) IEERO b,



E N FEIITEEER (2017060935)
[FABR O]

REIDFIER 22 BET 2 BT, BARAEMBE KO8 7587 (Chronic
Migraine : CM) HBE25661 2 x5 L LI EBER I _EER Y 7 AR E N4
FRCHEM STz,

RESEBOPEIA 7V —=2 78 48R OX—Z 7 1 VENCHE< 24 O —EHEMR
BEH L S, BAE - AEE. AFOT0mgRIT7 IR A48 ER FHRE L,

FEIEER 1L, —EERBEGHOREZOINA 4, sSkO6H AH) BT SAMA
SEHR A OR—2A T4 o b0OEELE SN,

[F 7o RIR AL ]
> 20~655% D BT A
> A7 U—=2Z7HOBE127 AU LRI D, ERERSEITEFO B CREICE
S& | IHSOICHDEE3ARICHEML L CHIE S 4v7= o8 (RTJED & 2 FsasE LAl
KON FEER) OBEERH Y | BAORIENS0R L VATTH D
> REERAEE : A7 V—=V 7 HBHH CTOLTORELEZE S CMXIEM
(a) CMIZ, AFIBEIR BEOSISHLLET, 205 b AR HE L ToOEES
W73 AR R SRR B 20033 HRISE¥C8A LI EE L TERT 5,
(b) EMIZ, HREEER BN ISAERMC, 0O LRAERALKE L COREEL
W= AR R SERE B 23 BRISE¥ 4R L EE L TERT 5,
> UTORBEREEONTNLEZTZT (B A2V —=27 D37 ARNIZEMO
R L CWEGE, N— A7 4 VHICHEMOEEA - S 720l
72570
(a) LUF, CMOE :
SR AMNISAEULET, 205 b_—27 4 VHIMOREFHEE L To
FUEA- 7o EEYR H 238 A LA B
(b) LT, EMDES :
SEFEHNISEREC. TDOHIHL_X—2AT7 4 VHIMORFERAEE LTO
FUEZ - TEER A M AL B

70k, ICHDE3M® 1.2 #iIkDH 5 FEER | (S8 £ 45 A RREM: F88E & OBKER AT
JKZ&fE S FEER (MEENARE FEEE) OBEER 2 H 3 5 BF I TRBRICHA AN D2 h

277,

GRS
(A1)



FEFMEE CTHLARAERBEO =2 T4 U NEDEIZRIO LB THY .,
AHI70 mght T 7 AR E OEITFFFEMICEE R R B ROUENRD b,
FLEEMEOCMOEY 7 7 ) —7 128V C, Month 4, 5. 61281 5 A FEER H
BOR—=ZAT A4 N6 OEAOERANTO mghElZ B0 57 7 B REE L Of/N R VHE

[95%(EHEIX ] DOREMZEIT, EM#EERE CT-1.67 [-2.56,—0.78] H. CM#Ba#E CT-1.57

[-3.39,0.24] HTHY, EM, CM & L EEHZO SHEEMEIZ-1H 2 TEY | BEROICE
%@&Jé#ﬁ)wu&b %ﬂfuo

K3 wERMG 54, 5. 6 VA BICBT 5O ARAIERBAKDON—AT A nb
DEAL AR A M)

77 v REE 70mg
(131 f31)) (130 f3i))
NR—=2F A D H R’ 11.84 12.40
JrEm B % (H) @ (5.70) (5.99)
4. 5. 6 WHBIZEKIT
%Y A [ eEdE A -1.98 -3.60
BDR—2F A4 ) [-2.72,-1.24] [-4.36, -2.85]
5D (H) be
4, 5, 6 THHIZBIT
% ¥ A [ eEdE B ) -1.62
MDOTTEREDHE [-2.52,-0.73]
(H) be
p fiE © - <0.001

a: B PEyE TER ERUERE

b: RB BN EREHIE TEE  95%(E fHIX M

c: BEERE, WEEW O X A 7 (EM/CM) ., FEER TR oM ARE (B v [EMAhAREICER]T, A
FER L) TIE SN2 KPe e O 58 & T8 SN ke O 2 AR TR L= KR @B IR A
MREFNVICTEE L,

[Zat]
TEERBICBITAEEERIT. 7T BAREES8.8% (77/13141) . AHKI70 mghE65.4%
(85/130(5) TR HI, ERFHIIRIOLBY Thoto, KT OBAEEZOEIE
EiXZ7 L — RIXI2THY |, HEICESTZFRIIFBDO N1z,

BELAEERERIT. 77 BREELS% (/13161) . AFI70 mght1.5% (2/130%1]) TR
O LT,

BBREOREHIICESTZHEEERIL, BOLNRNPoT,
BIWER X, 778 R#3.1% 1316]), 70 mght8.5% (11/130%1) TFRH BT,

F4 “EHEBREBEEHIIEBWTWO TN ORET3%LL EICEBNRO LN EEESR
(RN XS4 )

7T AR 70 mght

10



(13151) (130f3)
ERUGEEDN 37 (28.2) 35(26.9)
GRS 6 (4.6) 7(5.4)
(LA 1(0.8) 6 (4.6)
ELCES 4(3.1) 5(3.8)
SEEDS 4(3.1) 5(3.8)
EIAPS 2(1.5) 5(3.8)
T 1(0.8) 5(3.8)
B AR 1(0.8) 5(3.8)
vl 2(1.5) 4.1

B (%)

11




4. HEERIZHOWT

AENPEIR & 72 2 B OBIR K O Bkt OB L, B Thh D 2 L B3RO b,
AR OG- EE e e & LS OREBEZENT 5 2 ENUNETH L, Fiz,
AR OFEIZ LY BEZREWERANEE LZBRICOBEURIE LT 5 2 & N%ERTZD,
UTOO~@DT X T xR BN THERT L& TH D,

O mERITHONT
FEEROFRRE, Rl L T2, Bl 1GE (B35 BEFERODETA K71 220139)
ERAL, AENZOWTOT57285# %A LTS ER (LT o< ERZEHt:>5m) 2
AHNCET HIREOELE L LTEREIN TS Z &,
< ERREME>
UTOREELFHTZ L,
> ERRIFBUSL2EOUIIFHE 2T Liztkic, ERE 2T 2 REBODFEICSE
UL EDERRBRERZIT>TND Z &,
> RAIOZHEHIE %2 EHHINAT o 72 T, BEHEFORIEIZ OV TOH| B & Y]
ATH ZEMTEDH T L,
> FHEAETHORBOREICEHETIUTOFEROEMEORELZALTVD
&,
- BARMRRES
- BARSEE TS
- BANR TS (BENREME)
- B RRA R E
ZRVETETR & OERIO T DIIMRIZIZ X HBRAENSME L LSS YiEhERR U
VTR SRISBE OB 27 5 EERT & B U, MR ) 2 et s T & 2 (R 235 -
TWH Zk,

® BREAOEERRFEREROBEHIZONT

BN E DR - BEMEOHZHBFROEHL, AEELNRELES
W) 725t s & G ERHE 2 HONIT I 2 EEDOERLBEREF . IEHOEFHINE -
TW5H L,

@ BHER~DHIFITONT

Edan U A 7 EFEHE (RMP) O MRS ERICTE SNIZEIERC, EELER
FEESICREE S NIZBIERNI SR L C, SR UL BEE R O EMME 2 A4 5 &
Bl & EHE L BIER OBW-OISICE L TIRER O E 2 X T, BELISHEYZRLEN T
ELIEHINESTVWD 2 &,

12



5. B#EXRLROBE

[ BRIV T
BEDOET ORI STz > TE, UTFTOTRTEMETRETHD Z L E2HERT D,
1. EFEERE S (ICHDHE3R) 2B F Itk a FE L., fikod 5 Tk
D7V R OFEN A ICEREIRR L D, UIBERERCTHDL Z N

RS TW 5,
2. AR OEEBREGRTI3 A L EIZIBWT, 17 A HY o FiaE B4 H L E
Th b,

3. HEIR, BATEORE, MIEAEOHER, A ML A XU A v NMEOIEERWIEE R
ORSERBEIEOSMEIIEEEZBEICERL CWHIBRETHY, TNLOIEES
BWUNAT> TH AEAEICELZ LTV 5,

4. RHETRUAGR O RERBEIEOREMGIEE (07T /) v —/VIGERE, L7 o g
FTRU DL v AU DURREE) OWT s, TieO~@n 5 Ho 1Lk
DA I o TR UM T E 220,

O BEB+ZIHE LR
@ EAEMEIMEN
@ T, XIBEWERAZEOBAN DEEE~DORNEEDRH D

(B 5 offkfE - Hiklicon ]

KA EHITER OB E + 7 CBE L, KRG RE%3 VA G ERER) &
B ZIIRR EOF M2 51N L TEROBENTRD HILR2WEEITIE, AR S
HIEEZBET L2 L, $20% b EHMIICERSMROETICOWTHRET L, 58FE
FMERBOWEE - BHEICL Y BEABICKEL X8R o BT, KF
DOEERIEEEZBET DL &,

¥, BARNZSR L LIZERRERICIBW T, AFIO 100 28 2 568 R
ECAAN
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6. BEIZELTEETREEE

1.

AREND R Z% LIBBUEDBEFERE DO &H 2 BEFEIZ OV TIAFI OB ENEZR TH
Hlz, BE LW &,

2. 7%74?#&—\m%ﬁﬁ FHEFEOBEEBEBUERIS S HE STV
%o, BEEZTSIITO, BEPREOONHEICIRELZELICHIET 2L
WU B AITH 2 &,
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