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1. 1ZEBHiT

EEHOENME - BREMEOHER DO T2 DT, RAAESICE SV EEERERNKRD
bId, Sbi, TEOREEFOESIZ LY | FUAERREOEF IR IEREAF
EETHEERLDERINSGF T, INoOEERLZEICNE L3 5 B ICETNCERE
THZENEBROREL 2> TEY, RFMBUEE & WEOEATTE 2016 (AL 28 £
6 A2 BEFERE) KB\ ThH, EPMEERREOFEROREEEZNLZ L L Eh
TwWa,

FHRERBE 2 BT 2EEMT, BRERAREEWN T v 7 7 A VBRBFOER M L B
BINCERBZEND DB, ZDH, EEROCRZEMICET2ERN+oEEIND
FCOM. UZEELOBELBIZTDZ ERYF SN BEICTH LTERT L &
B, BIWERNRR LI BRIOUE xR E & 5 2 & N EE7e— & OB i 7= T E R
BTHEATZENEETHD,

LT, AFA KT TiE, BREESLINE TIZEONLTWHEFIEEH -
B2HRHICESE | UTFOERGLOREZHERZHET 28BN D LEREMF, B2
FROEEEREE T,

I, RAA BT A 0%, MITEEAEEREREISAOEE, —REEEANBR
MRS —FEEE AN A AR RS, —WEEEA AARNRES —BEEEAR R
At R 2 R O EIEEFITEBINE A B AR ME NIRRFSOH I Db & FRK
L7,

MBRERDEREML : TAETE—TRTEIOmg R (—4 = X~<7 (&
FHAHEZ))

HEERHPREIDE ©  AEBERFBEIEDRIEHNH

WerhABERUAR: BE. FAKETLX~T EETHRBEZ) LT 70mg % 4
EENC 1 B THRET 5,

BERTEEER: TV HEHE




2. RFIORE. 1ERBF

TAEE—T R TFEIOmgNY (— %4 =L X~7 (B, BLTF TEH))
ANy b =B EFEENTF N (Calcitonin-gene related peptide : CGRP) &4

(Receptor : R) (X9 2B FHR# X B NgG2E /) 7 n—F VK TH B,

CGRPIZEEZRFMEY VTN EZFH T 5WBETF N THY . AEROREER
WEHET2YETH D, MFECCGRPBEITAFIRPICERICEBINL, BROBHE L & b
WEBICREDZENRENTNDY?, &bi1c, FEEBAFICCGRP2H 545 L AR
FMENFHE S, CORPAFIEEREORR & 72 B AIREM 2 /R4 23 9 5, AFNL, 3051
ORFRANCCGRP-RIZFEAT D Z & T, CGRPD U 7V VmiEATRE L, FEERAEICE
F 2 RERBIEOFELZMGIT 5 2 L3 iRF S5,
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3. BREERR
BERRFEATRERC R 21T - = E R BARRBROE =T,

ENFEIHERER (201203095K8%)
[FHBROHE]
AENOFE, BEMERCRAERISEAREZRFTT2 BT, BARAREMERER
(Episodic Migraine : EM) RBFA73F| 2 x5 & LI EEA L _EER T 7 AR5 Rk
DEPN45HEER TEM Sz,

EEIHMOMER 7 V—=0 78 4R ON—R T 4 VEICER 24BN ZEER
BEH, TORTGAMNESHFZEY., REMIZEMEEHHEER & S, Ak A
BiX, —EEREBESHTIET TR, A28 mg, 70 mgXiT140 mgZE 4B IZ1EIE TR S
L. ft< FFEMRBEH CIIAAT0 mg L1140 mg# 4RIZ1E L THE & iz,

FEEEA L., —EERBREHOR®RDINA 4, SEU6HAR) o5 AMA
R B (FERBUIAERORVWHNEZ 7)) OR—ZA T4 o NoDELELE &
nic,

[ 7R B v ]

> 20~655 D B T Aotk

> R )=V SHOBEIN B LRI G, ERIMESUTAE O A DR EIC
S, EEEEBSS (International Headache Society : THS) DICHDEE3fRBIRIZ YE
L THE SN FER EIk0H 5 AR UTRIRO 2V R EER) OBEER D
V. BAIOREN L VAT TH D

> RERHEE : A7V —= 7R3 A OFH A MAEEBEP4H LA 158 KR
Thy, XN—25 4 HEORERBEBN4BLLEISERGTH S

> BEfR (IR XOXIE A EERARERR) M . 27 ) —= 30 A R o LR
BENSISARBECHY, N—2 T A HABOIER BN 1SARBTH B

728, ICHDEIREBR D 1.2 5k % 2 A EER | W& T 5 RN FreEsE & OV
PERTIR &£ 5 AR (BMEENAREY T BESR) OREER A2 H T2 BFITRBRIHEAAN B
o T,

[#R]
(A %]

FEIMEE CHAOAMAFBEBRAKON—RA T4 VInbOELEIIRIO LB TH
D AHI28 mght, 70 mgBE R ON40 mghE T T AR B & OEITHEZNCHE B AR
B DY ENRRD b,



F1 BEBMEB4, 5, 60 HBIZRBITAEHOAMAERBEON—RAT A b
DEA (BRI S22 )

PAVA 4 28 mg Bf 70 mg # 140 mg #f
(136 1) (66 %) (135 5l (136 )
R—=2T A DORAMA 7.67 7.75 7.84 8.18
SR BE (B) ® (2.34) (2.08) (231 (2.40)
4. 5, 6 WA BIZRT
%) A M A ERTR B3 0.06 -1.19 2.25 -1.83
DR—2F A pbo | [-0.46,0.58] [-1.91,-0.47] [-2.78,-1.73] [-2.35,-1.31]
ik (B) b°
4, 5. 6 WA BB
LB A MAEERE B -1.25 231 -1.89
DTS EREDE ) [-2.10,-0.41] [-3.00, -1.62] [-2.58, -1.20]
(B) >
piEe - 0.004 <0.001 <0.001

a: BB EHE TR ERERE
b: BB RN REHME OTE : 9O5%EEXM
o WEHER, N—RT A E, FEBTHEOERRE (bo EAS]. Hv BERICER]
FARR L), PESNIRER VRS L TE SN EROZ A THE L - REERT
BEDRETTNVCTEH LE, 2B, REDZEMARET B0, IDICKE 140mg R L

T TR RO ATV, REFFRIC

ETHo7BAI1E, RICTOmg BEE 7T RO

ATV, BRI FRICEB THhoEEIE, BEBIC28mgBEL VI ARB OB LRITo 7%

FEEMRB S EICIX, 459 BIAAEE 70 mg L 140 mg % 1 [AILLERE S, A3 70 mg
DHEFEE SN 270 FICBIT 55 100 B ETOARBFEREEDR—R T4
YOBOEEIIR I DERY Thol, KK 70mg DA EE N7 270 BlZHBIT 5
NR—2 54 RO H B AR B BOFHE EERZE) X, 779 236) B, H5ZAEH)
BT AAMAER BEON—Z T A4 b OEE (FHE [95%CT]) X, &5 28
R, 52 A% LK 100 B% CENLEN—239 [—2.85, —1.93] A, —2.58 [-3.08,
—2.09] BRO—2.77 [—326, —228] BCHY | I ERBREHNE2BL CRBED—2R

TAVPODOEETHRE L, 2ROFFHREI RSN,



0.0 - berp - OLTP AMG 334 Open-label Treatment
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DBTP : —EERELGH. OLTP : FEHRIESH, HHR - 95%EHEXM
1: 20120309 RBROIEERBESHICAIE 70 mg % 1 BILLER S S HBRE IR
T 5%E5 100 HM#EE COAMABERBEON—R 514 b0

[Z2414]

TEEREBREIICRBIT 2EEERIL. 7T B REE6T.6% (92/1364) . AH128 mgEE60.6%

(40/66f1) . 70 mghf70.4% (95/135%1) . 140 mg#¥69.3% (95/137%1) T Eh Vgt
DO T2%LL LICHRENBD b ERBFHIIR20 LY Thote, REDOEE
BHROBEEEIZZL—RNIXR2THY ., BLEILE-ZERITAD E»?(Lfcﬁi))o 710

BELAEFRSIL. 7T B REE2.9% (4/13605) . AFI28 mghtl.5% (1/66651) . 70 mght
0.7% (1/1356) . 140 mg#£0.7% (1/13761) TROLOLNTNR, WThOBELRAFEELT
ZEFBITIBITH > 77,

BREOBREDRIEICESTHESRERIT, 77 BRE0.7% (1/13661) R OARHE70 mght
1.5% (2/13561) THH LN,

BIERIX, 77 & R EE4.4% (6/13641) | AHI28 mghE7.6% (5/6641) . 70 mg#¥12.6% (17/135
B) . 140 mgh¥9.5% (13/13741) TED bz,



F2 TEEREBESHIIBONTWT N T2% LICERBRBO b N-AEESR
(R MR AT R SR EEH])

7S R EE 28 mght 70 mgh¥ 140 mg#¥

(13641) (66H1) (1354) (13761)
EIHEE 40 (29.4) 22 (33.3) 39 (28.9) 45 (32.8)
A 2(1.5) 0 (0.0 6 (4.4) 7(5.1)
LGRS 322) 3 (4.5) 5(3.7) 3(22)
R 2(1.5) 3 (4.5) 7(5.2) 1(0.7)
k) 3(2.2) 2 (3.0) 6 (4.4) 2(1.5)
BB x 4(2.9) 2 (3.0) 2 (1.5) 5(3.6)
LR 1(0.7) 1(1.5) 5(3.7) 2(1.5)
B 322) 0 2 (1.5) 3(2.2)
BTy 2(1.5) 0 3(2.2) 2 (1.5)
A TN Y 4(2.9) 1(1.5) 3(2.2) 1(0.7)
Rt 32.2) 1(1.5) 1(0.7) 2 (1.5)
A N ER R 0 0 3(2.2) 1(0.7)
n% 1(0.7) 2 (3.0) 1(0.7) 1(0.7)
TSR AT S 0 0 0 3(2.2)
JRER 0 2(3.0) 0 1(0.7)
IR 1(0.7) 0 3(2.2) 0
Hig 0 0 3(2.2) 0
BEMED E WV 42.9) 1(1.5) 2 (1.5) 0
EARES 0 2 (3.0) 1(0.7) 0
b 53.7) 0 1(0.7) 1(0.7)
m L 42.9) 1(1.5) 0 1(0.7)
TSRO TR 1(0.7) 2 (3.0) 0 0

B (%)

FERBEHICBIT 2EEEZORBEIGIL, 91.9% (422/459 B) THV ., 5%LE
IR LA EEST, _EWHEEEL (59.7% (274/459 1)) . A > 7z Y (16.3% (75/459
B)), BEK (8.9% (41/459 B)) . ER (7.4% (34/459 #1)) . WAEAZE (6.1% (28/459
B)) . LREERE. EESE. BEREA (5.7% (26/459 #)) Th o7, FETIEERD bheho
To. BERFEFRSIT 27O EFmST. SERB. FEE EEERR, HikEBE
BIRBEIE, TEERGE, FEI. VA AMBELEER, WEA/RkE, <=1 =
NOT VTR, Bk, BRI, RIGTE, DWEREER, FHE. B85, KBKR



V=7 Bk, BEENBIIOE, 5 o¥F. MER, EEE. A REBG. BEIEREE
DEV, IR, TR LR LENETEERE., BEA 1) KRDLh. 20955,

261 (HMHERBREE, <A a7 7 U 7TEEE 16 3B ORRBEENETES L
minole, BEFILCESTFEEERIT 6 6] (FIRIRBAETLERE, W, AR
TR, BRRMETER. R EER. HEMEBE 1B IR b,



ERNENHERER (201706095454)

[RBROEEE]

AEIOF MR NEEMEEZRETT 5 BT, AARAEMBE KB R EEE (Chronic
Migraine : CM) BE256G1% %R L LI BER{L_EEHR Y 7 £ AR5 REBR 1 EN41E
BTEMEI NI,

BEEIAMOPEIA S J—= 7 4RMON—2 5 4 Ik 24RM O _EEH
BE#EEINT, B - BRIT. AHDT0mg 7T ¥R 2 4BIC1ER FHRE L,

TEMER L, —TEERBEHOREDOINA @, SRU6HAR) BT HAMA
R BABON—RATA N DELEE SNz,

[ 7R AL U]

> 20~65R% D BT Aotk

> A7V —=2 ORI AL LRI G, ERGEEIIEE OB CHREICE
S& | IHSOICHDE3RICHEM U CHIE SN 7= FERE (RIKD & 2 F B8R SULHET
KDORNFERR) OBEERH D | BADORIENSRL VETTH D

> FEERMEE : A7 V—="7Ri30 A TOLLTOEAIZES < CMIUIEM

(a) CMiZ, HREER B ENISALIET, ZO5LREEREE L L TCOREES

Wi AR B30 B8R EE LTERT 5,

(b) EMiZ, AREER BN ISERMT, TOOLREEELKE L ToOREES

Wi T AMA TR B3 AR C4RUEE LTERT D,

> UToORBERBEEOWNTNIZRHZT Bl X7V —=2270D3% ARNIEM®D

BEHELHZ LTV EA, N—R T4 VHIEICHOEMOERE R 7= X etk

RBIRWY)

(a) LT, CMOEZ :
BERAMNISEULET, 205 b_—2 574 VHBOFEER K E LTO
EYEL - TR B8R LI E

(b) AT, EMDJES :
BEEBRISARMEC, T0H>b_R—X 74 VHBORER LS LTO
HEYEA 7R B 4R LLE

7238, ICHDEIRRD 1.2 BidkDH 2 FEERE ] \Z& F 5 A FRENE i BER ) OB e R
Jk2 kS FEEE (MEBIARE A 8E%) OBERA2H T 5 BEITHRICEAAN SR H

oY

GEES
(A ZhE]



FEFMER THAHAMAEBAEOR—AT A4 nbDOEITRIDEBY THY |
AHFNT0 mght T T AR E OEIIHEFFMICHEEZR R BROKENED b,
FFEMEUOCMODEY 7 7 N —7128\ T, Month 4, 5. 61Z81T 2 ¥ A T EESE B
BDON—25 40 EOEADOKREITOmghElZ 81T 57 7 v REE & OF/N T EHE
(95BN ] DBERIZEIL, EM#ERE T-1.67 [-2.56,-0.78] H. CM#E#E T-1.57

[-3.39,024] HTHY, EM, CM& bHFZOSHEEII-1B 2 TEY . BERAIZE
EOHHENRD LN,

K3 BEGHMG54, 5. 6 VA BICKIT 2 EHOAMAEBRBEDON—RT 1 b
DEAL CAZMERRYT S R ER)

TS5 REE 70mg B
(131 %) (130 #1)
R—2F A DA 11.84 12.40
JrERE A% (A) ® (5.70) (5.99)
4, 5. 6 WA BIZBIT
XA M A EER R -1.98 -3.60
BOR—RT A [-2.72, -1.24] [-4.36, -2.85]
O (B) e
4, 5. 6 WA BB
2 32Y) A M EER B -1.62
BOSSEREDE i [-2.52,-0.73]
(R) b
plE® - <0.001

a: LBy SEWE OTFE  EERE

b: BB BR/NIHEHE O TE : OS%EHEIKM

c: HEH, REROY A7 (EM/ICM), FEBFHEOFERRR (bv UERAT ABEICHER], H8
BL), TESNEERRVESHETEINZRRORZEER THE LK ERNERERS
ShHEEF M TEH L,

[% 4]

TEERPICBITAEEERIT. 7T B REES8.8% (77/13141) . AHKI70 mghE65.4%
(85/130f8) TEO BN, FRFLRIIFRID LB Tholr, KEODEEHERSBOESRE
B L— RIXIR2THY | IR -EHIRD RN T,

BELDEEERERIT. 7 REL% Q13161) . K70 mghEl.5% (2/13041) TR
L oYY gVt

BBRIEOREFIEIZEST-AERRIT, BOLNLR -T2,
BIVERIE., 7T BREE3.8% (5/13141)). 70 mght7.7% (10/130%1) TiRD biiz,

F4 TEERBRSHIZBODTWTNLORETCI%U EICRENRD b FEES
(R MR R RER])
AR 70 mgh¥
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(13141) (130%3)
OHEEESE 37(28.2) 35(26.9)
EEE 6 (4.6) 7(5.4)
fEf 2(1.5) 6 (4.6)
BB 4(3.1) 5(3.8)
WEBRZ 4(3.1) 5(3.8)
My ErS 2(1.5) 5(3.8)
T 1(0.8) 5(3.8)
BB E 1(0.8) 5(3.8)
) 2(1.5) 4(3.1)

Bl (%)

11




4. HFRIZONT

KRHEIS & 72 2 BE OBIR L O SR EOHIE, @EcfThoh s Z LRk bi,
FENIDOE SN E 2 FEE & NN ORBHEREZENTHZEBMLETH D, Tz,
AR OTEICL Y BEELRBWEANRE LIS O EE XS E2 T 5 2 &N NERZD
UTFoO~@DF R TEMIETHERICBWTHERTIRETHD,

@O HEERIZHOVNT
REERORRE, iR L T, 22U 155E (B35  BERODELTA KT 4220219) 23
ML, AFNZHOWTO+Dm#%ke2 A" LTWAEM CLTO<EREL>BRB) BSR4
T 2REOBEEE L LTREESNL WA T &,
< ERREAE >
UToREEEMTI &,
> EMGFHTRSHR2EOTHIHEER KT LeRIZ, BRE 2T 2RBOBDIRIZSE
ULDRBRBEREIT> WD &,
> ARFOENE % EHRNAT o 72 LT, FEMHGEDRIEIC DOV T oYW 28
WATH ZERTEB L,
> BHREZETHARBOBRICEHETALUTOZEOEMEOREEZALTNS

&,
- AR
-EK%?HA
- BARRZESR (MERFEME)
- A Kﬂwﬁiﬂﬁ%ﬂ?/x\

TVRPEBERE & OERID T2 DICMRIZIC X ARSI LHIWT LA, SR T
UTBEE SRR ORIV 2 A 3 D Al & HE L B IOE S 2SR TE DI E -
TnWsZ &,

@ BRHNOERMBEFEREHROMEHITONT
TUIPEENS OFNME - ZEHHZEOEFNBFROETHS, FEFLENRE LSS
WIE )7t & A EB S 2 EONIIT ) Z L RO ERLFEREE, IEHOKHE N -
TWnWAIZ &,

® BWER~ORIGRIZOVNT

EHEMLY R 7 EHE RMP) OZEMMRFTERICEEH SN ZEERS, EERER
HER S IR S N RWERICSR LT, Yk sk UL E R RS o FMt 2B+ 55
Al & EHE L, BUER ORBBRORISICE L CHRER VB 25T, EHICHEE R LEBMN T
X BEBINESTND T L,
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5. B#ExXRL IR DBE

[ BEEIRIZOWT)

BEOBEBZOHWNCH Tz > Tix, UTFTOTRTEHZTHAETHLZ L2 HRT 5,

1. EFREERE (ICHDEIMR) # BB+ eRae EmM L. Ak H 5 3IIAIkK
DRI OREN BICERERE L TS, UTEBERER CTH D Z &M
RT3,

2. AFOEEEARIBI AL RIZBWC, 1A H7 0 ORFEER BENFEH4E L L
Th b,

3. HER, RAFBROEE, BEAREOHR., A ML AR U AL NMEOFFEYFRIER
ORBERBEEOCRMEHFEESLEICER L TCWIERETHY ., ENDDIREE
BN T CH BRABIIXELE LT D,

4. AFCBEAGROFBRBREOKEMGIE (Fu 7T ) a— N ggig, "LV alig
FRU T A, v AU PUERES) OWThal, TiRRO~@0 > Ho 128k
DEEIT L o THEH IIHER TE 7220,

O BEBFFITE NN
@ BREEBERND
@ #E., XIRERAZOBAD DESHE~DBWNBEENH D

[#5-DfkkE - F1EIiz2nT]

iﬂ&@@ir%@@ﬁ%+ﬂ’ﬁgb AEISBAE% 3 VA 3 ERER) &

IR E OB R ETM L CEROUENRED D WBAIZIE, AElOERE

¢m%%ﬁ#5_eoit%@&%m%% &5%m®%€uowfﬁﬁb GIEbE
FAERBOWMK - BB LY BEARICEY X - 32 Ro 238X, A
ORGP IEEERETHI L,

BB, BARANERS L L-BERBRICB VT, KF o 100 B %8 2 56 R RR
IR,
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6. BEWEBELTHEETREEHIF

1. RBIORSH LBBEOBEERED H 5 BE IOV TITAFIORSNERTH
L, BELRWZ E,

2. TFT74 5% v—, MEEE, ERBSEOEEMBBUEGNREIN TS,
BELY 0512170, BEPRED ONEHAICTREEEBICHIET 572 EEY)
TRALEEITH Z &

3. E%ﬁAﬁﬁ(%%% BB, BHEmE A Lo 2% 2 ERH b
L ENH D, %< DEFITIE, xﬂ@@@ﬁﬁﬁu%ﬁﬁéo

4. TACEIZMZ ., BOEIRFEER VRIS 2 ERSICESEARF ORER ONEIE
EROEDICHERERE+DBBL THhOERTLZ &,

5. AFIORMPE#GE L, BEMRMNBEELHERT DI L,

6. ﬁ%iﬁ@f%ﬁw%rmﬁmtwwﬁﬁﬁﬁékw ARENT X AR FICEE
FRAENAE U BEIIE, BES U CAIISEEL VWD L5, BRE s
THZ L,

7. BEERSIZOWTCH, USRS EHE 21T - 7 R R B T2 e M
INTWS, BEERGTEEOFEMEZR ET2LEZ DN, EE&@%%E
T2 HTco T, EROZYHEEZEEICRT L, BFICK L GEZHE. 3
HEEEEZT 5 L,

(% 30ik]

D
2)
3)
4)
5)

6)

Raddant A, Russo A. Calcitonin gene-related peptide in migraine: intersection of peripheral
inflammation and central modulation. Expert Rev Mol Med. 2011;13:e36

Goadsby PJ, Edvinsson L, Ekman R. Vasoactive peptide release in the extracerebral circulation
of humans during migraine headache. Ann Neurol. 1990;28(2):183-187.

Edvinsson L. CGRP receptor antagonists and antibodies agianst CGRP and its receptor in
migraine treatment. Brit J Clin Pharmacol. 2015;80(2):193-99.

Lassen LH, Haderslev PA, Jacobsen VB, et al. CGRP may play a causative role in migraine.
Cephalalgia. 2002;22(1):54-61.

Silberstein S, Lenz R, Xu C. Therapeutic monoclonal antibodies: what headache specialist
need to know. Headache. 2015;55(8):1171-82.

BHREOBREIA FoA4 AMEHEES (F) . BAMEZS - BABERFS - B ARMRE
RTs ()  BROBEIA T4 2021 FOt: EFER; 2021,

14





