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& 5%1155(RCP) TR SNIRARE (FAIBF A TE5% L E) DRIRES

BAQP4-IgGR5 1% MMEAQP4-1gGR2T4# =11}
n=213 n=17 n=230
TS iREE AEIEF TS mEE AEIRF TomEE AEIFE
n=52 n=161 n=4 =13 n=56 n=174
RZRE 23(44.2%) | 63(39.1%) 0 3(23.1%) 23(41.1%) | 66(37.9%)
_FIREER 6(11.5%) 12(7.5%) 0 1(7.7%) 6(10.7%) 13(7.5%)
PREG R 5(9.6%) 18(11.2%) 0 2(15.4%) 5(8.9%) 20(11.5%)

MedDRA ver.21.0 (2018F10826HT—5 71w b7 THs)

#= 5%1155(Any Inebilizumab&E*) TR SNIcRRE (FFIB LA T5% LU L) DRIRES

BAQP4-IgGrET%E [MEAQP4-1gGEtE =11
n=208 n=17 n=225
RRZYIE 139(66.8%) 9(52.9%) 148(65.8%)
TBEXRK 11(5.3%) 1(5.9%) 12(5.3%)
AT Y 16(7.7%) 0 16(7.1%)
_EIREEN 34(16.3%) 3(17.6%) 37(16.4%)
ERuERR 27(13.0%) 0 27(12.0%)
PREGRZ 47(22.6%) 3(17.6%) 50(22.2%)

MedDRA ver.21.0 (20196R6HF—% 7w b7 JKmR)
% ! RCPXIFOLPTHHAZ 1B HRS T NN

& 5%1155(RCP) TR SNIMRRDBERROHEIRES

MMEAQP4-1gGRZ T4 MMEAQP4-1gGR2T4 =11}
n=213 n=17 n=230

TSihEE AEIEE TS mEE AEIEF TomEE AEIFE

n=52 n=161 n=4 =13 n=56 n=174
MEBLTVVIREE | 4(7.7%) 12(7.5%) 0 0 4(7.1%) 12(6.9%)
B MERBAME 0 1(0.6%) 0 0 0 1(0.6%)
U > ) CERGRIAME 0 3(1.9%) 0 0 0 3(1.7%)
SFRERRAME 0 4(2.5%) 0 0 0 4(2.3%)
BRRIRE 4(7.7%) 12(7.5%) 1(25.0%) 1(7.7%) 5(8.9%) 13(7.5%)
U > ) CEREURIA 0 2(1.2%) 0 0 0 2(1.1%)

MedDRA ver.21.0 (2018F10826BHT—5 71w b7 T8i)

& HE%1155(Any Inebilizumab&H"*) TERH SNICMIKROBEEROFERES

MEAQPA-IgGHEHE MEAQPA-IgGRa1E: ast
n=208 n=17 n=225

MARB LT VIREE 19(9.1%) 0 19(8.4%)
EMERAAME 2(1.0%) 0 2(0.9%)
U ) BRIV 3(1.4%) 0 3(1.3%)
PR 5(2.4%) 0 5(2.2%)

ERARIRES 30(14.4%) 2(11.8%) 32(14.2%)
U > ) CEREGR 2(1.0%) 0 2(0.9%)

MedDRA ver.21.0 (2019%6R68F—% 71w bZ THR)
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((4)Lﬁ'lﬁ%%’l‘iElEﬂﬁﬁ(Progressive Multifocal Leukoencephalopathy : PML) J

PMLIFEREELTVDICTAILAD REFIHE FUICIRR CRIEME U CIRAICS R DB BEREZ R I &
/T,

I EFRNIC KD ERIEE
PMLIZ EXSFENFRELCEF A CERBIELCVET,

Il EITER
RS - F . Uk AR . SRR RERE S KB REERLE
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I 3E

JCOUAIVRITH T DRENFAEIFELCH. PMLOAEIFERERICHDRBREE NM2OEX I ERLZEIET
CERFEHERELDFET,

PMLOEROSNIBEICIE AR DR S 2RO CHIE U BN ZIT T EE W,
ZOBEICOVTIE RFTOETH L R MEBERMIE (progressive multifocal leukoencephalopathy: PML)
ZEAARSAVOZSRUTEEL,
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AFIBECRIERICEITIF BN

1778 TFHRRREEZFHIZ X FIL T RZVOV1H1gDIVIRS TRE.

219HH Inebilizumab3EIE% 5,

228HH BRMDRFEAEFEN OB FEDICOH(C AR BES 1> E 1 —FMERE (CT) [CKD. &
HIEE-FRIEER I CIRIRIVRZE YRR SN . AR CHIRFRIMEEECE(LIFRRO STUEN DT,

237HE(ABRR10HB) |200O&S5HEZRERU.K10BRH I 2/0MELLICE S fcBECTICK D Fifc(CHmEIE
ESAEERNRE ZRDIc. CTIRENPMLICEEL TWDEIEEMD D S8,
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3DBMCSFY VY J)L 7 KEEFEERRATISEN U BeREJICV PCROTZER U,
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245HB (AFR18HE) | FrPUEF MDA TR EsEEhERmARIC K DIET,
DIRDICH DRI Z IR T & C L [FTEE o T,
AFARELET =D 5 MREDFERRZEE CEHEVEDREEICE D fc. CTNODRRED
HAIFZHAIC (& PML. 2R AN B FFERINMOSDBE RN Z F 1N,
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=| B | B EREAEERR (NMOSD) DR AZREZNRIC. NMOSDEIEDERICH I HAHF DA
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BSEEASHI [FFIEF 7. TS mE 1611,
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y// 2BEDI)LFIRT OA REOIRS (T D% 1 BRDHR) %, RCPICHIFHIIBIDARER S5#(CDH I NTDRECHULTTVEUI. Bz S DRIE. AHIDPD
4 (ERIDR CEREV R R OB ARIC L DFIERDEMDRETNTVSHIRICDONT.NMOSDFIEZ T I BT & TUIE.

RR28HBEDRIU—ZVJHE® . EREEZS | 1D CHARIBFNIE TS uREICRIFRUKR
S5Urc(1HEE15HBICARAIS00Mg. XIF TS em7zsairiie5) . —E51RHE (RCP)1E197
HEEL. mEFEBICRCPICBVTHIEZRER (AC) CHIESNCRIFZRBRUICRE XIS FHIFZ
RIS FIC197THEDFHEZSE T UIcBREFRCPZE T U CIFEREAR (OLP) (CBATU. AEID
RSB T ORI S5Z 5N EEUTZ ACTHIE S NIERIEDFEAE LD DT
FBEL197HEFT T (XIFACTNMOSDHEMEEHE S NCHIDFEIEDFLE T HF T) kLI,
BT EZIIITEZER(IDMC) DEIEICKDEANDFIESNeF R TRCPICH oIZR
Z(F RCPZ#& 1 L. OLPICE T I &R D 5 A 512, OLPCld. RCPCHAIDR ST NIZR
(I BETHA15HBICRZ TS ERZRSUL. RCPTT S tRZR SSNICEBE 1 BELE
15HB DM (CHAZRS U LIE(E6HBEICAFIZRS Uz, KA D2BI B DKRS5%. 61 R
EIDEIFE CERIRMIR S DY TN CRIREIR DB BIFRERDRI%7HE CHole) ¥,

A) ATV OEGESNERBEX IR MEEN SHRICEHET TR AENRUAEFLI D@D TY,
4. FHREXIFFNR
RAMEEWRANINS LEE (ROREHEXZZ0) DBEFE T
5. FEENISZRICEHET DR
5.1 AFIE RHREBRANINS LABE GRHR BB ZZ0) DEE(LERI DL,
) TS FEMIEILAE - RMRBRERANINS LEZZE NS 22023 (BFMRPR) ZSE(CT DT L,
5.2 7O 7 RUZVA(AQPA) AR DBEICBVW AN ZR I T — Y [FBRONTV S AEE FIAQPATLA
BRHEDBEICRSIDIE. [17.1.185]
6. FiENUHE
BEAICIE A REUAY T (ELFHERA) U T EIB00mgZElL 2B#%&(CRUEHTEL. €&, FORS
hS6nR%EIC. LIEEHRICT EIDER CrUuEsdE T D,
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FEFHBIER

-197HE X TICHIE U ACTHIE* SNTENMOSDHEIFFHAE F COHAE (HED

*ARBEEMICK D FHINOZEENTc T N CTONMOSDF F7Z . NMOSDEFIR3EN'5
EBIRI ULIEACH' B FCT14BLRWITHIE Uiz,

FEFEIREFTHIER

- RCPOERAEFFRICHF S FEEEERFHIRE (EDSS) DN—RX S 1 VD 5DEE

-RCPOTRIEKRICHIFHEIY bSA DS ML MRERAIKRICEDAE LRI FSXR
MMRAODWIRRA I DNRX—X 54 U 5DZE{LE

-RCPICHBIT D GERNMEMRIRZ GIiRA FU =D A (Gd) BIBOFTRE. XIFT2HREE U <
(FHAIRZ) DIRIEFEEL

-NMOSDEEED;AFEDTZH D ABEDIEIES

Z D DBIRHIFHIEIEE

- ACTHIESNIENMOSDHEFDFBFIFR

- RCPOBRSHTR UK S#DA REU AN T IMEFRERE

- MEDIUA (ADA) DEHE

24

BEER(AD).BEBRE (DI F VAHMED) . )\A FILT A VDB BHRER U RS
REEE

f& tr 5t B

FEFHMIEE MU FEEEIRMFHRIEER X EAQP4-IgGRE £ S ITTER O S (ICED
WTERHT LT ITTER G BIEABII ARSI N AL E D1 EIAREZRS Ut I RN TDOEE
EEE L MBAQPA-IgGE M R UM ERE DM Z2 2 1, MEAQP4-IgGEMER [CH L
T EEFMMIERICN T SaBEMRGJEER 2R I IR E-H (FEINIE TS R) Z5HRRF &
UL CTEOCoxtbfl/\ T — RETILZAWVTEHI L. —AITTERICBEWVTF. ETIVICAQP4-
IgGDIMERILEDEBIDERBERF E U TEhIc. 5N UHEtE Ufc FE5HHIER DR E#R
IRSES {0y e

#8&(3. Bonferroni-based chain procedurelCEDWT . 24D —fEEREZ a=0.05
([C@AICOY bO-ILT DXL DTH A Ulfc. ZTB2FHIMIER (&, X FIEAQP4-IgGEz 14+ &£
[COVWVTHREL. BRETHNIEITTERTRET & & U ITTEMICBVTEEFHMIEEH
BEIEMICHERCH o IBEAICIE. FELRIRNFHHIER DIREZ1T D Ic. 4 DD FELEIRHN
FHAEEDZNZNCHNT. B U EESEZ AU,

Fc. 7 I7 N(NEED AsianTH 2 EE) MUBAAN (HARDEZHE CHIANSNICEE)
ZRRE U T EB2FHIEE MU FELBIRFHRIER Z 8T Ulc.

AOBEZHFEROR— 5 1 VEROKREFHE(TTER)

BAQP4-IgGR5 1% MEAQP4-1gGE4

ast

n=213 n=17 n=230

TS ilEE AEIEF TSmE AEEE TS EREE EIEF

n=52 n=161 n=4 n=13 n=56 n=174

T % (SD)

42.4(14.3) | 43.2(11.6) 44.8(7.7) 40.8(11.4) | 42.6(13.9) | 43.0(11.6)

331N
s
it

3(75.0%)
1(25.0%)

10(6.2%)
151(93.8%)

3(5.8%)
49(94.2%)

15(8.6%)
159(91.4%)

6(10.7%)
50(89.3%)

5(38.5%)
8(61.5%)

FIEDSS(SD)

4.35(1.63) | 3.81(1.77) | 2.13(0.85) | 3.85(2.30) | 4.19(1.68) | 3.81(1.81)
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BRPREAER DAL IR

I B3 DHER

197HBF TICHAEL. ACTHIEESNIENMOSDHEEFRAEX TOHE (BE) (XEFHEBIER)
MEAQP4-1gGIZIEEMIIC BT 8. RAIBE RO TS RBEDACTHIE S NENMOSDFEIEFHAE X T DR (& FEC
DEDTUIZ,

ACTHIEESNIcEIEE TOHIRDKaplan MeierZ70Ow b
(RCP.IiEAQP4-IgGRE IR B 7 J'IL— T fEth)

1.0 ;
o.sie(ztsﬁuﬁ)
Mg
g 0.8 i
e !
= |
% 0.6 - !
H 0
2 0.566(FS5tzHzEE)
= 0.4 !
# PAeacyi: PN i
@D (n=52) (n=161) :
| AU 22(42.3%)  18(11.2%) !
O 1
5 0.2+ i
00 B I I I I I I E I
1 29 57 85 113 141 169 197 225(H)
22
At risk #RZRHEARS
JStie 52 49 44 38 37 29 27 16
AEIBE 161 157 146 135 129 127 122 88

AT | AFER Tl 3DDEERI (R, BBE. RO M/ME) [CHITDNMOSDREIEDZII DI, B
RRICEZED DD 18DEEEHIHAATE CNOSDEEL NMOSDOERNERD S FHERER
DEER|ITCTRESNIC CNOSDEHEZ QRS EFEEE CR—UCER I eI FEiF:2
WOFMETOCAROUT IV A LOHEZRE L. RIEUIC BBRBEEMICKDFHI AR UE2H]
SNIZI N TDNMOSDHEFZ . NMOSDEFIRIENSE IR UIEACH ERR N T14HERIC
HE Uz ACTHIESNIENMOSDHEAIED dr7& EEFEATICA W o SHIEBEDIRILL CHIEZRE
U RSB HRICEDERE LIS, HIEDHIEICH T DERRFT R DB ZRIL T DT, FE
ZWEECLOBEEBREOMRIOLEI—DAR THHESNCTWVEVBRD GAEREEEEM(F FEER
[CMRIZZLEa—CTERWNTEEUTT,

ATYUXF DEGRSNICRENIFIR . IREX T RICEHE T HERISLU D@D T,

4. SHEEX [F5HER

REFEERANT NS LAEE (REREERZZ0) OBFETY

5. FHEEX (FFNRICEEET DiER

5.1 AFF, RHREBERANINS LABEE (RSB ES0) DEE(CERTIEY,
) [ FMIE(UIE - REEERANINS LEEZE RS54 22023] (HAHRER) Z5E(ICT DT L,

5.2 707 RUZVA(AQPA) AR DBEICHBVWCAMMEZR T T —F([FBRONTNS AEIE FIAQPAHA
BREDBEIRSITDIE. [17.1.185]




ITTEEICHITD. FEB RO TS EREDOACTHESNIENMOSDFEEFRA R COHAEIE FEED@O TUE,

ACTHIEENIcRIFF TOHIEDKaplan Meier70Ow ~(RCP.ITTEE])

1.0 - |
0.867 (AHIE)
= 0.8- !
1E |
z |
B !
7 061 ’T
h e
> 0.599(F5&HE)
= 04- |
=1 ISR ARE |
D (n=56) (n=174) !
2l AR 22(39.3%) 21(12.1%) !
B 0.2 i
00 B T T T T T T : T
1 29 57 85 113 141 169 197 225(H)
At risk A
TS5t 56 53 48 42 41 33 31 18
REIBE 174 169 156 144 138 136 131 95
ACTHIRENIERIEFT TOHBDOEERHT(RCP.ITTEM)
MEAQP4-IgGR5 1% MEAQP4-1gGE4 ozt
(BT JIV—TE) (BT JIV— ) ==
n=213 n=17 n=230
TSREE AHIEE TS REE Pl TS REE AEIEE
n=52 n=161 n=4 n=13 n=56 n=174
RIERIFEEN 22(42.3%) 18(11.2%) 0 3(23.1%) 22(39.3%) | 21(12.1%)
FTBU D RREL 30(57.7%) | 143(88.8%) 4 10(76.9%) | 34(60.7%) | 153(87.9%)
J\HF— Rt 0.227 NA 0.272
95%Cl 2 (0.1214-0.4232) (NA-NA) (0.1496-0.4961)
NA=EZH75 L

a  REBZHAEHE T DCoXEIREICEDE. TS UMZREERHET D,
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BRPRELER (DRI

I ZEeHDFBR"?
2RERICH 1T HEEZESER(RCP. As-treated&EH )

MMEAQP4-1gGRZ 4% MMEAQP4-1gGR2T4# =1
n=213 n=17 n=230
TSt AHIEE TSt Pl TSt EE AEIEE

n=52 n=161 n=4 n=13 n=56 n=174
EHEER 37(71.2%) | 117(72.7%) 4(100%) 8(61.5%) 41(73.2%) | 125(71.8%)
ARERZEECE o o o o o o
HOEESES 13(25.0%) | 39(24.2%) 1(25.0%) 2(15.4%) 14(25.0%) | 41(23.6%)
Gradez3*DEEER | 7(13.5%) 13(8.1%) 0 1(7.7%) 7(12.5%) 14(8.0%)
T 0 0 0 0 0 0
EELTEEERP 5(9.6%) 6(3.7%) 0 2(15.4%) 5(8.9%) 8(4.6%)
EEBFEERNU
/X(dGrade=3*D | 8(15.4%) 15(9.3%) 0 3(23.1%) 8(14.3%) 18(10.3%)
BEER
RARERZEEECE
B =R 0 1(0.6%) 0 1(7.7%) 0 2(1.1%)
5t (CE o e
== 0 2(1.2%) 0 0 0 2(1.1%)
’RS5HRCE ST o o
H=mg 0 3(1.9%) 0 0 0 3(1.7%)

MedDRA ver.21.0 (2018F10826EHT7—5 71w b7 T8)

a: Grade3 : EfE.Grade4 : £7Z2E8H' 9. Grade5 : B

b: EELEEERDEE . EHEBNITEBR.NARZEEITDHER. BICARLTVSBEEFIARHREDIER. FiffI X FEAISE
E/HREA D BEENEFNER. TRMERE/ B (BEDEAIET)

c: ®’5E  KE|CKDAEEZETIET D,

d : #5hir  ARIDRSZ—RNICHRTT 5.

RCPHDEFFBEEERIE. AAEFCIF8HI101(4.6%) [CFBHSN. TDWRIFFER. TRl MEIEER. 248
BX RS, AR BIER. REBRE. FEIEAE. BERNE 114 (0.6%) CTUIC. TS ERBF CIE5HI84
(8.9%) [CERDHON. TDWERIFIEE T B8R, D JLAMEBERRRK. fisk. IMAEM S 3w o AKIIAE. iR, IR E
#OE1H(1.8%) TUIC.

RCPTODARBREDKRSHILICEDCEETERIIAFAEIEF C26121F (1.1%) [CERHSN . TDOANERIFERFHX . BAERH
EIENE1H(0.6%) TUIC. TS EMBFCIEERHONEFEATUIC,

BEABEICHIFZEEER(RCP)

HAARE LBV C. FEBFOEEEROAERHKI7HR7HITUIZ ERFBEEERNOTLTHERBOSNETE
A TUTZ. RRIBFD1BIIC, Grade 3DBIMENRDOSNFTUIC BBREDR SHMI NI IEICEOCAEERIFER
HONFEATUIE

¥ ORREGEE TSROV TN Z1EL RS SNIcER

ATURXF DEGRSHNZHREXIFINR  FREX (FZRICEDHE T DERIS LU FDEO T

4. FHREIFNR

RMEEERANINS LEE (ROREHEXZZ0) DBEFE T

5. FEENIEZRICEHET DER

5.1 AEE FRHRBERANINS LABE GRER BN ZZ0) DEECERIT DL,
) [ FMRILAE - RSN ANINS LESZE NS 22023 (BEMRFR) ZSE(CT DL,

5.2 77O 7 RUZVA(AQPA) AR DBEICBWLWCANEZR I T — Y (FRONT VD AEE FIAQPATE
PEDREIIRSIT DL [17.1.18H]




2FEHICBIFDEESR(RCPRUOLP. Any Inebilizumab&H*)

EAQPA-IgGHRTE MBEAQPA-IgGIETE at

n=208 n=17 n=225
SHEES 187(89.9%) 15(88.2%) 202(89.8%)
ARMRESECE . . ]
P 77(37.0%) 7(41.2%) 84(37.3%)
Grade=3?NEEER 40(19.2%) 2(11.8%) 42(18.7%)
5ET- 2(1.0%) 0 2(0.9%)
SELAEES 32(15.4%) 4(23.5%) 36(16.0%)
ERNAEESRV
$Grade 230 49(23.6%) 5(29.4%) 54(24.0%)
aEEg
REEFESECE
;gg;;:gor: 4(1.9%) 0 41.8%)
v wed(— -
fgg;g I=ERlE 5(2.4%) 2(11.8%) 7(3.1%)

MedDRA ver.21.0 (2019%6R68F—5 71w bZ THR)

a: Grade3 : E=fE.Grades : £@mZEEH 9. Grade5 | BN

b BELEERROEE B AHZBDITERARZEITDOER. BICARLTVDBAIFABIBOIER. Rt X FERIEE
E/HREA D BEENEFNER. TRMEERS/ B (BEDEAIET)

c . ®’5hE  AE|CKDAEEZTIET D,

d &5 | ABIDRS7ZE—FN(CHRTT D,

RCPXRUOLPHDEFER (Any Inebilizumab& &™) [CBITHEELFBEERIE. EAQP4-IgGHZEEET
(33261 (15.4%) [CEROON. ELBSERIFIRERZLEN641(2.9%) . NMOSDH36I (1.4%) . flisk . 2EABER
B 261 (1.0%) I8 ETUTE, MEAQP4-1gGRRMHERE TIF441(23.5%) [CERHSN. T DWERIFNMOSD. FUi:
A PRESRGL HERR K TBRNDE161(5.9%) TUTZ,

RCPRUOLPHODO2ALER (Any InebilizumabfER*) [CHBIF D" SHIEICESIEBEERIE. MBEAQP4-IgGFE
MHERETAHI(1.9%) ([CEROON. ZTOWERIF. FFHERBAMNE . AT O RBERAEREE RAFHN, BFEMESIEDE1
Bl cUlc. MBEAQP4-IgGREMERE CTIFERHHSNEEATUI,

RCPRUOLPHODOZ2HEM (Any Inebilizumabf M) [CHIFBIETHE. MEAQPA-1gGFE14ERE T24)
(1.0%) [CERHSN. TDAERIE. IR K UTNMOSDOE 16 TUC. MBEAQP4-IgGRE MR E CTIFERHHSNEFEA
TUJZ,

BARAZBEICSIFDEESR(Any Inebilizumab&E*)
HAABEICBVLWTC. BEERORIEHIEIEIBFIFEHIT U, 2BI[CEEFBEEZERNROON. D14 TEED
DGrade 3DAT OA NEEBAEIREF D ERHOS N BREREDIR SR IEICEDFI U SETAIEERHSNF B A TUI,
BREDRSHMCESCBERERIIRDSNFEATLUIZ,.

¥ ! RCPXIFOLPTHAIZ 1 B HREENTe&EH
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I 245%£E(CHBIFZEIER : (RCP.As-treatedsEH*) (51881155)1®

;& AQP4-IgG gt

5% AQP4-IgG Bt

O
==}

n=213 n=17 n=230
TSinEE AFIBE TSinEE AHEIBE TSinEE AHIBE
n=52 n=161 n=4 n=13 n=56 n=174
1B LRHERAN G DEE 13(25.0%) | 39(24.2%) | 1(25.0%) | 2(15.4%) | 14(25.0%) |41(23.6%)
IR TR ENOUIMIAEA === 0 7(4.3%) 0 0 0 7(4.0%)
&m 0 3(1.9%) 0 0 0 3(1.7%)
B IMERBIAME 0 1(0.6%) 0 0 0 1(0.6%)
U~ ) ERRIAME 0 3(1.9%) 0 0 0 3(1.7%)
SFHRERRAME 0 3(1.9%) 0 0 0 3(1.7%)
BEBXUAKBES 0 2(1.2%) 0 0 0 2(1.1%)
HE 0 1(0.6%) 0 0 0 1(0.6%)
Hig 0 1(0.6%) 0 0 0 1(0.6%)
ClER4EHZFL) 0 1(0.6%) 0 0 0 1(0.6%)
ARFEE 0 1(0.6%) 0 1(7.7%) 0 2(1.1%)
ARDNIE 0 0 0 1(7.7%) 0 1(0.6%)
ARy 0 1(0.6%) 0 0 0 1(0.6%)
=R 0 0 0 1(7.7%) 0 1(0.6%)
BElEE 2(3.8%) | 5(3.1%) 0 0 2(3.6%) | 5(2.9%)
T 1(1.9%) 1(0.6%) 0 0 1(1.8%) 1(0.6%)
ZEiD 1(1.9%) | 4(2.5%) 0 0 1(1.8%) | 4(2.3%)
o SARSDIURSENO 3(1.9%) 0 0 0 3(1.7%)
BE 0 1(0.6%) 0 0 0 1(0.6%)
®5 0 1(0.6%) 0 0 0 1(0.6%)
RAHMZRE 0 1(0.6%) 0 0 0 1(0.6%)
FHBERES 1(1.9%) 0 0 0 1(1.8%) 0
TR 1(1.9%) 0 0 0 1(1.8%) 0
RPYE S KOFERE 3(5.8%) 7(4.3%) 0 0 3(5.4%) 7(4.0%)
FAFHR 0 1(0.6%) 0 0 0 1(0.6%)
[ER 1(1.9%) 1(0.6%) 0 0 1(1.8%) 1(0.6%)
HIREE 1(1.9%) 0 0 0 1(1.8%) 0
ZhifE 0 1(0.6%) 0 0 0 1(0.6%)
HIREER 1(1.9%) 1(0.6%) 0 0 1(1.8%) 1(0.6%)
EREAJLANRZ 1(1.9%) 0 0 0 1(1.8%) 0
NHER 0 1(0.6%) 0 0 0 1(0.6%)
=3 0 1(0.6%) 0 0 0 1(0.6%)
FRuERR 1(1.9%) 1(0.6%) 0 0 1(1.8%) 1(0.6%)
PRESRZ 0 2(1.2%) 0 0 0 2(1.1%)
BE. PEEIUUBSHE 5(9.6%) | 14(8.7%) | 1(25.0%) | 1(7.7%) | 6(10.7%) | 15(8.6%)
FEANICHD Rt 5(9.6%) | 14(8.7%) | 1(256.0%) | 1(7.7%) | 6(10.7%) | 15(8.6%)
BRARIRE 2(3.8%) | 4(2.5%) 0 0 2(8.6%) | 4(2.3%)




MEAQPA-IgGEE | [EAQPA-IgGEH &t
n=213 n=17 n=230
TSmEE AEIEF TS5REE REIBF TSmEE AEIEF
n=52 n=161 n=4 n=13 n=56 n=174
gféigﬂgs JRSYATITN 0% | 10.6%) 0 0 1(1.8%) | 1(0.6%)
gigf@ggﬁ’ﬁi/ FS2Z1 41 .0%) 0 0 0 1(1.8%) 0
MRE UL 1(1.9%) 0 0 0 1(1.8%) 0
FERER 9 FRIEN 0 1(0.6%) 0 0 0 1(0.6%)
;'_?é’i'é% SWRSYRTT 9% | 1006%) 0 0 1(1.8%) | 1(0.6%)
FrieEREE LR 0 1(0.6%) 0 0 0 1(0.6%)
U > ) CEREGRI 0 1(0.6%) 0 0 0 1(0.6%)
U~ ) CERECEA 1(1.9%) 0 0 0 1(1.8%) 0
S CRERARIE 1(1.9%) 0 0 0 1(1.8%) 0
BB RORERES 0 1(0.6%) 0 1(7.7%) 0 2(1.1%)
BaL 25 0—)LME 0 1(0.6%) 0 0 0 1(0.6%)
BRUSULY RIE 0 0 0 1(7.7%) 0 1(0.6%)
HEERD LU EAEREE 2(3.8%) | 2(1.2%) 0 0 2(3.6%) | 2(1.1%)
RIER 1(1.9%) | 2(1.2%) 0 0 1(1.8%) | 2(1.1%)
PP 1(1.9%) 0 0 0 1(1.8%) 0
Bt DD eTHITANREE o 1(0.6%) 0 0 0 1(0.6%)
TEADRMEER 0 1(0.6%) 0 0 0 1(0.6%)
RS 1(1.9%) | 3(1.9%) 0 0 1(1.8%) | 3(1.7%)
SN FL) 0 1(0.6%) 0 0 0 1(0.6%)
T 0 3(1.9%) 0 0 0 3(1.7%)
BRI 1(1.9%) 0 0 0 1(1.8%) 0
= 0 1(0.6%) 0 0 0 1(0.6%)
RERSE 0 1(0.6%) 0 0 0 1(0.6%)
BB LURERE 1(1.9%) | 1(0.6%) 0 0 1(1.8%) | 1(0.6%)
BEFREREE 1(1.9%) 0 0 0 1(1.8%) 0
RRIER 0 1(0.6%) 0 0 0 1(0.6%)
HEBXUK MABES 3(5.8%) 7(4.3%) 0 0 3(5.4%) 7(4.0%)
KA 0 1(0.6%) 0 0 0 1(0.6%)
RS 0 1(0.6%) 0 0 0 1(0.6%)
=T 0 1(0.6%) 0 0 0 1(0.6%)
ZSEE 2(3.8%) 0 0 0 2(3.6%) 0
55 0 2(1.2%) 0 0 0 2(1.1%)
BOR RS 0 1(0.6%) 0 0 0 1(0.6%)
B 1(1.9%) | 1(0.6%) 0 0 1(1.8%) | 1(0.6%)
sk 1(1.9%) 0 0 0 1(1.8%) 0
BOE 1(1.9%) 0 0 0 1(1.8%) 0

MedDRA ver.21.0 (2018F10H26EHT—5 71w b7 THs)
¥ BB (AEINIE T S ROV TN Z 1R RS SN ER
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BEA—8

I 2FKERICHTDEER | (RCPRUOLP.Any Inebilizumab&H*) (515%1155)"®

;& AQP4-1gG Bt

5% AQP4-IgG Bt

AN

do
n=208 n=17 n=225
1B EEHERN D 2 EE 77(37.0%) 7(41.2%) 84(37.3%)
MRB KO E=E 9(4.3%) 0 9(4.0%)
#m 4(1.9%) 0 4(1.8%)
IR 1(0.5%) 0 1(0.4%)
MR 2(1.0%) 0 2(0.9%)
U ) EREAE 3(1.4%) 0 3(1.3%)
PRI 3(1.4%) 0 3(1.3%)
IDEEE 1(0.5%) 0 1(0.4%)
TR REEEE 1(0.5%) 0 1(0.4%)
EEIEA 1(0.5%) 0 1(0.4%)
HBKUREEE 2(1.0%) 0 2(0.9%)
= 1(0.5%) 0 1(0.4%)
HE 1(0.5%) 0 1(0.4%)
EERMEH L) 1(0.5%) 0 1(0.4%)
RSB 1(0.5%) 0 1(0.4%)
FRIRILE Y TEE S0 1(0.5%) 0 1(0.4%)
= 2(1.0%) 1(5.9%) 3(1.3%)
) 1(0.5%) 0 1(0.4%)
IROWE 0 1(5.9%) 1(0.4%)
IR 1(0.5%) 0 1(0.4%)
B0 0 1(5.9%) 1(0.4%)
BpE= 11(5.3%) 0 11(4.9%)
i 1(0.5%) 0 1(0.4%)
T 4(1.9%) 0 4(1.8%)
ET) 6(2.9%) 0 6(2.7%)
BER 1(0.5%) 0 1(0.4%)
1Bt 1(0.5%) 0 1(0.4%)
1;% - 2ERESSURSHUO 9(4.3%) 3(17.6%) 12(5.3%)
== 1(0.5%) 1(5.9%) 2(0.9%)
RERER 1(0.5%) 0 1(0.4%)
o 1(0.5%) 0 1(0.4%)
SENBES 1(0.5%) 0 1(0.4%)
KA 2(1.0%) 1(5.9%) 3(1.3%)
= 1(0.5%) 0 1(0.4%)
KA 1(0.5%) 0 1(0.4%)
e 1(0.5%) 1(5.9%) 2(0.9%)
08 1(0.5%) 0 1(0.4%)
FIBEREE 2(1.0%) 0 2(0.9%)
SRR 2(1.0%) 0 2(0.9%)
REREE 2(1.0%) 0 2(0.9%)
B 1(0.5%) 0 1(0.4%)
pbei | 1(0.5%) 0 1(0.4%)
RRED KU B ERE 28(13.5%) 0 28(12.4%)
P T 1(0.5%) 0 1(0.4%)




;5 AQP4-1gG 1%

;5 AQP4-IgG Fa1%

Bt

n=208 n=17 n=225
A RMEHER 1(0.5%) 0 1(0.4%)
REITN 1(0.5%) 0 1(0.4%)
MEZR 1(0.5%) 0 1(0.4%)
[EXR 2(1.0%) 0 2(0.9%)
BEEN 1(0.5%) 0 1(0.4%)
=ay P AN 22 1(0.5%) 0 1(0.4%)
TEEERN 1(0.5%) 0 1(0.4%)
BERER 1(0.5%) 0 1(0.4%)
EIR 1(0.5%) 0 1(0.4%)
TIREE 3(1.4%) 0 3(1.3%)
ZHifE 1(0.5%) 0 1(0.4%)
T IREES 2(1.0%) 0 2(0.9%)
OEEER 1(0.5%) 0 1(0.4%)
OREA~ILRZ 2(1.0%) 0 2(0.9%)
SNER 1(0.5%) 0 1(0.4%)
SLFEE 1 U AR 1(0.5%) 0 1(0.4%)
B 1(0.5%) 0 1(0.4%)
IREE 1(0.5%) 0 1(0.4%)
Ak 1(0.5%) 0 1(0.4%)
TS BB NE 1(0.5%) 0 1(0.4%)
HEESE R 1(0.5%) 0 1(0.4%)
BERMESERE 1(0.5%) 0 1(0.4%)
=37 1(0.5%) 0 1(0.4%)
ISR 1(0.5%) 0 1(0.4%)
B TSRS 1(0.5%) 0 1(0.4%)
eafi=E 1(0.5%) 0 1(0.4%)
tFiERkg 7(3.4%) 0 7(3.1%)
PRERER 4(1.9%) 0 4(1.8%)
B=E. FEBRUUBESHIE 25(12.0%) 2(11.8%) 27(12.0%)
EANCHESER 25(12.0%) 2(11.8%) 27(12.0%)
ERIRE 8(3.8%) 0 8(3.6%)
gfgigﬂglj rS¥ATz 2(1.0%) 0 2(0.9%)
;?QZE@%T:/ MEED 1(0.5%) 0 1(0.4%)
MmehgEs Oy GRS 1(0.5%) 0 1(0.4%)
SFEIRE S 1(0.5%) 0 1(0.4%)
;'_?Eﬂ’i'é%:’b FZ VAT 1(0.5%) 0 1(0.4%)
Fr&aEeBiE LR 2(1.0%) 0 2(0.9%)
U~ GREGHA 1(0.5%) 0 1(0.4%)
KEFD 1(0.5%) 0 1(0.4%)
BB KLOUREEE 1(0.5%) 1(5.9%) 2(0.9%)
BOL 25 0—/LMmE 1(0.5%) 1(5.9%) 2(0.9%)
BRUSUEY RiE 0 1(5.9%) 1(0.4%)
EERABRUESHEEBRES 7(3.4%) 0 7(3.1%)
REENTE 4(1.9%) 0 4(1.8%)
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BEA—8

MBEAQP4-IgG B | [BAQPA-IgGIEHE a5t
n=208 n=17 n=225
HERE 1(0.5%) 0 1(0.4%)
BRER 1(0.5%) 0 1(0.4%)
BT 1(0.5%) 0 1(0.4%)
B 1(0.5%) 0 1(0.4%)
TR 1(0.5%) 0 1(0.4%)
%%éfi%% }f@*ﬂ,?;fi?f*ﬁ% 2(1.0%) 0 2(0.9%)
LIRS 1(0.5%) 0 1(0.4%)
TEEOSMES 1(0.5%) 0 1(0.4%)
EREE 5(2.4%) 1(5.9%) 6(2.7%)
FEEDEL 1(0.5%) 0 1(0.4%)
B 3(1.4%) 0 3(1.3%)
RS 1(0.5%) 0 1(0.4%)
EREEERAND NS LBE 1(0.5%) 0 1(0.4%)
fEIRDEIKT 0 1(5.9%) 1(0.4%)
DS IHTEIRE 1(0.5%) 0 1(0.4%)
rEEE 2(1.0%) 0 2(0.9%)
S5 DR 1(0.5%) 0 1(0.4%)
RERSE 1(0.5%) 0 1(0.4%)
BB KUREEE 1(0.5%) 0 1(0.4%)
RESER 1(0.5%) 0 1(0.4%)
ERE. HZRE KUHRES 7(3.4%) 0 7(3.1%)
%% 4(1.9%) 0 4(1.8%)
RIS 1(0.5%) 0 1(0.4%)
IR 1(0.5%) 0 1(0.4%)
IR 1(0.5%) 0 1(0.4%)
RSB &OK FREEE 18(8.7%) 0 18(8.0%)
BERE 3(1.4%) 0 3(1.3%)
ARRERE 1(0.5%) 0 1(0.4%)
K 1(0.5%) 0 1(0.4%)
SR 1(0.5%) 0 1(0.4%)
B 2(1.0%) 0 2(0.9%)
4I5E 1(0.5%) 0 1(0.4%)
WERIER 1(0.5%) 0 1(0.4%)
BT 1(0.5%) 0 1(0.4%)
R 1(0.5%) 0 1(0.4%)
A R 1(0.5%) 0 1(0.4%)
Z 58 1(0.5%) 0 1(0.4%)
wE 1(0.5%) 0 1(0.4%)
55 2(1.0%) 0 2(0.9%)
FEREBIREE 1(0.5%) 0 1(0.4%)
Z S EIERE 2(1.0%) 0 2(0.9%)
BRI 2(1.0%) 0 2(0.9%)

MedDRA ver.21.0 (20196687 —%71 v bZ THR)
% ! RCPXI&OLP CAAlZ 1 Bl EREENIcEM




Q&A

o2

@

o

(EFRARTOEFADRSMORBRICDVTHITLIEEL, )

FHBRICBWVTIE HEANCDODWTIFRSNZRER CDFER CTHO . RCPHDERANEZEICBWNTHHE]
BOBEEROERHEIE7HIH7HITURZ e, RCPRUOLPHDEAEF (Any Inebilizumabse
HICBNT BRABEOBESERORERHEISHFEHITLUIZ. (F BERADZEHDFBERICOWVNT
(F27~28B%ZC2MIRIEEV)

% RCPXI[FOLPTHAZ1EIL Hig5ENfcEH

(EHBSHORSMT—IBHEDETH ? )

AER1155CIE. 2019F6B6EHDT —5 Db A TR T BEDF KL L (62.3%)H 548HEZBA
TRESSNTVET,

BB SEREEFEANGEREZERL. FARETICBIIDRMOZEMENRUEMMEDT -5 ZRISTE
TIDT.CHADIFERDULLBENLET,

(REmHECRIBEERILE Y BIE OBRIZEIETT ? )

FRAFEICEIERERIVEVAIEDHABICIDBEICREIFHI SN, RPEZAFE T ORRMENDD
FIHRICHEOTF BREDHERIC T ERD L RSULTLEE L,

B2 1155CIF NMOSDAEDZH DREAFIEIICLDBERAEFFAFBRLITEATURD AAICKD
FEWNFHIRCFH2~BEDHBDNNE THHIEN S FIEIRSEDHT2BED I)LF IXT O M
OR5 (Z0R1BEBOER) ZiTWLEU,

NMOSDHEMFENROHONIZEICE LV AF 28BN KOSNET T VAF1—ARICOVTF. JILF
JRTOA DRSS MBERREAEENEASNE .

MEREANPMPRZEIT OT Y VEEOE TOREERHERD SNIROHEIX (E
RIEDBZR(E ?

AER1155TIE. FROBD . AN SR IEEEZEH TWVELIE,

WEER1155(CBIF DN TR IEEAE

wEEE BROV/ A B AE

werIOJUY #1gh600mg/dLR

SFEREREN 1200cells/uLF

D> ) CBRE CD4 TUZ/) EKk#H300cells/ LK
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=R (HR) | In Vitro ZEIBEAR (&R (M2.6.2.2.1)
=R (FR) - In VivoERIE(ER RtNERD (M2.6.2.2.2)

. Wingerchuk DM, et al.: Neurology. 2015; 85(2): 177-89.

BB ER . SR - SRS ANY NS LAEEZE A NS542/2023. 26.
. BAEZ . BEFFRAEH A NS4 (2022 F6 Hi4G] £4HR).

https://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b

=25 (R) | BEAEREZ R E UIcatliR (MEDI-551MI-CP200) ((tAEH])

(M2.7.2.2. M2.7.6.1)

BI=2REM) | REEERAREREREENRE UICEI/IEEER Z2EGAER) (M2.7.4)
CEGRESSHMmERD
EI=2REMR) | RRRSHEARERDRR[EZNRE ULEI/EEER  BRRERE(HWER) (M2.7.2)
CEGRESSHmERD
=288 (Hrx) | BRESFHEMBUEREZNRE UIZalER (CD-IA-MEDI-551-1102) (&R

(M2.7.2.2. M2.7.6.2)

BEFERFMAEHDT FAMREBEFRERMAER [ T4 VRNOEREMED A )V ARRPIEICEET D
HEMTRIE]. ETHESRIEREE (progressive multifocal leukoencephalopathy: PML)E2&EH A <
=42 2023.

http://prion.umin.jp/guideline/pdf/guideline_PML_2023.pdf

Cree BAC, et al.: Lancet. 2019; 394(10206): 1352-63.

(FmAER - AElER(E. Viela Bio, Inc. XIEDBH EEES N, AsmXDEEIC. Viela Bio, Inc. XOHZ
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SHEHRELABEFR VAL ZAXZv )T ORET, BEABEP L
BER T RIS, BUER RS ROEE AR RACLBZETEH I H
EEhTW3, [8.1.9.1.15 8]

1.3 /nfﬁfﬁ-ﬁﬁ“l_u%bfli ERCRMEFORIFAPHOHONEEN D
BLERUVERBN R xlné-'d'é;%%ll'(&b\(_c‘:%a&)'(%%k

AL, Ejﬂﬁ?bfh_t’&ﬁﬁ SLEET RELOERMEI EIRMEZE
J:[E]6;4;%[%9?2‘#16%A(h0)&$§|1%?15'4‘6_<‘: [8.2.8.3.9.1.2
11.1.2&8

2. BR(ROBEICEBELEVE)
ZK*UGDEZQL:;(\TLEHEGDE}EE@@&%%%
3. #ERL - R
3.1 #8R%
gy -
(1371 (10mL) 1)

AT AREY AT GRIBZF-#IRZ)

100mg

L-YAFTY ldmg

L-v AF VUK 23mg
WAL F ) 24 41lmg
Foa—27K 1% 401mg
KV RX—=180 Img

AHNE, F A == AN 225 —FR AN W TRESN S,

Ryl Eil

3.2 WH DMK
JERIN I~ B (0 DT W ~FLIDER B9 51
pH 55~65
BB 0.8~ 1.3 (EF AR X § 510)

4. FHEEX (3%h R
BHEEBERANIN LEE (RHEETHEREET) DBERETFH

5. SHEER (I3 RICEHET 2 E

s 5.1 AFNE, LR TR RARY b ARG E (AR R 2 &) O BT 2280,
1) [ S FVERALE - BB A RS N LRSS AN 22023 | (HAMRS2) 2 5%
12§58,

5.2 Hi7 77 R 4(AQPA) YLK TED BE BV TH N Z R T 7 — IO TV D, AHNIL HL
AQPAHURB ED B G5 528, [17.1.121H]

6. HARUHE
SN AR AT GRIZFHIR 2 ) ELCLH300mg# #) 0], 238 $412 Gl FHEL 2 D
s W% 520567 A, BLEE6 LS 1] 0 [ B C 45 i HE S 50

7. BEARUHEICEET 2R

7.1 Infusion reaction?®V) A7 ZAKIE UiEIR%E T > b — )L 3 %7280 KA 5- 03055~ TR ATIC P
A 3 H T OV BREEC A 2 R 18 - 20 AR - 3055 BTV R B B LAV E A 2 f IR N
GATTH B S- L B OREL T 5Bl 3528 (11112 ]]

7.2 KA OMARE A T I IO BE MDD L7205 MFRZ 8T 528,

7.3 KH % — 2 M G- 1%, R OB EICOW TR L B OHIEOR DA HDLN LV EHT
V& AH O Gk A BT A2k,

8. EELEXKEER

8.1 AH & [l Bk BRI A Ve 2 4§ AHCD20E ) 21— F IV HARBLANZ L BB 96 4 VA D
THEEALDOY A2 D38 SN T D720 KA 512 SE Lo TBRUF 5 A )V R I He D A7 1% 52
L ARHIBE G- BB ) AL 247 2 X0 [1.2,9.L1 5 1]

8.2 ARHNHx G XD S sE r 0T ) R EE DAL F L WO IILER . GF R ER B 0N 2 /R ERATIRA L I e
HHEUS ULEALS BB 2N % o AFH O TR 1] B OSTRIRAE T 121308 i i e i A
%8 BB OREE T BIEE T 228 F 70 A9 O FL RIS HE B L, g2 SIS
P ITIa R DI E B BT 589, B AR 5280 [1.3,9.1.2,11.1.2, 168 12 84]

8.3 AHI % G- KO BMIN BT RA L A FH e - p kb R D 720 BIURL L DA 3558 %
ARANFE G BRSBTS NS KM B R A VA S LB I8 3 U % LAl
T AN HAOT, BB ORIEL T I BT 528, [1.3.9.1.2.11.1.2. 168,151

9 BENEELATHIREICHATIEE

9.1 BHHE - MEEZDHDEE

9.1.1 JEENMBRIFF R BE . BRFF RV AFvUT DEE I FERLE (HBsHRERMY. »D

HBc#i{d X IZHBsHi AR 1%)
T EIPEBRUIT 28 B T RO TGRS T 22 &0 ARH O W HE R b S ORI T 213, ik
BEL TR REMA R IT RIA VAR = —DE =8 T %4778 BRI 467 4 W AD P
ALD B RFEARDFEBUTE BT ST & PCD20E /20— FIVH AR A 5 S 72 BRI 27
ANVADF )T D BH A BRI H BT BRI R4 VAOFHEHAL S ST,
[12.81%H]

9.1.2 BEAENBE R IBPEI DN DEE
EHSE R A PEL T A IRGYE OB EEEE T 5280 [1.3.8.2,8.3,11.1.25 1]

94 £TEREEH §HE
TEUR VT e 2 LAV G- DI AU AR B G B O e e 5 260 H N E ) 2k 2479 &
ST BZE [95.151]

9.5 114

9.5.1 I LI IRL T2 B OB 2 LI B G L2 ZELEFL WV LFCDI9MF VAV
_/7vr7xa SRR 7 SUT AR P G- L 72 3BT 2 I O T L A H DI A OFAT

5 IR OB A ASFRO SN TEHY LRCDI9NT Y ATV 2 =y 7 7 AN U R v A S 32 5L
E!HFLEEP PG L7 ER T, AR RO BRI IR A OO A BEAL T 2580 5T, v A
A Y OB A & L #2357 HE T L 72 2% BUARRE A 1 2L #2399 H o B #A N 3E L 72
HOFFREIN AL T AR0OSN TV, [9.4.95.2.9.65 1]

9.5.2 IgGHuiRiENh il vk23dh 2 2L M BN TV D KA DI % 2 7= BE SO A IS 3‘0
W KGOV A D E D REVE DS B B 720, T F 2 XUREG AT 2 T VR AT BB
EEDLETH D, 9515 1]

9.6 IR
i L O RO R L O A R E B L IR OMB LI IR RETT A2 AFl O
FALIFHANOBATEA TH 25, L MgGIE LI HITBAT§ 22 LA SN T 5, 9512 ]

9.7 /\R%

NSRS R EL 2B BRI IR L T,

10. HHEER

10.2 BFAEE (BFRICEETSCY)

H G L T YF VUSSR T 2 F 2 AEACT 2T 2 S I E I A § B3 (S
1)) B R AV A )

1. BMER
KOENER D HODNDIENBH LD T L E T HAT W BE D RO SN &I 5%
Ik 2% YR LEE T,

11.1 EXLGEMEA

11.1.1 Infusion reaction (12.0%)

SE o LR PR DR 3 L 56 2 9 PO 895 S 05 D B e d o R IR BRIZ B\ T
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