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FIREFOXLE

BRESEEZHET DD BULIFRLELTLEEV, EFFERDBGEFESICRSZHIEL BYFLEZTTDOT

<IEEW,

—
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IhsE

11555B&(C B (F Dinfusion reactionDEIE %

infusion reactionFiR

l FHIDIR SR l
v
BENEPEE BE EmEBhT
(Grade 1. 2?) (Grade 32) (Grade 42)
{
infusion reaction[El{§ infusion reaction[El{§ FEIDIESHIESD

infusion reactionFIRFFDHE5 LT

infusion reactionFIRRFDEHLUT

DISHRE TR SZBHT D, DFRSRETRSZBHT D,
EEKinfusion reactionhBELUCIFS
1) %51 | infusion reactionFIRAFC AFIDIE 572 —RHIICHRTT 5.
T 2)CTCAEICHBF B [infusi lated tion] MGradi
FROBSPID 2 TN SInvien g acton 61
NIH ClinicalTrials.gov
https://clinicaltrials.gov/ProvidedDocs/70/NCT02200770/Prot_000.pdf
I ;9%%13)
= 11555 5%(RCP) TR 5Nizinfusion reactionDHEIFEIS
MBEAQP4-IgGRRM: MBAQPA-IgGHaM: =5t
n=213 n=17 n=230
TR AEIEE TS nEE AEIEF TomEE AEIFE
n=52 n=161 n=4 n=13 n=56 n=174
Infusion reaction 5(9.6%) 15(9.3%) 1(25.0%) 1(7.7%) 6(10.7%) 16(9.2%)

MedDRA ver.21.0 (2018F10826BHT—5 71w b7 T8ER)

& 1155:5% (Any Inebilizumab&E*) TR SN icinfusion reactionDFEIREIS

MEAQP4-IgGRz 14 MMEAQP4-1gGR2T4 a5t
n=208 n=17 n=225
Infusion reaction 26(12.5%) 2(11.8%) 28(12.4%)

MedDRA ver.21.0 (201956R68F—% v bZ THR)
% ! RCPXIFIFE1RHIR (OLP) TAAZ 1B iR S5 SN &EH



(@ msuE )

FEDIRFARICBVCEAKFE CHAHBMRBAMERICRDREIOTU VREDE RHEROSN TSI L.
ROBMECEA iFHREim A U2 R A DO SN TN EN D BEENFEIR T DRI REMEN S DET . Fe.
FRIRSICROBHIRRMDUAI L. AR SHIERBRABICOIZOBMRB DRI ORI END AAKRS
AIERICBVTE. REINHIERICKDMEPD A IV AFICLDBRIENEUDNIFRIE T SRR D DDE T,
FEOBEABHRROGER T RFERNCMEREZITOIFE BESADREZTRICHEITHLIICLTL
Jftay A

I EFRNIC KD ERIEE
RAIEF BEE BERELEFANIR REDERZAIOREICHIOIR. NOBERFENFAELCEFARAXTHE
BIEELCTVET,

B EFRER
I IRESRRAAE © FEF [, IR R, IPIRMNEE j7E. = HER (BIRAR. R BRES) 5E
PRESTXZUE © BEERFR. FRIREN S8R FROEB. FEAILLE

I EBIRIKR
11555 BDRCPICHIFTDEEIEDFHIREIA(F. AFKIBF CT37.9% (66/1748)) . TS5 MEFT41.1%(23/5641)
TUle. ZDOH . EEFBRPEDRIRESF. KBIBET1.7% (3/17461) . TS5 REET3.6% (2/56%1) TUTE.
B R
11555 B DRCPICHIFHIAMBBRLEDRITESF. AFNBEET2.9% (5/1748) . 7> EMEET10.7%(6/56
) cLrz.

MT—FHvbhA T 2024F4H9H

B HE

REUEDREONTTHZG(C (& MFARE . BOERXIR. ERCT. MPEREESDRAZREUREZIZ1ToEEBIC.
NMEEPNDA VAR MNERZR ST DEEDOBEYFNBEZTOCLIEEVL EHE BRRIEZEHULTCWVDEE
[FRESADESREICHU BRFPEDAFEZB L TIEE 0,

FIe FFRS(CLOBMRRHEDIEA U FEIR SRR B RABICOIZOBMRM DM A ORI 2 ED 5 A
BRESFPUIERICBNTH BESADREZ T ICHREUTIZE,
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1" CD20R5 14 Bffa s D2

BRI (. ABIDFFENMIARECD19DRH I E I Hlcth. CD20M 4B AIELE T,

AER 5% DMACD2087 4 BRI HIE. 285BI DRCPD/EIC FRDKSICH#E Lk Uiz, CD20B3 BRI,
1BEDFFIRSHS58E%IC50%U FEMED, 4BRI%(CIIARZR S UILEEDT100% T, RU2SEEIC[3EE
DA% T A= T UEN'ST10% U FEFDFUIZ,

CD20i54BHIf2EIDN—R 5 1 /EICXTT 2 EIS DR RIEDERFHER (ITTEH)

(%)
350-

e TSR
300 —h— AHE

N N
o )]
o o
1 1

1504 ¥
100 "o

50

B SIPE A T\ AIN—,
OWHE WS O O

I T T T
1 8 15 29 57 85 113 155 197(H)
iSIE

ST A ABRIRO TS ERZRSUCBEICBITMEFOBMRKICHTHEEICDONT. 7O0—T A bXk
U—=RWCEHmLTE,
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BRUZSFHEMB(LAERE*220[C TS RXIEAEAIZ0. 100K 0600mg7z1 HEXU15HBIC2EEF RN S U
T DOBHIRM DR (F FELDBO TUI CBHT—5) 1,

75K IFZAHI30.100.600mg’= 2:BEMR C2EFRIRAES ULTBEDOR—R 51 VICHT D
Bl DS (PRIE)

200
—t— TSR (n=7)

175 - —— AHIB0mgiE 58 (n=5)
—o— ZAEI00mgiE5E (n=4)
150 - —r— KHI600Mg% 58 (n=6)

125
100

75+

NOATIUAUIN—, | (R)BFHW

50

~
—

U—MINR—
&
|

FU : #R5280R
¥ 1 2026F9RIRIE | AFBRAEGEDIBENIF MR

ATYXT DEGESNHBENIFZIR. MBEX FZRICEHET DT FENRUREFLI TD®EOTY,
4. HEEX 3R (Fr#t)
REEEERANT NS AEE (REEEERZZ0) DBFETY
5. FHEEX (FZNRICEEET D;ER
(RMEERERNANI NS LIES (RHEEENZEZ0))
5.1 AEE RHREBERARINS LBE GRHREEAZZO) DBREILFERITTEY.
) [ FMIE(UE - REEERANINS LEEZHR AR5 22023] (AAHRER) Z5E(ICT DT L,
5.2 707 RUZVA(AQPA) AR DBEICHBVWCAWMEZR T T —F[FBRONTNS AEIE HFIAQPAHA
BREDBEIRSITDIE. [17.1.185]
6. RiENURE
BEBACE A REVANY T (ELFHERA) EU T EIB00mgZZElL 2B#(CRIERHTL. TDR. FERS
hS6nR%E(IC IEEHRICT EIDER CrRiERHE I Do
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I ®ZEJsO07YViRE™
115558 (RCP) (CBIF2REIT O TV BREDHES FRDEO TUI,
RIgDR—2R 54 VHh SOE(LROFRIE(TTEH)

#i8lg
150 o
+10% —A— KEIR
U Py
100+ e e
- A
-10%
50
0 : | |

(20181082687 —5 1w b JHR)
B IgGOR—ZS 1 UH5OB{LEORRIE(TTER)

I9G
1509 e TSERE
—A— AEIB¥
100
50
0 T T T
N—RS1Y 128 2813
(2018F10R26HF7—4 Y A TBR)
IgMDR—Z 514 VH 5 DE(LRDOHIME(TTER)
IgM
150+ @ TSERE
—A— FHIB#
+1%
100+ .\j\:
50 -32%
0 T T T
N—RS1A1Y 128 2818

(2018F10B268T—4¥ v bF TER)

OLPICEWVTC.RCPHBEDOSFAIZR S UICBREDRIGREDN—AS A4 Vo DE(ERDHFRIEE.OLP 268
(n=154)T-14.1%. OLP 7858 (n=90) C-24.8%.0LP 13058 (n=46)T-27.6% CULIc.IgGREDN—X>
A VHODZEAEEROFPRIEIL, OLP 268 (n=154) T-9.1%.OLP 78:&(n=90) C-19.7%.OLP 130:&(n=46)

T-21.6%CUIZ,
N—RSA VEICRIGR DI F VU HMHMRH S NIZEE (MIREEN YA NgG) [ICBWVT.RCPRUOLPHICE

SIZERNO. 2. 5FEDAFIRSEICBRAD I F U HMDE FMIRERENFTEATLURZ.
(2019F6R6HET—YDuh7 THFmR)
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I %}%1 3)
& 1155:8% (RCP) T3 SN RARYE (FAIBF A TS5% LU L) DEEEROFERES

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)

& 115558 (Any Inebilizumab&HE*) TR SN RRE(FHBF2A T5% U L) DEESEROFERES

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%)
PREGRG 47(22.6%) 3(17.6%) 50(22.2%)

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

& 1155558 (RCP) TR SNIMRRDBESRROHEIRES

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)

& 1155885% (Any Inebilizumab&H"*) TERH SNICMIKROBEEERODFERES

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)
% ! ROPXIFOLPTHAZ1EIL RS SN &EH
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F15ElEA

((3)BRUEFR ™ 1 L ADEEIE )

FEDMRESNCBESAICBWVT.BEFFR DA LA (HBV) DFEMHEDRESNTVE T /e 1155548 T
(& RIU—Z2 TBCHBSIRG M X ISHBCHUARZ L CHOcBE S AFBRA SN TLE T AHI DA BRI H
ROTBERE T 213 LU CHERBEBE PR DA VAN —A—DEZIUV I ZITIEE HBVOFE LD
BURPIERDHERICEFRLTLIEE L,

I EFRXIC L DERME
HBVOEEMELIF. B, EBELEEANIE. RUBEDERZE I OEEICHIDFREVCET AN TERSR
BLTLET,

B EFRER
FE BRANR. 25820 B0 - B 508, LIESEER. 2B%E

I FEIROR

1155 BRCIF HBVDBEMLFHER SN COWEEAD NADESREFHEIEREZHREUCMINT
ABRICHWVT. OLPHICHAEIZFDO0.8% (1/1196) [CHBVDBEHE D FEIELE UTc. COERIE. Grade 2D
FEEDERCTURLH FEICOBREFHDEHIS N ARIDRSHIEICEDIUIC HmIRIFERTUIL, IFB.
EACTHEREICERDESSNCEBESAICEVW T HBVOBEE EDNSRESNTVE T,

B HE
BH DB RBEAARSA 2 IRUTREIMH - LR BEICKDRAE T DBEFRNEA A NS4 2/ (45T
W) JI8EZ2sE (I EZ YUY T ROBYIFNEZFFIEICTHRO L A ToTIEE L,



[EEEN] gMGOHABEZXNREUVCMINTHER CHRE

ENIc[HBVOBEEM(E I DR SNTEEBIDE (8

NT—5)
1.2EER
451 54
i 587%
N3 TIT AN
MGIUSHADELERE IHE. KUBD R MM A BITIRK, 77 ILF—H 88X SESAEMIE. ST
FEIDORSHE 376H
PYFFTUD EYU RRFIZIVERAY. 7 LOVEY NS ETUJVIGEERIG, ORI
HAZX AIFIANWATILE Y £ bO200FF7I B 7EFILYATAV(WTFNbHiRS
FIMAEFE (3 ANER)
2 AEBIEE
B % 8
FAIDYIERBRS 2RI T,
FEIWIEIRSH S53758% | AHIDORBRSZRIT.
FEIWIEIRSH 53808% | MAIFHKZFIE LT,
HBVEZRDHESS S 1 HIEZEA R (Gl OPD)NEN SNz BEFUFIICD O F V&
ZRIFTHBO HBVRERENED D Icfcsd  BEFHFITEEINEAEFER(AESHE
HETHDHBVEEEIICZAULENWEBZ SNC. UD UL AT A AILEZF—ED
BERABRIREE N ABRZAESIEBER U (FAITERSH 55308%) . AESIE
BN,
K SNCRERRELUTDED THD

* FiHBcHA (Anti-HBC) : 0.007 CONEZEME : IFRItE)

* HBsHIR (HBsAQ) : 1843.00 COI(E#1E : FFRItM)

* HBe#/R (HBeAg) : 1834.00 COI(B#1E : IFRItMH)

CALT(PS =72/ bSVRATIS5—8): 67 U/L(E#ME : 36)

s AST(ZPRINSFVET =/ bSVRATTS5—1): 54 U/L(E#(E : 34)
HBVE A EDEIR(E[EERITHD ol

HBVEEMEICHN T aREDILEF[1RSHIE | EHRES NI,
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((4)Lﬁ'lﬁ%%’l‘iElEﬂﬁﬁ(Progressive Multifocal Leukoencephalopathy : PML) )

PMLIFEREELTVDICTA VAL REFIHE FUICIRR CRIEMEU TS R DB BEREZ R I &
/T,

I EFRNIC KD ERIEE
PMLIZ EXSFENFRELCEF A CERBIELCVET,

Il EHER
RS - F . Uk AR . SRR RERE S KB REERLE
BRE  URE EEES. R NES. 40— XREEONEEESR), IR FE, K58, BEUHESTE

I FHRKR
11553 BRICBV T PMLOBEESISHR S NTHBOFE AL, [PMLOFREM] DEFID BIBRESNTNET,

LS5 S

JCOA LRI T DR EMNIFEEIFIELH . PMLOEEIFERERICHDRZRE M 2OEX I ERLZEiET
CEPFEREIDFT

PMLOEROSNTTIZEICIE ARE DR S 2R CHIE L BRI ZIToTLIEE L,
ZOREICDOWVTCIE &FTOETHS RIERERIE (progressive multifocal leukoencephalopathy: PML)
EAARTAVOZBRUTLEEL,



<1155 BR CHRE SN [PMLOTTBEM HEFIDBIZE CBH T —5) >
1.2EER

4Rl 7

Fiim B0

BR1ERE IBMRESOR. B HRIENE, £ =N iR, FIREEIRE . REREHEA

2. FERIEEE

Bt (wH) ® B8
MRS ERRIC 7 YT A4 T >50mg/dayz21 » AR S.
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,

239HB (AR12HEB) | 88&(CSPH#BEZXEM L. YIQn CTIFERME CH S ERONDIMOREZRE RSB
RIFFZRHSNED D,

242HB(ABE15HEB) | MRICHEMUOREBNAEZRILHE MEOMEMT2EESRE. 4DDEMMDA NI =D
L3858/ | \GEIEDVERSD SN IEEFIRRIFERD HNIEM o e
CNOHDRZE(F 2B BFERCHB VT IO BN TH ofc,

B{I7NEA CSF>7)b%. John Cunningham™ - JUZ (JCV) U X S —E @8t (PCR) 547D
JeHIC2DDEFDIREHEES (X UTc. 1 DEDRIEREI CTIFJCVDDNAN & HAREEI T
BB ERESNIH . BDREREE CTIE MR AIREI CTH D EFRE TN/
3DBMCSFY VY J)L 7 KEEFEERRATISEN U BeREJICV PCROTZER U,
ZD7 v EATIFJCV DNAFRE SN o],

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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Z DftiigShICEEDUERIFIEE

WNEDIFUNIIESED I F 2 DEE
FERSERODEDIFURUBBEDIFTUICLDFHERDZE2RFRA SN TVWTEAL FEHDRSICH
e TRENFURINDOE T EDVIF URIEFEED TV OEEDNNEFS G FAICKOBERRBDA
BERIX CICIRSZ TS . BfilRMAREIT DX TCEDIF UNIETEEEDIF VDERBIFIEZ DR IICLTL
RSV ERBUCED TV ORKRICE DERDR IR UGG L BYFLEZT > CTEEL

I NEED O F 2 0ikiE
RELDOFVERATDE AFIDIEREFICID DI FUICH T DRENEONSVETREMD DD T AFIR
5?&(:?%&99:{%%@% 56, DUF U DHREFBZSEDBENDDOFI DT ARBRFHDIIF
BERBBSHAIC BB

I fh DS A S DHA

fDRBIHB LMY DE BEDRBHIHIERNS TS NSTEEMDHOFT . Ko T, D REHNHIE
EEDHA T CARDRSZRINT DHE Rl;$§ﬂ®&’:}qﬂ(L%Eﬂﬂﬁlﬁlﬁﬁﬁﬁ’a@“é%:.lahﬂfé‘@ﬁ'ﬂﬂlﬂﬁﬁu
{EFIDS BT ESND I EEM ZZEBL T IEE



PRGNSR DAL R

JFERBEZH S " EERT S RN RERHEESI/IAEEER (115558) 7 1®

=| B | B EREAEERR (NMOSD) DR AZREZNRIC. NMOSDEIEDERICH I HAHF DA
WHEEREMET STRELRT D,

T Y 4 | FFERBEEAS_EERT S ERNREREESE/IEEER (HAZZ 024 0E. 82/fE%

x R | MEAQP4-IgGEZEMUTEEDNMOSDALA EE2314

CDSBEHREEZ(ST22300DBEEITTERE U (FEIEE - 1740, 7S RR5E 566, 5

BHEARASH [AEEBE7H. TS5 REE 16]).

FISEIRES

- ARBRSIEIO1FEBICUAF1—AEZNESE T ONMOSDERMFRIEN 1 B ERIR. XK
HEBRSIRID2FEE(CUAF 1—aEanEE T ONMOSDRMERIEN 2B EFKIR

RERLEBOREREESMERE (EDSS) R I7H7. 5T (RO7H'8.0DEE HAZKEAD
SO+ BECh DB EIEMAVEZEFIRDHE LB S H ANTTRES L
=)

5 & | BERE  AFI300mg. BRI S
XERE : TSR BIRNIRS

1588
PAacy
=
2OY—=v5 JEE1%E8E (OLP)
mE pr=re 188 | 1s@8 | *RCPICBLTACTHIESIICSE
28H™ EERILLLBAM(RCP) | o sy ERBUICEE. NFREERIST
2818 — [CRCPZHET UTcsBE ht. OLPDS
REBDFT . OLPRIEIE,

A A
FAERAES 1 | IEWMEE  NMOSDR{EF S COMA

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) ¥,

3) ATV OEGESNERBEX SRR e SHRICEHET IR AERUBEILI FD®EO T,
4. HEEX 3R (FR#%)
REEEERANT NS AEE (REEEERZZ0) DBFETY
5. FHEEX (FZNRICEEET D;ER
(RMEERERNANI NS LIES (RHEEENZEZ0))
5.1 AEE RHREBERARINS LBE GRHREEAZZO) DBREILFERITTEY.
) [ MR LIE - REEERANINS LEEZE RS54 V2023 (BEAMRER) ZEE(CT DT,
5.2 707 RUZVA(AQPA) AR DBEICHBVWCAWMEZR T T —F[FBRONTNS AEIE HFIAQPAHA
BREDBEIRSITDIE. [17.1.185]
6. RiENURE
BEBACE A REVANY T (ELFHERA) EU T EIB00mgZZElL 2B#(CRIERHTL. TDR. FERS
hS6nR%E(IC IEEHRICT EIDER CrRiERHE I Do
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BRPRELER (DRI

F M OIE B | B

FEFHBIER

-197HE X TICHIE U ACTHIE* SNTENMOSDFEIFFHAE 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

& W 5t B | EEIMEIEE. FELEIAFHRIEE RO ZOMOBEIRFHRIER . TTEE. U7 J)L— 7 (&
AQP4-IgGIZ &R & MBEAQP4-IgGRRMHER) DZNZENUCDWTEN LT ITTERE.
BERBINDEEN IS EB1EEEREZIRS U TN TORELER L. IEAQP4-IgG
BN URRMEEDT S Z S . MBAQP4-IgGEHER ICEWVLW T FEFHMAEB LW T
BEMRIEGABHEZRIBRER(RBIXE TS M) ZHARFE L TZTCoxttfl
J\B—=REFILZBVTEHE L. — A ITTERICEWVTIF. EFIVICAQP4-IgGDITE R iviE
BEMDFHBEETF E L TEDIc.5H U EHE UTc FEFHHER DRERITBEmR U,
#8&(3. Bonferroni-based chain procedurelCEDWVT . 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-IgGrEE [MEAQP4-1gGEtE =111
n=213 n=17 n=230
TSR AEIEE TS NEE PiN=Fie2 ToNE P:N=iF ¢
n=52 n=161 n=4 n=13 n=56 n=174
& % (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)
4Rl n
St 3(5.8%) 10(6.2%) 3(75.0%) 5(38.5%) 6(10.7%) 15(8.6%)
ey 49(94.2%) | 151(93.8%) | 1(25.0%) 8(61.5%) 50(89.3%) | 159(91.4%)
THEDSS(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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I B3 DHER

197HBF TICHAEL. ACTHIEESNIENMOSDHEEFRAEX TOHE (BE) (XEFHEBIER)

MEAQP4-1gGIZIEEMIIC BT 8. RAIBE RO TS RBEDACTHIE S NENMOSDFEIEFHAE X T DR (& FEC

DEOTUIZ,
ACTHIEESNIcEIEE TOHIRDKaplan MeierZ70Ow b
(RCP.IMBEAQP4-IgGkZI4EEl. Y 7T )L—T#EHT)
1.0 ;
o.sleusﬁm)
Mg
g 0.8 i
1 !
% !
% 0.6 - !
o 0
D— 0.566|(75127ﬁ'§¥)
= 0.4 !
# PAeacyi: PN |
@D (n=52) (n=161) :
| ARUN 22(42.3%)  18(11.2%) !
g 024 !
OO B I I I I I I : I
1 29 57 85 113 141 169 197 225(H)
At risk #RZRHEARS
ISt 52 49 44 38 37 29 27 16
AFIE 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,

ATURXF DEGRSNZHRENIFINR  FREX FZNRICEHE T DERIS LU FDEO T

4. FHEE IR (FR#%)

REHEERERANT NS LEE (REEEERZZ0) DBFE T

5. HEENIERICEHET DER

GRMEERENANI NS LEE (RHEEERZZ0))

5.1 AFE RHREBRANINS LABE GRHR BB ZZ0) DBRECERIT DL,
) [ FMBEILAE - RMRBEERANINS LEEZE NS 22023] (HFRMRER) Z2E2E(1CT .

5.2 7O 7 RUZVA(AQPA) TUARRMEDBEICBWVW AN ZR I T — Y FBRONT VD KEE HIAQPATA
PEDRBEIRSTHE, [17.1.18F]
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BRPREAER DAL IR

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

ACTHIEENIcRIFF TOHIEDKaplan MeierZ70Ow ~(RCP.ITTEE)

1.0 |
0.867 (Z%IB¥)
T 0.8- i
1E |
z |
&5 |
7 067 ’T
h e
> 0.599(F5tiREH)
= 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(R)
At risk BEAE
TS5t 56 53 48 42 41 33 31 18
EIBE 174 169 156 144 138 136 131 95
ACTHIRENIERIEF TOHBDOEEHT(RCP.ITTEM)
MEAQP4-IgGR5 1% MEAQP4-1gGE4 &zt
(T )—T#) (O TI)—T#E) ==
n=213 n=17 n=230
TS REE REIEE TSREE AREEE TS REE AEIEE
n=52 n=161 n=4 n=13 n=56 n=174
RIERIREEN 22(42.3%) 18(11.2%) 0 3(23.1%) 22(39.3%) | 21(12.1%)
FTBDRREL 30(57.7%) | 143(88.8%) 4 10(76.9%) | 34(60.7%) | 153(87.9%)
J\HF— Rt a 0.227 NA 0.272
95%Cl 2 (0.1214-0.4232) (NA-NA) (0.1496-0.4961)
NA=Z57 U

a  REBZ A E T DCoXEIMEICEDE. TS Mz ERHET D,
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I’ Z24DHFER™

EHREFHIICH T HBEEER(RCP. As-treatedsERH ™)

I;EAQP4-IgGRSIE I;EAQP4-IgGEatE =Hy
n=213 n=17 n=230
TS TmEE AE|BE TS mEr AE|BE TS MmEE KE|BE

n=52 n=161 n=4 n=13 n=56 n=174
SHEER 37(71.2%) | 117(72.7%) | 4(100%) 8(61.5%) | 41(73.2%) | 125(71.8%)
Efﬁg;giﬁf 13(25.0%) | 39(24.2%) | 1(25.0%) | 2(154%) | 14(25.0%) | 41(23.6%)
Grade=3*DE==R | 7(13.5%) | 13(8.1%) 0 1(7.7%) 7(12.5%) | 14(8.0%)
T 0 0 0 0 0 0
BELEEER 5(9.6%) 6(3.7%) 0 2(15.4%) 5(8.9%) 8(4.6%)
BEEREEERNU
/R$Grade=3°D | 8(15.4%) | 15(9.3%) 0 3(23.1%) | 8(14.3%) | 18(10.3%)
BEER
REEREBETE . . .
sty 0 1(0.6%) 0 1(7.7%) 0 2(1.1%)
Zg;ggjk 0 2(1.2%) 0 0 0 2(1.1%)
RESHRICESTE 0 o
g§$g 0 3(1.9%) 0 0 0 3(1.7%)

MedDRA ver.21.0 (2018F10826EHT—5 71w b7 THs)

a: Grade3 : EfE.Grade4 : £@mZEDH 9. Grade5 | BN

b BEELEERROEE L. AHEBDNIER.ARZETDIER.BCAR L TVDEAIFABOIER. Rt X FERIEE
E/HAEA D BEENHEFNER. ERMEES/ B (BEDEAIET)

c . #®’5mit  KE|CKDAEZDIET D,

d %50 - ARIDRSZE—FNICHRTS 5,

RCPHOEHELFBEERRIS. FAIB TIE8HI10M4 (4.6%) [CFBHON. TDWRIEFER. T RIEBEX. S4B
BRX RS RER. FIEX. REBRE. FEIEAE. BERENE 11 (0.6%) TUIC. TS RE TIE5HI84
(8.9%) [CERHOSN. TDAERIFHIVE T, %R, D )V AMEBEIRRK. ik, INEMS S 3w 0 AR MAE. F iRk, IFIRE
#NE11H(1.8%) CLIC.

RCPTODEREDIRSHIEICESICBEEERIIAEET C26124 (1.1%) (CFRHOSN, TOWERIFEEUAHRX . BAEH
|IEDE1H(0.6%) TUIc. TS EMBFCIEERHONEE A TUIC,

BEAZBEICHIFPEEER(RCP)

BEABEBLCSV T FRFOEEERORRHKE7HIR7HITLUI. EEFEEERNUOTECAFRHSNFE
A TUTZC REIBFD1BIIC. Grade 3DBIMENRDONFT U BBREDR SHUWINIIHIEICEOCAEERIFER
HONFEATUI.

¥ ARE(REINEF TS EROWVFN) Z1 B HR5EN &R

ATURXF DEGRSNZHRENIFINR  FREX FNRICEHE T DERIS LU FDEO T
4. FHEE IR (FR#%)
REHEERERANT NS LEE (REEEERZZ0) DBFE T
5. HEENIERICEHET DER
GRMEERENANI NS LEE (RHEEERZZ0))
5.1 AFE RHREBRANINS LABE GRHR BB ZZ0) DBRECERIT DL,
) [ FMERILAE - RMREEERANINS LESZE NS 22023 (BFMRFPR) Z2E(CT DT L,
5.2 7O 7 RUZVA(AQPA) TUARRMEDBEICBWVW AN ZR I T — Y FBRONT VD KEE HIAQPATA

PEDRBEIRSTHE, [17.1.18F]

28



29

BRPRELER (DRI

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(— -
iﬁi‘ggg 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



I 24%£E(CHBIFZEIER : (RCP.As-treatedsEH*) (1155:5K5%) 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%)
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BEA—8

MBEAQP4-IgGIBHE | [BAQP4-IgGHEE &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?s/ 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%)
;'_?E..’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
REBRUFREREE 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%)
B 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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I 2(FKRICHTDEER : (RCPRUOLP.Any Inebilizumab&E*) (11555K58)

;& 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%)
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BEA—8

MEAQPA-IgGEYE | MEAQPA-IgG I &t
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%)
SEIN 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%)
INER 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%)
gfgigﬂgl Jh3YRTT 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%)
FERER 9 ZRIEN 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%)
Bl 25 0— /Ui 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%)




;5 AQP4-1gG 1%

;5 AQP4-IgG Fa1%

Bt

n=208 n=17 n=225
HERE 1(0.5%) 0 1(0.4%)
BRER 1(0.5%) 0 1(0.4%)
BhEsE 1(0.5%) 0 1(0.4%)
EERE 1(0.5%) 0 1(0.4%)
TR 1(0.5%) 0 1(0.4%)
%%éfi%% f@*@gﬁg*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%)
5 DR 1(0.5%) 0 1(0.4%)
ANERE 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%)
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FHBRICBWVTIE HEANCDODWTIFRSNZRER CDFER CTHO . RCPHDERANEZEICBWNTHHE]
BOBEEROERHEIE7HIH7HITURZ e, RCPRUOLPHDEAEF (Any Inebilizumabse
HICBNT BRABEOBESERORERHEISHFEHITLUIZ. (F BERADZEHDFBERICOWVNT
(F28~298%Z 2 EEW)

% RCPXI[FOLPTHAZ1EIL Hig5ENfcEH

(EHBSHORSMT—IBHEDETH ? )

1155582 ClF. 2019F6B6HD T —F Vb A TR R T BEDHHL L (62.3%) ' 548HEZIBR
TRESSNTVET,

BB SEREEFEANGEREZERL. FARETICBIIDRMOZEMENRUEMMEDT -5 ZRISTE
TIDT.CHADIFERDULLBENLET,

(REmHECRIBEERILE Y BIE OBRIZEIETT ? )

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

115558 ClE. NMOSDaBED e DR BHA ICROB RaBEFFARLE T ATUILH FEICLD
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 ?

11555 B Cld. TERDED FRA X FFIEREZED TNE U,

11555 BR(ICHIF DR X (G IEESE

wEEE BROV/ A B AE

wRIJ/OJUY #81gh'600mg/dLKE

SFEREREN 1200cells/uLF

D> ) CBRE CD4 TUZ/) EKk#H300cells/ LK
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. BAHRZER . SFRMEBUIE - REREHERANT S LABEZEHA M54 22028, 26.
. BAEZ . BEFFRAEH A NS4 (2022 F6 Hi4G] £4HR).

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

BT 77— (#%) | BRIEREZENR E UTcalg (MEDI-551MI-CP200) ((tNE )

(M2.7.2.2. M2.7.6.1)

BT 7= REEEEXEERRBREZNRE UESINEEER T2MGFRER) (M2.7.4)

(AGREFEHHmERD

HA7T 7 —< (#F) | REAREEAEEERERREENRE ULSIIEER BRAREEHARER) (M2.7.2)
(CAGREFEHHmERD

BT 7 —< (#F) | BREULEMB(CERE 2 NRE UIcaliR (CD-IA-MEDI-551-1102) ((tNE#D
(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.

[(F&RER  A5B&IE. Viela Bio, Inc(3R P LAY T V) ZEOBHEEBSNIc, AR DEEIC. Viela
Bio, Inc(R 77 AY 1) RUHHA T 7 =Y HASHD SMAZIEZZ T TV DD ZEND.]
AT 7 —< (%) | REAREHAEERREEZNRE UCEIIERR HBRSBEOBMENUEESS
(+tRERD) (M2.7.6.3) CAERIFEHImE L

77— (#F) | {REREEREEREBEZNREUCEINERER BWEGFAER) (M2.7.3)
(AGREEHEERD
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mURA I EEETE (RMP) BIZ

EERUAIEEFE (RMP) [ ERIOERERCEIC. (1) B2 MR RIE (EREEEENHSD X FEF DN DE
EAPARER) . (2) EREMT M EREE (MREICEBSNDERNEEE) . (3) URIHR/IMEES) (EERER
ENDOBERRELEARGOREFDERERDURIZER I DICHDEDEHS) [CODVNTEEDZBHDTI,
BURIC ATYXF m08EHT100mgDRMP O ZE EHET .

EERY X O EEEE (RMP)#1% (2026 F9 R 1RE)

1.1 ZEMEEIEIE
[EEFEFESNEURY] [BEEFEENVURY] [EETREIER]

- Infusion reaction EFTHS SR ERE (PML) B1AYY
- RRAAE - BEIREDET
- BRUAFR DA )L ADEE AL - B REE
1.2 BXNEICEE 9 HIREIEIE

B=12\Y]

| FEEICE DK ZEMEBE DI D;EED | FERICED K YR IBIMED T DiEE)

2. EERTEMEREEOME 4, URURIMEETEIDEIE

BEOEERTEMEIRTE BEDOURIRIMEES)

-BIEA. Xk - ZREBMONEEBBEREED - BFANNOEBEOERRTARICKDIEREMH

INEE - FEER - DITICE D<K T2/ FR D& (AU

=£17)

ENDOEERETEMEIREE BIMDOYRIR/IMEES)
-TERERAE (£S5 EVEfFFHRIIE) -TMIRBEEAECKIDIERIEH (EBREEHTEN
W FERRERE GREREBERANIN D LEE fiE)

(REREEXZS0) DRAFERICRET2HAE) - EEESEERITEM GEEERSAR) OEmMEIEH
(R EERARINS LBEE. IgG4BEERE.
2B AEEARIIIE)

CBEOTEM(ATUXFICRDEEEZS(TD
BEIAN) DIERERE (REBREERANTS
TLEE. IgG4AREERR. 2 FASEFEMHRIE)

3. BEICRITHAE - AEBRDFTEDHME

E=1AY,
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MCD19E/o/O0—F )L iiFSA]
AREVUXY T GEICFHHEIRZ) &RE]

7 U 1”7' suagsE100mg

UPLIZNA®for Intravenous Infusion —#&&:AREUXS T (& fn?%ﬁ}ﬁx)
EYRRNE - BIE - NHEERRD 8- ERSONSECLOERTRIE [ EMEENS

AR 7 5 R 876399

KBTS 30300AMX00255
B 2~8C T A RAE H 20214¢5 /1
AHEE : 495 W5 BB 4E A 20214F6 J

BRA
==

1.

1 AL TO+ HERB R RO BROTM- BREH B
2 KF EFBABHIR A (EF 58§ BHCD20E ) 7 O—F Lk BE%
5 UABRIFF R L A% 1) 7 DEEC. AR MR R AR T %
COBIER X X OB RS KSR HESN TLS.

1 1.1

1.3 AREIAIIEL T, BRABAEZSORHERF H5bNBI N BB
ROAHID s R A HEE TR LR T RE B
BRLACEAREL L LT B L OB BN E L O 50w i &
hBIEEICNAKFERETHE, [8.2.8.3.9.1.2.11.1.28 8]

BE(ROBECIFRELENIL)
$§U®ﬁk”t~ﬁb1@ﬁ&f®ﬁ% BDHBEE

3. #ERX - MR
3.1 #%
WGy - AR AR X7 GEAZ THLIRR)
(12347 (10mL) H1) 100mg
R L-e2FY¥ 14mg

L AT VUK 23mg
AL I A 41mg
Fova—27KF1¥) 401mg
R)VIVR—=180 Img

AHNL, F XA == ZANBA5—JREEMEE IV CRLE SN,

3.2 WA DMK
[ERIN It~ B OB~ LR 2§ 5
pH 55~6.5
BT 0.8~1.3 (EF I 35 10)

4, WEERISHE
OREREHER ANV LRE (REREEREE0) DBHRTH
OlgGARTE & B OEHAINH
* Oé%%iﬁﬁ#ﬁﬁ(Z;‘rl:l*rb“ﬁﬂxtizi—ka‘ﬁluﬂwﬁﬁfmﬁﬂﬁlﬁ‘%ﬁ(:iiﬁL/f;w%%
IZFR

5. RBER TN RICEET B33 E
(B ERRANIN LEE (REBERAEED))

5.1 ARHNE AR AR b AR (AR A &) O BFHR 528,
)[RV - AR RANRI N LR EBHAANTA 2023 (HAMFRFR) 2B EI0T 538,

5.2 577 7H) Y4 (AQPY) HK D BF BV THMZRT 7 — 2SI TV 2 A#NE HLAQP4

HURB O BF G- § 528 [17.1.121]
6. FEARVAE
SR ASIE A REY X7 (GG TR 2) LTI 300m g2 4 ], 238 #1215 5 HE L 2 O . 9l
F 55567 212, VL6 V1181 o) B B C R idHE 5 %0

7. AERVCARICEET 58
(ZhEEE)

7.1 Infusion reaction®VAZZ IR LIERE 22 M=V B7280 RHFIFEG D305~ 1R RTHIL A8 3
S T O R A ) 2 AR 11 02T AR AR G- 0 3045 BTV R Bz B AOVE VA 2 IR P 50 TR
HLBFEOREE BT 528 [11.1128]]

(B ERRANIN LEE (REBERAEED))

7.2 AF DM AR EAR T ICIDHIOBEND D L7200 H 5 MEEE T3 5L,

7.3 A& —w MM 5%, R OB OWTHRE L, FR OB E DR RO SN BH T, AH
DG LA T 528,

(IgG4RaEHRE)

7.4 RH O MR EAR T ICIDVHROBEND D L7205 ML E T3 5L,

7.5 A& — @ M 5% RO IO WTHRE L, IO E DR 2380 SN R BH T, AH]
DG AR T 528,

(£ BEVEEHRE)
*7.6 RO M AL FICEDREIREBAL O BZ N DS 720 5 M2 8T 3 528,
*7.7 AH % — g W G- % EROYEDS RO LN RV BE T AR OB G2 RE 3528,
8. EELEXIIEE
*8.1 ARHI DL G- EN 72 BFITBOT BRT 57 A VADTHEVEAL G ST 5 R AP 512062 >TB
RINF S A VARG D F BEA AL A G- AN EE) 2B 247928, [1.2,9.1.158 8]

8.2 RHH GAC XD S a7 VRO T NS ILER, G ER L OSBRI A L BRIHE AL B
TNLEALT 2 BZND D %o AH| OGP L O T I IR A2 179 %8 BED
IREEA T IS 528 T/ EAE O B RICTE R L E D W ON D 410, SR S
BB 259, BRI T528,(1.3.91.2,11.1.2,168.1 2]

8.3 AH % HAZ L) BN E AT AL ARH B G- 1k b R R 70 BRI B O WA 235658 % o A HH5
Gl B2 B Th SN E N X0 2 A VR SEIC X D I AE AV U A AL 3 5 0] figdk s
HHDT, BHEOIREZ TR T H2E,[1.3.91.2.11.1.2,168.1 2]

9. HENERZATHBEICEHTSIE

9.1 GHHE - EEEEDOHDEE

*9.1.1 FEMBRAFREBE BRI R VAN IAXZvUT DERERSBEERLE (HBsiFERM. »DHBcH
A ISHBsHL AR )
T VEBIIT 22 8 Tl T R DEREE B e $ 5 2 &0 A O I B ONEHEE T #2103 ke L CIIT
FERERMR AR RIA WA =N —DE =)0 754797 E BRI 574 W AD FEH AL OB 5 0 4R
DFEFUNAEE T 2L AH DG SN2 EFH BT BRI £/ VA THERAL A S Twb,
[12.81%11]
9.1.2 BUEDBE R IBLESFDNBEE

BASER UL OB ISR AIED IR B T 5280 [1.3.8.2.83.11.1.25: 1]
94 ETEREEHTHE

SEARVT REZ VRIS H G5 B3 A1
FT5IL,[95.1%11]

9.5 1147

9.5.1 TG ASIEIRL TV B WREE D H 2 L EIZIZ IR G LAV ENZEL Ve CDIIMN T Y AV =

W AHN B G- e O b #5512 60 J TV U) 70 BE AT 7 ) ik

=7 AVIE YR 2 S AE AR ] e 5 L7 3R T Z RO T AR A OB A OBAT R ORI
DOBHNLE IR A ATFRDHNTEY U ICD1INT Y AV = = 7= 7 AV AR ] v 70> 5352 FL0 T e 5
L7238 BT A R o BRI A B ONBu iR AR BRI T AT LN T b =7 A AL ) *d@BflﬂB’ﬂ«Jﬁ'}zi
HIZE#357HE TITAE L 7245, Ui E A B A 52399 H i BN E L 72 14 B REE 19 AT A3
NT15,[94,95.2,9.6511]

9.5.2 IgGHUKIZNAME ML ATH 5 ZE BN TS KA OFE 5% %3 72 B H A SO RIZB VTR,
EHDYAZ AL RN A D 2720, BT 7 F ¥ FF T 7 F 2 2T AR E AL T
b5, [9515H]

9.6 §5L§m

R L O RVE R OHEFLR RO A F R L AL OMGUS IR G 52 A F e LT
HAOBATIIARY TH B, LMgGIZILHHITBITT 22 EAMON TS, [95.15 ]

9.7 /R
NSRS G L7 R RBEE L TR,

10. AE{EA

10.2 BEAIER (BERICEETB8)

WA BT s F L IESHAET 7 F 2 AEACT 7 F 2 RIE IR A A § B3] (S # A, &)
T R VE A

11. BlfEA
ROFMER B HEbNBEIEDNH IO T, BlEx 14
kT 2% Y AL E AT,

11.1 EXGEMER

%11.1.1 Infusion reaction(lLS%)
TF 747 F — B O AR VT PR 3 56 2 5 A  FE 95 B IR S 05 S b b ZE 03D b iR A
B2\ Clinfusion reactiontd #I1H% G- RO B2 AT 210 HEE G- LU O G- FHZD B0 ST
%o SR DSRRO LN A NGB G b 32 5 R D 24 DM IE ATV GBI L 24T 28 F
72\ F E Oinfusion reactiondid HHON 7 EIIIE B GA IR GEY) R LB 1T 28, [7.15 ]
*11.1.2 BFE (13.5%)
M B B DI A VAN X2 BEGsE (Bl 458) 23 MBI LA B0 T AH O it e ] M v L OY
TR T RITEROREE T BI% 3528, (1.3.8.2,.83.9.1.22 /]

11.1.3 EITH S B A B RAE (PML) HEEARDT)

AFN W ] I rh B O %%Tf&ﬁ%%@%ﬁﬁ% FAMTBIGE 9 BT & o Al | AR R B 7 BRI
SEAR Oy BRI, DY TR JRR L) | A5 FEAEDRERD B S DA ITIE MRUC X2 W35 I &% Ok
%“%Hﬂﬁﬁ%ﬁﬁ&m:&’i'i&%l—Ldlﬁw&Mﬁ%ﬁi:}:o

*11.2 ZOMOEIERA
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Jeti) | ML (1% A E5% A )2 SERBOR A F i ERIRAME L ER IR A 1% A+ 1 I Bk A
SiE SR ER T 43 S BIN MER AR | ML/ NBCRCR A B | A BR B (1% A © BEOR bR Ak B i e S0
KU b5 ) PR 1% DA 5% A WXk, 1% A = DRGRAE R | MR ) aigc ek, P00 PR ) I
S (1% A = MRIVGIE)  WAPR % (L9 A = A WPUR T S IR B Ik ek RV D) 5 AL 2 (19 215
QA L 1% AN ¢ RS, ST R R TR 98D BOM (1% A © 9B F695 2Rk
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L A9 1 B R 2 T 2 B SR B )\ B (1% G = 994 7 A L HIR D 93, BV £ I 4%
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il : B BEORE SR ACH (9% ARG ¢ BTV AT E—VILE, BN 2 2 RIE . JURRARVE SR
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#1411 W 2 2 DTN TIPS AR ATEIY, 3351 7 )V 53 O A% H IR A B A1 i 250m L AU
PN ZTIE AL L TH WA I B M TV OT A0, 1 72 D216 E L0 i
AT DI E 2 N A TVAS 7GSRI B %2 27 4 (CSTD) I LW I eI
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14.1.2 HRICEH P IHEBR AT 5 2L AP EE T 2 BZ N0 H 20T, AR L O IR ITa D &
IHEMUVIRB)Z IR VW2,

141 3Bk T RO A2\ D B A ZAT) S LB O E A B U R ZRDIDORMEH L 22 e,

14.1.4 FRU22 A GRS RRIC A2 THIE§ A28, (IEALZWIE,)

14.1.5 FRL 2 HULHE L T 228 B, R LR TR T 28613 AL 7222 C~8 T TIRAF
L 2485 B DAL 3 2 S 8o L 22 3E 2 25 C UL T TR 235 A1 AR I LIS 9 5 28 o 1
I DFRIILBERE T B2,

14.2 ERHREHEOEE

14.2.1 RANIA L7254 AT 53 2008 L AMOTEHHL i S LR AL nIE,

14.2.2 BERH OB G TEDOMEN0.23030.22umDA 54 > 74 vy =2 $ 528,

14.2.3 KA G-W5IE, BFOREZ T L 05, LT ORISR 5 HEE2 S #2905 L 1
PTG T 5L 42 5-H DR EBIRE I EF OBEEE1T),

FICAT O REPROON Y A3 G52

B Pk oD F S SRR L B A R
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15.1 ERERERICE D<M
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APNERRO SN o7,
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20.2 AT AL,

20.3 #LAREI LRV CE,
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