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HA N2 SRR e A BT 5
SHEDVTHREFOaNFaxTaq RN
i 3 Ml Vivacity-MG3 il 4 — 7 > 5 ~OVIE E 30 D 4 bt

BAKEY Bk ? et fr?,/ Carlo ANTozZI® /
Kavita GANDHI”,” Ibrahim Turkoz®  Michael KutcH®,”
Marie FitzGiBBON”,” Sindhu RAMCHANDREN® /FH5L.2 ¥

0 Es
By . 2FMEEHMIE (MG BETH, ERa Y bo— Vil srsavsFazs
oA R (CS) HEZKET 5 Z ENBEESBFREE &> T b, REITCIE, HAA gMG
BHERIZBTA2=2R )~ 7HETO CS HHRRZHE L, FEFIZEK TS minimal symptom
expression (MSE) DzERCIR I 2 BEFR 2 G L 72,

Fik  ABEZEN, Vivacity-MG3 s D+ — 7 > X)VILE  (open-label extension : OLE) {7 —
g ERWIERRT CH B, “EHEM (double-blind : DB) MTIX, &THEHMM=KRH) < T
BETISLARBCS VY 2ZEVMT B, 24 BRI DB %5 7 L C OLE JHIC&17 L 7= iER
TlE, flic=K 1) ~7nk5 3Nz, TEMITEHE, OLE BT LIHARABHEOF
T, OLEIR—2F 4 VAT CSZMHLTWEEBEE Lz, OLEIR—ZXF 1 U6k
SRR (2024 8 AT =% h v AT ; =R A )~ TEREIAR R RfE 76 H) EFToOT L
F=vo U ECS 1 HEoZizmz, OLEMT =4 h v M 7S TCT LV =y o UiisHE 5
mg/ HUL N &R Lz BEES, BX0 248, 368, 48 B TORIZ MG-activities of daily
living (ADL) #8227 0 7213 1 T L 7= MSE O EBCIRI 2 5F 4l U 7=,

R HAAgMCBEBH 1LLHIAOLEMN—ZX5 4 TCSZMH LT\, 11 6il4knE
CS1HEI, OLEMIR—Z2F A4 >D92mg/ ANHT—4% v b+ 7H 1213 6.2 mg/ HIZK
Tl 78 (63.6%) TCSDOBENRDOHN, ZDH>H 56 (71.4%) 75 mg/ HULF%E#
L7z, CS DIREN D HNIZ 7HIZE TS MSE EZBUIRGUE, 24 8Tl 06, 36 8TIX 36
(42.9%), 48 HTE 44l (57.1%) Th -7,

#E5R : Vivacity-MG3 ik OLE HHIZ CS ZHRA L TW e HARAEMIZENWT, = R4 v THE
TTCS @ﬁgﬁ\#&iﬂAf 2HHN, —HOBETCIEII VU N=Z Yo E 5 mg/ HUUFE X O
MSE ORI HER I NIz, Z ORI, CS ZEEIEFIEL, FERPZE L Tz BE#H o4
%%l@%“%t}a}otm HLTHY, HRAIZEWTH, =ZAH )7L CS = LD,
—iBDEFH T MSE ZER T 5 ilREMEAVRIR X 7=,

F—TJ— R £HMEIEHEIIE @MG), 2VFaxFaA( K (CS), HAA MG HEH, =
AAV~7, Vivacity-MG3
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i L & I

4 &y T HE R i 4% 77 fE (generalized myasthenia
gravis : gMG) &, HCHUKIC KD MpRER 24
fEEIN, 2HOFRHO5EEES X OHIET
BT HHCHREEETHD Y, HEEa v Y
AHA Y VAT, BHMAHIHENIFET 200
O HHAEIC S A 72\ VIR FEZ minimal manifestations
(MM) status & L CEFL THY, MM status DE
EAERHE S LTEIFSN TS Y, MM status
T AEERIEEE & L C, MR REREE
iR 7 VIRE# 79 minimal symptom expression
(MSE) iz W HN TS 7,

HARD 2022 FHETHA K Z 4 v TlE, RYO&E
AEOKOa)FazxsaA R (CS) 2, HEW
IREIERNICINZ, “ETEOE (quality of life : QOL)
OB MFTZEICKOX, MM UL EoIREE
EHEFFLOORROF L K=y oy 5mg/ HE F%&
ERT 5 MM-5 mg 8 —DIFEHEE R E L T
5%, Flsbb, BEHEIERZ Y bo—)vicE
X657, BITEHER-° QOL M) 7% &4 ufhiny /e
BEEHEANLIREINTHWSD, £, 2025 F0H
BRarvte 42T, RBOBEOCSHMEZS
mg/ HUTIZMZ B Z &, BXOZDERDI=HIZ
1A BH 5 % fs )2 M Fe 52 & & (neonatal Fc
receptor : FcRn) BHE I 7c & D4 FEEIG 2 15
M52 EOBEEEIRINTEY, &0 CS DI
EORBHIBICE TS RE LD 1 DEL>TH
57,

— 77 7C, Japan MG Registry (JAMG-R) % & ¢
AL e LR H AR DORBREE K 7 — % N— 2
T, IKRELTE L D gMG BED 5 mg/ H%
Z BRI CS ZRINZHEHL T D Z EndmEIh
TWB97, F/=, mME CSHMIE, BHERE §E
PRIE, REGYERE O CS BEAIHEICIINZ, RIIA
Bele & OBRFEEIRFH O E HBE#EL TnH Z &
TRUIEHMEOHEET Y Z0XH1IZ, KD
T—=FIZENWTH CS OEMEG OBEITHHETH
L2000 6T, EEIY bu— v aMERFL s
HREM CS & T & 2% CL L IiaFE R
FZHEL L TR W ORBIRTH B,

—Z/R#VY~7 (nipocalimab) &, FcRnZ&&KIZ
EBAEICH AT o P IgGL £/ 7 o —F L

PR 63 % HT75 (20267 H)—

HRTHv, EERGEE 7 07 1) G (immunoglobulin
G : 1gG) H X OIRIFEME B CHUE 2 E IR T 0D Al
MICIK TG 2BEETH DY, BH3IM
Vivacity-MG3 it T, PiikBGME gMG BEHICEH
WTC, BEHEBEIC =R ) v T xBn LR T Z
AR L CEE® (double-blind : DB)
D 24 FHEIZ 7= ¥ Myasthenia Gravis activities of
daily living (MG-ADL) & X ' quantitative
myasthenia gravis (QMG) Z 27 OH & /si#E %R
L7z?, 612, DBMIICKi +—F VI XWILE
(open-label extension : OLE) I Tl3, ®£EB&EN=
AHN < TEEEZ T RN ERIERELTOCS
o BB i« Rk T A Z EEH BN TS D
EnB, ZARA NI THRETTO CS BEh R H
N AHZENURETH -7, OLE o ek %
HHIZ U= Tld, OLE#IRN—2F 4 T CS
AL T8 BId S H 40 Bl (45%) TCS D
W E-idFIErZDd 6, FHHEEX TV K=Y
O UE 23 mg/ H2H 10 mg/ HIZE F L2 L
MU, RABRIZm/OIEGI S EENTEY, HAA
BEICEOTHEROMRZRT N E D NS5
EMZIN TN,

Z ZCAMNTCIE, Vivacity-MG3 itk ® OLE #]
MU BAANBEE NG, =R h ) < THh#
T CS gD bzmet Lic, Bkmicid, 7
R=vo #BECS1 HEOH®E S 5 mg/ HIATD
EERCIR U &2 FFE L, i T MG-ADL 1245 <
MSE D#ERCRIL G ERRAVNITHRES L7z,

7 %

1) ARTHA > xtg

AWFIEI, %8 3 M Vivacity-MG3 iR 5% & OLE 4
T—Y i, BOVUEEE L7 eFray v
%74k (AChR), #iifrRzBEkFoy V¥ —
£ (MuSK), F7@3V Ry v/ 37 EHE# Y X
7EZEMAE 4 (LRP4)) OHARANEZEE-ITHT 5
HEENT CTd 5, Vivacity-MG3 ik 1E, &K 4 8
Mozs)—=v 271, 248 DBH, o0
kS35 OLE I SR I N % & ek 3t « =
BREE 3SR CTH B Y, DBIATIE, HEKRET T
broicavyra— L ENTHREVEA gMG B#H
D, ZARBY) T HEERER (SR ) TR
(Day 11Z 30 mg/kg % & fif #¢ 5-1%, 15 mg/kg % 2



B LIRS F203 T T w R+ SR
(7Z1ARH) IZ1: 1 TEYFFHNZZY, DB
TlE, CSHAUBEBREOREIXEEE SN, B
BLAETREIEDBMCH &M EIXRD SN -
7o OLEMITIZ=A A Y ~7 15 mg/kg & 2:8Z &
IR 5- X e,

KN Tld, DB#iZ5 1 L C OLE HlIZ#1T L
HAANBREDS B, OLEMN—2F 14 »TCS
AL CWeBEENS L L, DBHIOEIM (7
FYRBELEZ ANV TE) ZrrbbT,
OLE i =R » ) v TG a2 T - 2Ef % as
U7ce BIZEIAEIE OLE IX— X Z A Vv 6 2024
ESADT—YHy NATHEEET (ZAH )<
R % I E R ol 76 ) & L,

FERBE D7 a k2l X OHRETHIE & Ei ek D
MHFEALTBSDORRZZT, IXNTCOEE,HE
FIC&BA YT+ —LF s avey bERELTE
X NTz, AEERBT CIELILINMET —¥
DH 7z, Filz e/ AxB IR L T
A

2) BELCAVE LV CS REAH

OLEMACIX, =ARHV~7 15mg/kg D2HZ &
DOERNEZ G- DI, FEEEBREOR ) Y2 X7
Z—XE, CS, HEANEHEE L & OBEAF G B O /i
XN 7z, OLE iIF1%, MG-ADL X2 2 7 Tl 4
RO EARFENZE L TN A Z DRI N
&, RETOHWIZ SN T MG FHED S B 1Al
T AGEBZ EICET 5 2 EED b NIz, RN
CS DA THE &Il L 73541218, ROFIEIC
o CTHEEERM L /- CSHH5EA 30 mg/ H%E
B2 H5E1F48MEZ &1k K10 mg/ HE T, 30
mg/ HILFDOHEI1X 4B Z &I/ K5 mg/ HE
TOREE Uiz, BN CS OfiEA5E T Lz &H
WrL7=%6, —ARA N TOBREORG LY A v E
MG f#EZ b e &b 4 BHEMkSE L, Tk, fib
D MG Of FHEE OWHR G S N ize BFFED E DI
BIFIZHBNWTH, R O EOH /o I R ENE
DOHBITRD SN -7z, CSHEERTXTT
F=vo Ui s (mg/ H) IZ#—L Tik-7,

3) FHMEHE

KERMHIE, BOPERENE T OLE HIx—2 5
{ VT CSHEEZZITTWIAARABEEZRRE L
Too FHEHHE & LT, (1) OLEHIR—2Z2F A Hv 56

PR 63 % HT75 (20267 H)— 3 (435)

OLEMiT—% v b4 7 (ZRH )~ 7UREE AR
FUE 76 ) R ETCOIHHLZVD TV K=Y
o VR CS 2 & D FIHME, (2) OLE IEFARE &=
T7VN=Zvo #E CS5mg/ HUANZER L7
BHEOES, ) OLEMIX—ZF 1 »H 5 OLE
T—=%Hy b ITRERETCOT VLV R=y o ViiE
CS1HEOHMOHERE (>0-5mg, >5-10 mg,
>10mg), WOLEMIZHE T A EEREICLSD
MG-ADL & X CEERiFHl 2 & 5 QMG X 2 7 D
%, (6) MSE DRI % 2 N2 Nt L7z, MSE
& MG-ADL #8227 0 £721x 1 &E#%& L, OLE
DT =48 H v b TEEE T CS Oz F /- idHIEx
ERLUZERICE W T 248, 36,8, 48 HDKKF
HETORIZER LI-EIGZZNZENGHE LTz, 72
B, A Cld MM-5 mg ERCR IS EHEEE & L
TINEZINTWieh 5Tz, IERIT Y ha—LbD
fEHE & LT MG-ADL 12 %5 < MSE Z #3112 3
fili L 7=,

7, HEWHAKBECOLEMR—25 14 T
CSBEZZ T TV HARANERMICH L CHESESL
DIAIZ DN THET LT,

4) FRETEET

KIENT T, £FTOLEMR—ZXF14 Vv OEEY
m e UTCHE, MR, RE, REFRTE, MR
M, HC¥PiAY 1 7, MGFA (Myasthenia Gravis
Foundation of America) 438, MG-ADL X 2 7,
QMG Z a7 %ailk Ulze 17 3 ) BRISAEFIEE
KO DEIE, AR VFEE & BEER 2= A
THEH L7, OLEIZE 1T 5 MG-ADL & & O
QMG % 27 OHERIL, FHEEBEERZEZ AW T
Lz, CSHEWEFR IV F=Vvo VA E (mg/
H) & UTCEHMi L7z OLEIR—ZF 4 VBT —
YHy NETRRETCOHEZ BTV =Y
O VR 5 mg/ H LN EREI S OFHE I, S
R lck T2 FMHEEZHWCHEE L, —J, 7
LV R=ZvoUviECS 1 HEDDMAHER O N C
W, HiHIE S (F—2 v A TS EED) O
M&Ex, Mg HZ &4 ER 28 HEO 7L K=
Vo UE 1 HPEHEE LTEB U, ZetRT
iCld, EAEFELOREREZDOEEGZTLH L
72
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£1 DBHIR—25 4 vORELY=

PR 63 % HT75 (20267 H)—

—ZARHV~T —ZARHV~T
A BTt e
" (n=28) (n=23)
T, P (BHERE, K 57.8 (12.5) 59.1 (13.3) 54.3 (11.9)
Tk 1 (9.1 1 (12.5) 0
[0)
Bl o O6) E-qid 10 (90.9) 7 (87.5) 3 (100.0)
R, P (RS, kg 72.0 (14.3) 69.9 (16.1) 776 (7.3
FERERETER, P (BHERE), % 45.7 (12.6) 49.0 (10.2) 38.0 (16.8)
MR, VY (BERZE), 9.9 (10.8) 7.1 (9.4 16.3 (13.0)
YU AChR HiiABGM: 9 (81.8) 7 (87.5) 2 (66.7)
YL MuSK Hiikb ¢ 1 (9.1 0 1 (33.3)
[0)
ARSI A7, OO L Rpa s pimste 1 (9 1 (125 0
ENIZEEEHS L 0 0 0
7521 0 0 0
25 Z 1la 3 (27.3) 2 (25.0) 1 (33.3)
25 Z 1Ib 2 (18.2) 2 (25.0) 0
25 Z1la 5 (45.5) 3 (37.5) 2 (66.7)
Nk [0)
MGFA 5%, n (36) 25 21 1 (9.1 1 (12.5) 0
25 ZVa 0 0 0
27 5 Z b 0 0 0
25 ZV 0 0 0
MG-ADL 2 27, Py (ELH#E(R-2) 9.5 (1.8 9.1 (1.8 10.7 ( 1.5)
QMG Z a7, ¥y (EEHE(R ) 15.5 ( 3.6) 16.0 ( 4.1) 14.3 (1.8

HREABUI T RS, T ) BBIIEGI S = 0BG TER L,
©: DB MNCHEHEVARIRIC N T 7 TR 25 INTOWEENS OLEIIZ =KD ) v TG0 Kb > - BHEE
" DB HICEEEEIE I INZ C= AR A ) v T o e 5 SN TN S OLE I =R H ) v 7z fkfis 5 S - B ERE
75 : DB, double-blind (-TEE#H) ; MGFA, Myasthenia Gravis Foundation of America ;
MG-ADL, Myasthenia Gravis Activities of Daily Living ; OLE, open-label extension ;

QMG, Quantitative Myasthenia Gravis

A %

1) MNREE
DB #2725 OLE #1217 L, OLE#IX—25 41
YTCCSEMH LWL HIANE & 5Tz 2
DML, DB#IIZC 7S AR %Z#H L TEY OLE
Wic=RA)~7IcBfrLi-EE (BT, =&KH Y
< TBATEE) 284, DBHInS=ZARH ) <7 &k
FiLl-BFE (LLF, =B~ Tkt »n 34T
Hotzo TNH 11 ZDEFIZHTSH OLE MR+
D=RH Y~ TEELYHEOHRAEL 76.0 HTH -
2o DBHIR—Z5 4 VIZE T2 11 HIOBREE
BXOANOMAFAEEIIR 1 ICRT, FHOF
P13 57.8 % (BEHE(R 22 12.5), ZPEiX 90.9% TH
D, FIERFER O 45.7 1% (EHER 4 12.6),

MR A O 3913 9.9 F (FR¥E(R 22 10.8) Tdh -
7zo Pt AChR HiikB5M: T h - 7-iEHIIZ 81.8%, it
MuSK FUikB T H - 72 5EFNE 9.1%, $T LRP4 4t
KT H - 72AEBNE 9.1% TH - 7= MGFA 4338
W75 ZMa»27.3%, 75 A0b 3 18.2%, 75
ZMa A 45.5%, 75 ZMb 2 9.1% T, 75 X1,
75 ANa, 7 FANb, 7 F ZAVIZi&47 BAERNT
Wieh 572, MG-ADL #8 2 2 7135F45 9.5 (BLHe(R
71.8), QMG 2 a2 713 F#H 15.5 (FE 4 | =
3.6) Th-7=

2) gMG IERICBIET DIEEDHR

OLE #8112 & 17 5 MG-ADL & QMG D ## % K
1A, 1BIZR9, EBHDZ a7 3 OLE #iiZid DB
WOXR—=2F 4 v X0 &EUIRBTRE L CHER
LTWeo ZARANVTIRBATEE =R H ) ~ Tk



PR E T - 5 63 %5

F75 (202647 )— 5 (437)

A) OLE H#3(C&(+% MG-ADL D

N=Z 7 VHD QMG AL (Vg +/— B 2)

BEACT DNV +/— B A2 KR,

2 \
I
— I
H |
= | T
& 0 w !
-1 | !
L :
+ I |
g -2 |
[ ! i
il 1 !
= —4 !
= | o
=2 ! R ' ' ‘
2 1 AR !
& ! [ I I I ! I :
S -6 ——1 11| :
= 3 g | I | ! I :
S ‘ R R T | ;
<! ! o : : : | i .
2, I [ | | | |
N -8 | b ! L I I ! I i
N ! L0 i
n | o B !
T’ o N =11 ! 11111111 10 10 10 10 9 %
2 L DD D D H D © ®
< ) W NN 0& o q,)\\@ q}«/ %b& &
¥ FTIRY §E S & )
a Qroroe” v P N N
Q‘b
AR £

%5 : DB, double-blind (“FE &) ; OLE, open-label extension (4+—7 > ZNWVILE) ;
MG-ADL, Myasthenia Gravis Activities of Daily Living ; QMG, Quantitative Myasthenia Gravis

X1

B MG-ADL, QMG IZ>W<T, DBIITD 2 a7
DELB X OLE o 2 a7 oK1, 2,
31ZRT,

3) CS {EHDIH®

11 B2 Bi2° OLE HIX— 2 5 1 > T CS %%

OLE Iz & 1T 2 A0 eE O #HER

T\l OLEMIR—Z5 A4 VBT =8 F v b
TR (=R P ) v TRER T RiE 76 ) &
TOCSHEDEIZODWTH2IZ7RT, CSDE
{LEDFHIE —3.0mg/ H (BE¥ERAZ2.74) Th
D, CSDOFH1HEIZOLEN—25 14D 9.2



6 (438) SR - 635 W75 (20267 H)—

Py (BR#ERRZE) AL : Py (BERREE) At
—3.0 (2.74) —4.8 (1.68)
14 -
124
é,\ 10 4
g n
@t\l 8 -
~
g -
6 -
=0
TE 44
B A) OLE #iR—2 51 >& &V OLE #7—
R Shy bFTBACKTZTLE=V DY
0l 8 CS 1 BROTIE
OLE OLE OLE OLE
N=Z2F7 T=8Hhy N ET N=ZFA{ T=8Hy b ET
IOLE«*—X:M‘/(D .?~$’7‘7v k7D

CS it &# (n=11) CS kiER % (n=17)

n=11
\‘\3 n="7
.in=5

B) OLE #i7—%h v bFT7RBRE TIC CS BE
71.4% AROLNEEIE, KFLUBREIRDONT 7
Flo>B57L F=/ O #E 5mg/ AT %#E

M L7-ElE

OLE R=251 v () G <5mg/ H

A7 04 FiRAEH

C) OLEEAT—%hy MATBRETOTL K=/ O ViBE CS 1 HEDHHDHRE

100 0.0% 0.0%
10.0% !
90 18.2% :
|
80 }
|
70 |
|
QS |
S 60 |
it | <5mg/ H
b 50 I n==6
sz |
o5} |
40 :
0,
30 60.0% e R
. I
0 | 54.5%  —
20 |
30.0% [
10 }
9.1% |
| _J
OLE OLE OLE OLE OLE OLE OLE <5mg/ H»>  <5mg/ H»>
N—=254v 128 24 38 36 5 48 3H 60 14 T4 MSE 5# 8 L. F MSE #5
n=11 n=10 n=10 n=10 n=9 n=28 Hw AT

n=11
D0-5mg B> 5-10 mg [ B 10 mg

GG © CS, corticosteroid (Z)VF 3 270 A ) ; OLE, open-label extension (4 —7 > F~X)VIiLE)

2 CSHMNFIZETSOLEN—Z25 4 Vb TF—%Hy b+ 7HSETO CS HEDOZAL




PR 63 % HT75 (20267 H)— 7 (439)

100
90
80
70
60
50
40

MSE 3EHHE (%)

30
20
10

0%

MSE (3 MG-ADL #8237 0 £7213 1 & E#£ L 7=,

B&5E : MG-ADL, Myasthenia Gravis Activities of Daily Living ;
MSE, Minimal Symptom Expression ;
CS, corticosteroid (Z)VF 3 Z7 1A K) ; OLE, open-label extension
(F—=F v FXNNVIEE)

248 H 36 34 H 48 H H

3 OLEIT—% 7 v b4 7Hesi T CS DMENFRD HNIBHE 7 P12 5 MSE ZEFE DL

mg/ H»HOLEM T —% v b A 7R R D 6.2
mg/ HIZEKF L (R2A), =KRH )~ TR
EZERH )T TGO OLEAR—ZXF 4 D
CS DV 1 HEEBLEDVFHEZFER 4 1277,

OLEMiT — % v N 7W 5 F TIZ CS &N
BHHNI=DIF 63.6% (7/11) Th-7- (E2B),
INBTHNIZEN T CS D1 HEIX OLE X —
254D 10.4mg/ A5 OLEMT—% H v b
TS D 5.6 mg/ HIZIEFLTHY, CSDE(LE
DVHIE —4.8mg/ H (BEHERA1.68) Th - -
(B 2A), OLE HIDEERNIZ 53 1F7= CS D &AL & %
R4ITRT,

4) 7L K=/ O #E 5 mg/ HUTOZERRR

2ENHOHL, T N=ZyoHmE5 mg/ H
DN 2R LB HIEZS6ITHY, WELEDHOHN
Tl 58 714%ThH -7 (K2B),
OLE HlOBERIZ 275128 WC, OLEMT—%
# v M T7HRERTS5 mg/ HEL T 2 L& %
& 4 1R~ d,

—7Ji, CSEDERFLIZ1 05T, OLE M
T—=F Ny " TREEETCOZRESICETLT VR
=V o VE CS 1 HEDDMHOHERIZ DWW Tt
L7 (B2C), OLE#IX—2Z 4 » L%, 5 mg/
HELF DBEDED B ENEGHERFIZ I LT <
fHA N BHE XN/, OLEMIT —4 h v b d 7
T5mg/ HEAFZ 576 Bl DWW T, 461 (66.7
%) MAMSE 3R LT, LT, 361 (50.0
%) 1% 8 M LL_EDFEGEH) 72 MSE 235 LTz,

5) MSE D#REFRYZZERARN

CS EmN TR BN 7 Bl 2ATIX, MSE DERK
W 24 S E TORIZIZ 0 B, 36 FEE; S E COM
Wi 361 (42.9%), 48 M E oI 46 (57.1
%) THEE Iz (”3), OLE WD /7 17
MSE OZEREIG % & 5 1277,

6) & &M

OLEZH T 5Lt Hili Of K2R 21RT,
L1 HITLO EOEFEELI B L Tz, H
RAERICE T HEEFLORBL, 2F%EMOMH
MEMR—H L Cnie, = RA )~ 7 LREENH 5
W INT-FEEELIIZDS B 56 (45.5%)
otz ZARI )T TRATREE =R A ) ~ 7 Mkt
INZTNOHEERZOFMZAE6 12K,

% %=

AWFFETIE, Vivacity-MG3 i85k @ OLE Mz & 17
L7cHARAN gMG BFZx5% & LT, OLEMiZE T
HZRANRTHERG T TOCS HEOE L ZMET L
Too FERELT, OLEMAR—2F 4 T CS %l
ALTWZ116D5H 76T CS DFHEHLED S
Nico 72, 26765652 0LE 7 — %
By NATHEETT LV Ny o 85 mg/ HEL
TIZHE Lz £, WMEDED ONI-EE 76+
4 T 48 8 F TIZ MG-ADL 1235 < MSE ZE#EH
RSNz —J7, WEEROBERIIONDLT,
OLEMIT—%H v N4 7R TC5mg/ HELFIZHE
BELIEBE6HITHDE, 46517TMSE 2R D R
XN, 2055 3413 8 BRHILL_E D MSE 2R D



8 (440)

PR 63 % HT75 (20267 H)—

£2 OLEMIcBU 2 aEES

ZNR 7N
R % : OLE XN— 25 A » CS W HAAEH 11
SFHEEERIHE - GE) 69.6
1O EFESEHRBEL-EE, n (%)
HEEL 11 (100.0)
RBER BN H D ERES: 5 (45.5)
IR > - HERS 1 (9.1
HELEERES 3 (27.3)
BN L EE A EES 2 (18.2)
— T S A EES 3 (27.3)
BhERIRCE > - FERES 2 (18.2)
ZhhbIcE - - ERES 1 (9.1
JEYUE S K OV AR HUE 8 (72.7)
A B HU G 0
HIEFEADEE OIS A N b (MACE)
MACE : B3ty 0
MACE : FEEKFEI 0
MACE 12354 L7s A XV b
B 1 (9.1
JEBRIERY 2 (18.2)
FIEARE
N 0

W:7—%Ay b+ 7H 202481 24 H
CRBREAERIC X VEREE OBENH D LHEINEERL (AE),
B&EE © OLE, open-label extension (+—7 > I N)IEE) ;

MACE, Major Adverse Cardiovascular Events (EZ /O A X2 1)

BRABN TN, ZDOXDIZ, ZAKh ) 7Tk
TTCSHEZMDIZEHZD T, KRR/ MEN
WRIN, HADHTA NI A Y CERAINIEHNE
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Corticosteroid Use During Nipocalimab Treatment
in Japanese Patients with Generalized Myasthenia Gravis:
A Post-Hoc Analysis of the Phase 3 Vivacity-MG3 Open-Label Extension

Abstract

Objective: In patients with generalized myasthenia gravis (gMG), reducing corticosteroid (CS)
use while maintaining adequate symptom control remains an important therapeutic challenge.
This analysis examined CS use in Japanese patients with gMG treated with nipocalimab and
exploratorily evaluated the achievement of minimal symptom expression (MSE) in the same
patients.

Methods: This was a post hoc analysis using data from the open-label extension (OLE) phase of
the Vivacity-MG3 trial. In the double-blind (DB) phase, patients were randomly assigned to
nipocalimab or placebo. Regardless of initial treatment assignment, all patients who completed
the DB phase and entered the OLE phase received nipocalimab. The main analysis population
comprised Japanese patients who entered the OLE phase and were receiving CS at OLE
baseline. Change in daily prednisolone-equivalent CS dose from OLE baseline to the final
assessment (August 2024 data cutoff; median nipocalimab exposure time of 76 weeks) was
evaluated. The proportion of patients achieving a prednisolone-equivalent CS dose of < 5 mg/day
at the final assessment and achievement of MSE, defined as a Myasthenia Gravis Activities of
Daily Living (MG-ADL) total score of 0 or 1, by Weeks 24, 36, and 48 were also assessed.
Results: Eleven Japanese patients were receiving CS at OLE baseline. In these patients, mean
daily CS dose decreased from 9.2 mg/day at OLE baseline to 6.2 mg/day at the final assessment.
CS dose reduction was observed in 7 patients (63.6%); of these, 5 (71.4%) achieved < 5 mg/day.
Among the 7 patients with CS dose reduction, MSE was achieved in 0 patients by Week 24, 3
patients (42.9%) by Week 36, and 4 patients (57.1%) by Week 48.

Conclusion: In the Japanese population who were receiving CS during the OLE phase of the
Vivacity-MG3 trial, CS dose reduction was observed in a proportion of patients during
nipocalimab treatment, and some patients achieved both a prednisolone-equivalent CS dose of <
5 mg/day and MSE. These findings were generally consistent with previously reported results
in the overall population, in which CSs were reduced or discontinued while symptoms remained
stable. The results suggest that, in Japanese patients, nipocalimab may allow steroid dose
reduction while enabling some patients to achieve MSE.

Keywords: generalized myasthenia gravis (gMG), corticosteroid (CS), Japanese patients with
gMG, nipocalimab, Vivacity-MG3
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I%55 : DB, double-blind (-EE#) ; MG-ADL, Myasthenia Gravis Activities of Daily Living ;
QMG, Quantitative Myasthenia Gravis
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N=ZFA Vb SEfE (B ) -85 (6.7 0.5 (4.2) —6.3 (7.2)
48 K T E TOZL bR fE -8 0.5 - 6.5
HIPH s/ Ml 5 fe K Al) (=20;1) (=3;4) (—20;4)

%55 : DB, double-blind (“#EE ) ; OLE, open-label extension

QMG, Quantitative Myasthenia Gravis

(F—=FVIXNVEE) ;
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15 (447)

T4 CSHEA N GIZEIT2EMD OLEIN—=ZZ A BT =4 H vy A 7REETO CS HEDZL

ZARAHVST | =R YT
i I
" (n=8) (n=3)
BE K 11 8 3
OLE I 25 4 V= 5514 3 CS i e (B#REE | 9.2 (2.96) | 9.8 (2.85) | 7.7 (3.2D)
(ma/ H) ok 10.0 9.0
me B RMA ; Bkl G ;15 (4 ; 10)
OLEN—27 1 V2 ~ | o (EERD | 6.2 (2.93) | 6.3 (2.96) | 6.0 (3.46)
mg/ H R (RN ; Bk @11 4 10)
OLE ] Fifl (BEHERE) — 3.6 (269 | —1.7 (2.89)
R=ZFTAYIBT=Fhy N IREETO ok i — 4.0 0.0
CSZEE (mg/ H) HiPH GR/ME ; BAfE) (—8;0 (=550
BE B 7 6 1
FifH (FEE 4 (2.3 . . 0 (—
OLE I — 25 £ Yk 5513 5 CS & T (RS | 10.4 (2.32) | 10.6 (2.46) 9.0 (—)
(mg/ ) LA} 10.0 9.0
e W (RME ; Bokle) ;15 ©;9)
. FE (RS | 5.6 (2.82) | 5.8 (2.99) 4.0 (—)
s — s & =X
OLEHIT—% % v b A 7Hef I OLE 7 M<’ bgﬁ““@ SR ok i 5.0 4.0
CSMB AR L% me i (RME ; Bokle) 211 (4;4)
OLE TE (EERE) —4.8 (1.84) | —5.0 (—)
R=ZFAYDPDT = hy M IREETO Hg fE — 4.5 — 5.0
CSEME (mg/ H) #ilH (FME ; Bk (=8; -3 | (=5;—5)
CSmA B L7cHhTOLE T —% /1 v b A 7IE LU
CS 5 mg/ O T AR L= B4%, n (%) 5 (T4 | 4667 | 1 100.0

a8 CS, corticosteroid (Z)VF a3 X7 T A K) ; OLE, open-label extension (4 —7 > T N)VILE)

15 CSHEM 11 Bz H T AP D OLE HIN—Z25 (4 V65— 71 v b+ 7H % T MSE #ERR 0281

SRV T | =R )T
i _ 1?; BATHE iR
(n=28) (n=23)
OLE HiN—2 5 4 » T CS 5% Tz &R 11 8
B E R 7 6
RO 24 FENZ BT 5 | KEK 7 (100.0) 6 (100.0) 1 (100.0)
- OLEM MSE 3ERcIk O | 0 0 0
FT—4% Ny bt TEEEIC
CS W% R L 7= B, RO 36 FEIZEH T 5 | KEK 4 (57.1) 3 (50.0) 1 (100.0)
n (%) MSE 2RI E K 3 (42.9) 3 (50.0) 0
RO A8 HEIZ BT 5 | KIEK 3 (42.9) 2 (33.3) 1 (100.0)
MSE 2RI #E K 4 (57.1) 4 (66.7) 0

B&&EE : CS, corticosteroid ; OLE, open-label extension (4 —7 > N)VIEE) ;
MSE, Minimal Symptom Expression
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1% 6 OLE HlicH T 2 HEREL O

PR 63 % HT75 (20267 H)—

75tk

ZARAVTT/

=KHY~7 =AKA)=T = #
TR - OLE XR—ZX 54 v CS IR HAANEE, n 8 3 11
SFEEBME GE) 59.36 96.81 69.57
PR R (5B 29.25 47.00 34.09
1O EFELZRBILESE, n (%) 8 (100.0) 3 (100.0) 11 (100.0)
fafeAs L ow e 1428 2 667 | 3 (213
I 0 2 (66.7) 2 (18.2)
| Bt 0 1 (33.3) 1 (9.1
LIS A 1 (12.5) 0 1 (9.1
| R REEBIHTE 1 (12.5) 0 1 (9.1
HeLowmebes | 125 | 1B33 | 2 182)
P HIBY 1 (12.5) 1 (33.3) 2 (18.2)
- ERESLORGHEoRE 13425 2 667 | 3 (273)
PR 0 2 (66.7) 2 (18.2)

P AT BE 0 1 (33.3) 1 (9.1
VRN 1 (12.5) 1 (33.3) 2 (18.2)
WRARRE 0 1@ | 109D
VI T VA ) R AT v ¥ —B i 0 1 (33.3) 1 (9.1
meEARE 0 1@ | 109D
L A A DA 0 1 (33.3) 1 (9.1
AR 0 1@y | 109D
=873 0 1 (33.3) 1 (9.1
L S B 3@75 | 133 | 4364
PR 1 (12.5) 1 (33.3) 2 (18.2)
Dz 1 (12.5) 0 1 (9.1
PRSI 3 1 (12.5) 0 1 (9D
bR 1 (12.5) 0 1 (9.1
wiedsbes 5625 | (U A 5 (45.5)
R 1 (125 0 1 (9D
P ARPE R R 1 (12.5) 0 1 (9.1
POl 1 (12.5) 0 1 (9.1
L DK 1 (12.5) 0 1 (9.1
LR 3 (37.5) 0 3 (27.3)
- 1 (12.5) 0 1 (9.1
MEEAEE . 1Q25 0 . 109D
R T 1 (12.5) 0 1 (9.1
mEARE .1 Qzy 0O | 109y

CMER SR ) o LR ERE 1 (12.5) 0 1 (91
EREsLOwER 7875 | 1@33) | 8 (12.7)
| IO B AR B 0 1 (33.3) 1 (9.1
1 COVID-19 fifi % 1 (12.5) 0 1 (9.1
RN/ 1 (12.5) 0 1 (9.1
DGRBS 1 (12.5) 0 1 (9.1
AR 1 (12.5) 0 1 (9.1
34y7w1yw 1 (12.5) 0 1 (9.1
D BRI 4 (50.0) 0 4 (36.4)
S BIENL TS 1 (12.5) 0 1 (9.1
LR G 1 (12.5) 0 1 (9.1
ok, s LOWESGHE 3 @375 | S S 3.@r3)
I 1 (12.5) 0 1 (9.1
AL P PR 1 (12.5) 0 1 (9.1
LR 1 (12.5) 0 1 (9.1
f#@s Lo’y ].1Q025 | o | 1C9p
IR E SR 1 (12.5) 0 1 (9.1
B KO PMEE 4 (5000 | O 4 36.4)
PRI 5 1 (12.5) 0 1 (9.1
P 3R 1 (12.5) 0 1 (9.1
D B AR 1 (12.5) 0 1 (9.1
L LB 1 (12.5) 0 1 (9.1
| IR 1 (12.5) 0 1 (9.1
L BRFEPE RS 1 (12.5) 0 1 (9.1
2 1 (12.5) 0 1 (9.1

W&EE : CS, corticosteroid ; OLE, open-label extension (4+—7 > Z X)WL E)



