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AChR acetylcholine receptor TEFNaY URFEE
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ANCOVA analysis of covariance BT
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AUCoint area upder the concentratior}-t%n%e curve | IGAZOREHDN D MR KIER £ THME L 72 i iR
from time O extrapolated to infinity JE — T AR T TR
AUCo-xn AUC from time zero to x hours postdose ﬁ%goﬁﬁﬁ%) SRR TO ML IR — R
Clq complement protein 1q Witk s X7 1q
CDC Complement-dependent cytotoxicity H AR AP A5
CL clearance JVT TR
CMI clinically meaningful improvement FRRHIIZ ER D B %
CTCAE Common Terminology Criteria for Adverse S S5 P A 4
Events
Cmax maximum observed concentration e e o P R FE
Cirough concentration observed prior to dosing FEFTO MR E
CYP450 Cytochrome P450 F k7 a— LP450
ECso half-maximal effective concentration 50%F 2Nk £
eGFR estimated glomerular filtration rate HEGR BRI &
ELISA Enzyme-linked immunosorbent assay BRSO IR E WE TR
Emax maximal effect S ENIIES
FcRn neonatal Fc receptor Re M Fes AR
FeyR Fc gamma receptor Fey 21K
GD Gestation day A0 A
GLP Good Laboratory Practice = 3R 5 D22 PRI B 2 FRERIR AR 00 S o> v
Ig immunoglobulin a7y v
IVig intravenous immunoglobulin s a7 ) R ERHERE
Ka equilibrium dissociation constant SR AR B A
LLOQ lower limit of quantitation E& IR
mAb35 rat anti-AChR antibody Z v M HLAChRPLIR
MAD multiple ascending dose SR 5
MedDRA Mec.ii(.:a'l Dictionary for Regulatory TCH [ [ 35 i 25
Activities
MG-ADL Mygsthenia Gravis Activities of Daily _
Living
MGC Myasthenia Gravis Composite —
MGFA Myasthenia Gravis Foundation of America | K[ HE 5 ) ENF 72
15-Item Quality of Life Scale for
MG-QoL15r Myasthegia Gr}e,wis (revised version) B
mITT modified intent-to-treat -
MuSK muscle-specific receptor tyrosine kinase RS FERI T o —E
MuSK-MG muscle-specific receptor tyrosine kinase RS BRI T 1 o v X — B BRI EE

antibody-positive myasthenia gravis
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Rac accumulation ratio EERE
SAD single ascending dose BRI & 5
SOC system organ class FRE R HR
SPR surface plasmon resonance Tl 7T AT
t12 half-life it
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time of maximum observed concentration
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(2) BfEMS
EA=RRANA
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EROEM, JHMOIKT 2788
7=
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0. EERNENFRGE LW XTI Ao b B2 b b,

FE B 4 A 2 AR (ARGX-113-1704388k) Tlid, AR 45 A E i 86 e B F 12 B8\ T
10mg/kg % 1 FHARFARNZR GO A 7 Mic X0, 77 REEL il L, #20IcHEET
BRI B IR D B 2 R AEIR OSEN RS bz, 10mg/kgs H1EIFH4EIEIRNE S L, L
DFRIEY A 7 WAL R FEAMZ -5 TS S 4 5 0 23 42 By B 0 ) M6 ) i B8 12 x5 2 e
ek HEEEZ O,

UEXv, RFORE - AR, @E, RACEZ 7V FFE R 777 B
z) & L TC1E10mg/kg% 1ERKIFE C4BEIRE R 22 F CRiEERET 2, 2zl A 27 1rE& LT,
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Ty PAZA i S (HANTHY) EEARNHI LSO TIRE  (RR28EM)
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L Ci%E)

#2: ak— FOIE, WIEBGZRIBNCEERGEFRRNRE Lizizd, Pkl

¥3 T2 T—% (F—F 0 bA 7 2020 410 8H)
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IXTRTEETHY, 25mgkgz 1A LI-HETLH (16.7%) ([CHHEEDOHEFLRNRD L
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720, HBENOKERNEIZRT Dunstructured covariance matrix % & L 72, A

a7 O KRKBD OfFFTIX, XR—AT A v AaT7 #HER, RREBEERTE L
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AN OREEHPRVRERE R O — 2 T o OFRBEEIC R E R ZEZRIT R oTc, X—=RA T A R
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nepl (66.7%) MK O9BI (75.0%) . 7T BREETIZZNENSH] (41.7%) KO3%] (25.0%)
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*EIE A M E ORI L, AHRARTH D,

BEMMEOHRR (RXOFETRER)

(& XRETHE1E B ]

*MG-ADLA R A7 DR—RZ A U6 DFEHEILE

MG-ADLARA 2T DRX—R T A G ORI, ARAIFETIXDay 8 (FIEIHE S 1)

IZ-1.98 720 . ZOBOTXTOFMR A (Day 15~Day 78) THiKMIZEKRD B 5 UhE
(CMI) *Rd bz, Day 50 (Ri&h-4f%) (2kRkERD, 448 Th-o72, Day78
(GREffE T R R R e 5.8 2) T, AFIBET-8.5 8 Tho7DlzxtL, 77k

AREETII-1.85Th T2, AHIEEL 7T B REEOMG-ADLIA A 27 DR_R—2AF A )G DI

A B D 7L, Day 29 (&5 1HE%) T-2.054 (95%FFE XM : —3.95.1,—0.15 4 ;

P=0.0356, MMRM) . Day 36 (Fi&#e520[E1%) T-2.085% (95%[SHEXE : —4.125,-0.04

A P=0.0459, MMRM) ToH V., AFIEEN T 72 AREE L G U CRFHEMIICHEEICKRE o

77

¥ : MG-ADL®OCMIIZ, MG-ADL# Z =1 7 DAL LD & U THEN. S 7TV 52122

- QMGHRR A7 DAR—R A UMb DEHELE
AAFEDOQMGIEA 27 DR—ZF A b OFEEALEIL, Day 8 (FEIHELHLAME) 12
288 L7720, ZOHDOTXTOFER: A (Day 15~Day 78) TCMINFE® Hiv7-, Day 36
(e e 52 [%) ([TleK &R, =BT Th o7z,
AL 7T B REEOQMGRR A 2T DR—A T A )b DOHELEO L, Day 8 (¥lEl#
H1E%) T-2.3848 (95%(FHEXMH : —4.634%,—0.13,5 ; P=0.0394, MMRM) T&H V. AFH|
BEN T 7 B ARRE & Ul U CREGHAIICARICRE o To,
¥ QMGOCMIL, QMGHA 27 D3m Ll LD & UCTHNL ST 529,

*MGCRAT7DR—RASA4 UM bLDEHEILE
AHFEOMGCA 2T D= T A D ONVHE{LfEIE, Day 8 (FIEI# 51 %) (2-4.341
ThV, Day b0 (Fikfth-4l%) (TR ERD, 948 ThoTz,

* MG-QoL15rf8 X a7 DR—X 54 U b DFEHEILE
AFIEEOMG-QoL15ria A 27 DR—AZ A b O L EIL, Day 8 (#IRIE5- 13 %)
IZ-2.0/5CH v, Day 36 (Ri&BH2HM%) ITRKERD, -6.0RThoTo, KAIHEE 7 F
T AREEOMG-QoL15rfa A 7 D_R— R T A b DB ED 1L, Day 22 (F)[E#:5-31
M%) TIE-3.72.5 (95% (FHEX M : —7.414%,-0.02,5 ; P=0.0489, MMRM) . Day 29 (Ff&
WE1EM%) Ti3-3.87/45 (95%(EHEX [ : —7.694,-0.05,5 ; P=0.0475. MMRM) . Day 43
(s 53 M%) TiE—4.3850 (95%fEFE XM : —8.5655,-0.204 ; P=0.0407, MMRM) T
HY | REIFER T 7 B AREL g U TR I BIC KR & o Tz,
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BZ2HDER

BEREMIZEBIT 50 FFRIIEEL12061F 1061 (83.83%) IZRD b, FRAEFEFRIT, AHA
BECITER AN 0] (33.3%) . AR, BYU L SERERAD . U L SEREORD . BEREORD . AF
EREIIMMAZ26] (16.7%) . 77 BARBETIXIR A3 (25.0%) . HR. S5, BER.
T IOPHENS26] (16.7%) Th oz, AEFGUIT T, BEXITEE (Grade 1X(F2) T
by, EEMAEFERS, BERILCEST-AEFES, LLITRO LR T2,

IRTDBBREEDARBREABETCESHRVAETER (REMHBITEH)

SRR A i i 7 7
HAE (n=12) (n=12)
B% (%) % (%)
FEHLGIH (FEBLF) 8 (66.7) 3 (25.0)
R R R 3 (25.0) 1 (8.3)
GIEbL] 3 (25.0) 1 (8.3)
FEIED F 0 1 (8.3)
BERR 1 (8.3) 0
— i - B N O 5L O R RE 2 (16.7) 1 (8.3)
AEFE 0 1 (8.3)
E 1 (8.3) 0
AR 1 (8.3) 0
NI Z 9 FERR 1 (8.3) 0
IR R A 3 (25.0) 0
HERE R 2 (16.7) 0
BY > REREOE 1 (8.3) 0
U 2 SERERR D 1 (8.3) 0
B HREREHE 0 1 (8.3) 0
TV > <BRHa 1 (8.3) 0
WM s IS M ONRERR P 2 1 (8.3) 2 (16.7)
S 1 (8.3) 1 (8.3)
£ HA i 0 1 (8.3)
JEYIE o OVE A HUE 2 (16.7) 0
i A 2% 1 (8.3) 0
HORIEE 1 (8.3) 0
H e 1 (8.3) 0
L 1 (8.3) 0
5, Hhi L OLE A BHE 1 (8.3) 0
P15 1 (8.3) 0
B A% S R OV B kL ik b = 1 (8.3) 0
i A 1 (8.3) 0
B2 K OVRE T L b = 1 (8.3) 0
) FEIE 1 (8.3) 0
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n==84
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n=65) Horg BBE AR
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n=64) " s
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T ARE (10mg/kg) XE7Z R
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H BHEM) 2B\ T, a) a7 7 —PEK, ROBBEEAT 1A REOIIFHEA
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T CTEIRNBE G- L=,
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2 DY A 7 EEIL, BRI E LT FOREO PR A LA, BT 5 2 &b &
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‘MG-ADLiEA a7 3E#HALU ETH Y . IRIEIRLADIEE TORA 27 2350% % 2 T\ 5 BHE
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4. FIAChRIUABHERHE OYEIY A 7 L DIRBREFA G- O TR 2 bR DI A 7 )V % B
g™ D IR B BT D £ TOHIM

5. FIAChRIUAIS LB OYIEI A 2 L DO BHIMG-ADLL AR & —* &Ity

1 YA 7 NI D ISR D LB £ TICQMGRA 207 W43 A 7 V.0
N2 T A PEIE R U, 2% OB A3 L C AR e Shr- s

%2 : MG-ADLOCMIE, MG-ADL# A =17 D25 L EOrb & LTl ST 52122

X3 BV A /N CIHBERIEE 5 B 9 HWeek 2 (HBUEE G-OI4A2HME) % TICMG-ADL#A =7
PRMFEHA I NNR— AT A U HB2RLL D L, 2 ORI, e L CABRMLL EERS Sl
&

RFH B O - RN (FIAChRFUASIE R ONRIEERE) OPIEY A 7 L DQMG L AR & —DEIE™
Z O o 2| - FLAChRFUARRMEEZE OFE A 7 L OMG-ADLL AR #—DHEIE

HEHEY (B | TIAChRUUARRIERE OHIEY A 7 L OQMG L AR # — D

Z DAt 7k, HEie, I, SRR

fEAT J7 1% FEGEHIE B L ORISR B Cl3 2 B2 T L MO #5720, 7— h

— VB 7EE AW, EEFHMEE E &2 A B AKER5% THRIE L, BIREHGE B ORE D7
— hp— =& Uz, FHEEEHIE H X OEIREHGE B 13 7o BB IEF 2 X 0 BERERIZ e
L7z, TRIKEHIEEE | 1.~5.DNAICHEZETTV, BIEFEORERS R A EKMERRI5% CTH
ETRWESIE, DBEOFMEEE ORMEITEm L2V & & LT,
(EECEEEIENED
PIAChRPURIGIEEF 23t & LT, A (HARAANEN) KHOR—R T A 95 GEAT
a4 RPEREIHIA S V72 L) TERIL, X—AT A L OMG-ADLEA 27 24488 L L
WEMRTE (22T ¢ v ZEIGZ W) 12X Y AEKERRS% THRE LT, 15
PEhRIL., 4 XA Z DB EEXF & & HIFE R L,
¥ THFATY L AP RLRH—bx rmaREY L XY AR, IaT ) —LBET
2 F VAN T R AT 7 I R*
*ESEM I EOIRIRICKH L, AHRERTH 5,
[RIGEHmEE H ]
MG-ADLE, O'QMGH# A a TIZET 5 Mt/ ST A — X DN, Ao F3EEMHIER &
kOB AT 4 v 7 ERET VA LT-, 2REH GTAChRIURE M &K OFarEBE)
g & LT Tl ik I BLAChREUARTE BRI (Bidpatt) Zi8mLiz,
CMI%ZR L= OEISIX, 18 (T X LMERE) KOEYA 7 LDOR—RAT A VRO A
a7 AR L U ot e T v & O CTRIT L=, 7 VITERIES. (HARNANE
Ay R=RT A HE) TR LT-,
MG-ADLIA A 2 7 Z 4548 b U7- ROV A 7 VA BbET 2 AT~ F TOMIRI, =5
EHz L v ERHE L, Kaplan-Meieri: (&5llogrankfiiE) % N CTHET L 7=,
(o FAfRAT]
PLFIZRTERAPEY A 27 L OMGADLL AR X —DESICE 2 5 Sk 3+ 5 7=
O, ER M & I U7z - FLAChRIUARBLR DL (BEtEz:) |« AFE (HARAN/SE
N) . DERESTREEGENERFEEK GEAT oA FHGEIMHEAIH D/ L) | =R
A > OMG-ADLI A 27 (5~T/8~915/10/5 L4 1) RONRRYA 7 VK,

EATRTICHUE L CW R H . BRARAY R E B




ARICET 5IEE

HER
BEEEERUR—ISM4 VEBEOKREEHE
A REERA FLAChRPLIRG AL
AFTE 7T AR AFEE A 5
(n=84) (n=83) (n=65) (n=64)
iy k) . Y FEERZE) 45.9 (14.4) 48.2 (15.0) 44.7 (15.0) 49.2 (15.5)
PERILL B (%)
Pk 63 (75%) 55 (66%) 46 (71%) 40 (63%)
Bk 21 (25%) 28 (34%) 19 (29%) 24 (38%)
NHE, Bil% (%)
TOT A 9 (11%) 7 (8%) 7 (11%) 4 (6%)
BN, 77V HRT AV BN 3 (4%) 3 (4%) 1 (2%) 3 (5%)
A 69 (82%) 72 (87%) 54 (83%) 56 (88%)
Z O 3 (4%) 1 (1%) 3 (5%) 1 (2%)
2O O (F) | T (FHERZE) 10.1 (9.0) 8.8 (7.6) 9.7 (8.3) 8.9 (8.2)
MGFA%HA, 1% (%)
i 34 (40%) 31 (37%) 28 (43%) 25 (39%)
I 47 (56%) 49 (59%) 35 (54%) 36 (56%)
v 3 (4%) 3 (4%) 2 (3%) 3 (5%)
FafdE bRt A 0 O Bl (%) 59 (70%) 36 (43%) 45 (69%) 30 (47%)
RAChRIUARGNE, 1% (%) 65 (77%) 64 (77%) 65 (100%) 64 (100%)
FIMuSKHUEME, B3 (%) 3 (4%) 3 (4%) 0 0
PLAChRPLIAR J O
PIMuSKHUAIREE. BI% (%) 16 (19%) 16 (19%) 0 0
MG-ADL# 2 27| P (R £) 9.2 (2.6) 8.8 (2.3) 9.0 (2.5) 8.6 (2.1)
QMG 2 27| ¥ (BEHERE) 16.2 (5.0) 15.5 (4.6) 16.0 (5.1) 15.2 (4.4)
MGC#A =7, P (BEHEFRAE) 18.8 (6.1) 18.3 (5.5) 18.6 (6.1) 18.1 (5.2)
MG-QoL15ria 2 27, ¥ (E#e(R%) 16.1 (6.4) 16.8 (5.7) 15.7 (6.3) 16.6 (5.5)
D EH1IRIOIERT v A RPEEa R
ST R (%) 62 (74%) 57 (69%) 47 (72%) 43 (67%)
FRE A IEIVRE ISR D=2 T A AAREH . ¥ (%)
ROBEREAT oA REHFEHALTND 60 (71%) 67 (81%) 46 (71%) 51 (80%)
AT a4 FHEGEIHIA %
LU 51 (61%) 51 (61%) 40 (62%) 37 (58%)
BOBBEEAT oA REOHEAT A
b S TR % B LT % 43 (51%) 44 (53%) 34 (52%) 31 (48%)
ROBBREAT oA RUIEAT v A
M o B BT L -CUs 7L 16 (19%) 7 (8%) 13 (20%) 6 (9%)

X N—ATA AR ) Y AT I —CHERE, ROEEREAT 0 A FROUIIEAT 0o ks i Al
(THFAT V2 AR RLdH— R

VI uaRAT 7 I R¥) RS,

*EE S BEIVEDIRIRIZ A L, AR TH D,

BH 1 U ILRER

¥V BARY L Hra U AR,

RaTx )= VBEET = F VR

EIY A 7 IV ORANEGAETR G D IROY A 75BN £ COMM (A4 7 L fbkE) of
RAE (FEPH) 1 IAKIEEC7.31 (5.3~23.4#f]) TH-o7=,
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[(FEFEIEE]
FAChRILIAISTE B ZEDHE Y1 2 JLDOMG-ADLL ARV F—DEIE
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100
4@ g ZF w495
® V. .
5 67.7% (OS%IEMEI:2.21, 1153
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60
N
4
NS
2
<D( 40
=
20 ——
0 44/65
T
AR T
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*R— 2T A L OMG-ADLIEA a7 #4858 L L
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P<0.0001 (7Y AT ¢ v 7 [EIRSHF) T,

MEH A7 ILOWMGL AR F—DEIE (HAChREUABGIEEE)

(%)
100
@ 75
g 63.1%
%
b
£ 50
N ZvA10.84
0 (95%(EHEEME : 4.18, 31.20)
g P<0.0001 (OVRF+ w I EIRHHT)
25
14.1%
aes  [loeal
T T
wFIB TS umE
(n=65) (n=64)

FR—Z2 T A L DQMGHRA 3T R L LT
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- 2REH nAChRILIAIZER SI2EEE) OFEY A V7 )LOMNG-ADLL XK ZF—DE|E
77 B ARBET37.3% (31/83%1) . AAIRETE7.9% (57/84%]) THV, KAWL 7T REELE D
MR AEEENRBO bz [y Xt (95%(E4EX ) : 8.70 (1.85,7.58) . P<0.0001
(B RT ¢ > ZEEGHT) T

MEYA 7 ILOMG-ADLL R R F—DEIE (£AEH)

(%)
100

87 67.9%

8 FvR3.70

W (OS%(EAAZM ¢ 1.85, 7.58)

D P<0.0001 (OYRT w7 @IRHHT*)

153

X 50

2

a 37.3%

<

E

25 —— I I

57/84 31/83
ES:T FSmE
(n=84) (n=83)

*R—2 T4 OMG-ADLIE A = 7 2 3288, HAChRIUATEBLIRIL (BBit/fatt) ZEilR+& Lz

- IAChRIUIAIEE BB DAEREAREI S (Day 126F T) IZMG-ADL#ARX a7 TOMI*MEBH 5 f=
R DEIE

PLAChREUAGMEBE ORBRIIM T (Day 126% T) (CMG-ADL#S A =27 TCMIAFE® 57z
HIFOEIG O/ 5P EERZE) 13, AAIREN48.7T1 (6.16) % THo7-DITK L, 7
7 AREE326.65 (6.32) % THY ., ZOEIIFFITFHICHE ThH-o72 (P=0.0001, 5% (7
ZIACHE) ROEY A 7L DR—R T A O A a7 24758 L L72ANCOVA) .

3% : MG-ADLOCMIIZ, MG-ADL# A =27 D25 L0 LD & LTl STV 52122

- FIAChRILIARSE B FEDFIEIY 1 V)L OERERKR RSO EAMEN S ROY A 7 )L &R
TEHEEICEHT 5F TOHIM
HLAChRI VARG OB A 7 L OV A G- O VARG N DR DO A 7 V2 FIET 5
EICEET 5 TCOHMOFRAEIL, AFIFET3SH, 77 BARRETIHTH Y mEMICHER
FETRD Lo 7= (P=0.2604, logrankfiE®) .

- FIAChRILIATSTEEZE DHEY 1 7 LD RHIMG-ADLL R AR > F —*DEIE
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[Z DD FFHIEE ]
* IAChRIUAIEE R ZE D #EH A 2 JLDOMG-ADLL AR 2 —DEE
AHEEDO 19 F 13641 (68.4%) 1=xf L. 7T BREEHT19EHF 126 (63.2%) TRIEETH 7,

* FAChRIAIEEEEZ D HEIY A Z ILOWMGL AR —DEIE
AHFEED19FIF 106 (52.6%) (x5t L. 77 REEZ19BIF7H] (36.8%) TAHFIEETEI>T-,

WEDEREIZBITHER
VI 1. (2) 2) KEEGREOKYERE] OESMHK
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BENZICEITHHER

'VI. 2. (2) 3) BRIRIZIRIT 2358k DHES M
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W AEREDHER

TR 521 5 ADARGE SUIHUAAE O 1572 £ 5 ADABSPED B# OFIEIE, AHIHE T83H
F1761 (20.6%) T 7o, IREBREESGATO PRAGURGIE/ MR 00D b, 1B R 514
(ZHRRIFURRGNE T & - T2 OFIGIE, AAIRET83BIF 66 (7.2%) TH-T,

BEEMDOHER

- ABREIER VYA U ILAIEER

AR GRBREEYIEIE 52 DB T £ TOHIR) OBl FEHERE) 1. AFIBETI51.5
(22.4) H, 7Z7®AFRETI51.7 (29.6) BTHY | IREHM CHREECH -7, WIEHEIEE .,
K3V A 7 NVOIRBIROB 5% %1 2, YA 7 VBT & OBEBIIARAIRETLY A 7 4p321

B, 2% A 7 b6, 3V A 7 ARTH], 7T R REETIY A 7 IVin2efH], 291 7 L3544,

3 A I3 TH T,

- HEEZR (2AEH) ¥

ARERNCIIT 520 FFGIIARFIRE 8465651 (77.4%) . 77 BAHET83MI+H 7041
(84.3%) TR BT, FRAFFHRIL, AAIRETITIURA 2401 (28.6%) . EIHFHZK 310
Bl (11.9%) . ERERBGENM] (10.7%) . 77 B REECITEER 2361 (27.7%) . EIHIEZ
231561 (18.1%) . HELMONFRINAIN (10.8%) Tholz, BEELHAERERIT. AHKIRE T4
B (4.8%) 4ff, 77 B ARBETTH] (8.4%) 10MHIZFED S, AFIRECILm/ MEEEIE, B
s, EIEMSEESE, 9 OB UE. 7T B AREECITEIEMESEN 2L, DEME, OB
i, YRR IS, EAGERRYE, AUEIC X D%, BRI E T, BRI LIE, EIER
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77 R ARET3H (3.6%) SMHITEBWD DAL, AAIRETILIM/ IMEINE, ERGIRE, PHRRE,
B AR, BEMIENRE, TR RRBEREE, 25, 777 BARE CILOFEME), FFHE

wrE L, EAEMEIETH T,
AR TIISECHNIFED e n o7z,

BIVEFSEEBERE 13, AFIBET31.0% (26/84%1) THh-o7-, EREWEMAIL. LEIC L H8ER (4

B, 4.8%) ThH-o7z,

IRTOABRELEORRBRNIBEETELVEEER (2hEH)

AFHIEE 7T bR

HGA (n=84) (n=83)

B (%) Bi% (%)

FHGIE GEBLF) 26 (31.0) 22 (26.5)
MiRE LN SRR 1 (1.2) 0
I/ N INAE 1 (1.2) 0
HE X OukKEE 1 (1.2) 0
T I A 1 (1.2) 0
MR PR 3 (3.6) 1 (1.2)
IR g e At 2 (2.4) 0
AR 0 1 (1.2)
iRAe i 0 (1.2)
PRI 0 1 (1.2)
AR e N R 1 (1.2) 0
R 4 (4.8) 7 (8.4)
W 1 (1.2) 2 (2.4)
R 0 1 (1.2)
T 1 (1.2) 1 (1.2)
1 D R SR 1 (1.2) 0
N EkEE 0 1 (1.2)
CIOI 3 (3.6) 5 (6.0)
M - 1 (1.2) 1 (1.2)
— - BB EER KOG OREE 3 (3.6) 2 (2.4)
) i 0 1 (1.2)
T 2 (2.4) 0
HESHEE TR 0 1 (1.2)
3] 1 (1.2) 0
JRYIE B8 L VAR HUE 3 (3.6) (1.2)
18 ] S e 2% 0 (1.2)
NS %= 1 (1.2) 0
JTUAR S 1 (1.2) 0
ERUEFEDS 0 1 (1.2)
ME5H 2% 1 (1.2) 0
BE, gk L OWE S OHE 6 (7.1) 2 (2.4)
WLiE R T I 1 (1.2) 0




V. ‘aRICEAY 5EHE

A 75w AREE
=gk, (n=84) (n=83)
B3 (%) B (%)
WEIZ X DO FEN 0 1 (1.2)
AL\ & B BER 4 (4.8) 1 (1.2)
QLT & B B 1 (1.2) 1 (1.2)
WVE 2 K DR 1 (1.2) 0
IR R A 1 (1.2) 0
U 2 RERBOE D 1 (1.2) 0
i BRE R 1 (1.2) 0
B AR R & OV A LR 3 (3.6) 2 (2.4)
S 0 (1.2)
ES 1 (1.2) 0
i IR T 1 (1.2) 0
B ¥ IR 1 (1.2) 0
HEE 1 (1.2) 1 (1.2)
PR R B 14 (16.7) 12 (14.5)
= 0 (1.2)
FEED E 1 (1.2) 3 (3.6)
SEYR 10 (11.9) 10 (12.0)
HRIR 1 (1.2) 0
SRR PR 2 (2.4) 0
A EETR 1 (1.2) 0
g, 0 1 (1.2)
FErRpE 0 1 (1.2)
B e 0 1 (1.2)
PER s, BERFs K OMithR RS 0 1 (1.2)
S 0 1 (1.2)
RSB L O ARk RS 2 (2.4) 3 (3.6)
iRan 0 1 (1.2)
HLBE 1 (1.2) 0
% 2 FEIE 1 (1.2) 0
»Z 0 1 (1.2)
HLBENE R 5 0 1 (1.2)
BER R 5 0 1 (1.2)
A8 1 (1.2) 1 (1.2)
5 I 1 (1.2) 1 (1.2)
MedDRA version 23.0




ARICET 5IEE

2) REMHER

ERRIL 55 AR T S 5XBR  (ARGX-113-170558%)

(ARGX-113-1 TOABR DR IZ 5 588) 22

ELS)

A Sy R EE 5 S )i R % R RISARHN ORI G- R O 22 BV K O RN 2 545

BT A v

[E B IL[E S MAREAEE (ARGX-113-1704588k) ik 5B, 1. B, EEMR.
Zhaex 3L (BN, KE, -, a7, HA)

PIE S

ARGX-113-17043B0 (220 L, ke 5-R BRI AT L= S5 R B AE 7 18 ) JiE F8 35 13941
(B A A10641)

E L

« ARGX-113-1704RBR I L 7= FBH TARRBRICEITT D720 Omg e RIS L
TWAHZ &
—ARGX-113-1704: 58 DO RERFL T T HDay 182F CTillBh 2 fikfsi L 7= BE
—ARGX-113-17047R882 TR DY A 7 V& BbET 2 FMEIC BB L7=08, RO
WZIRET A 7 VBT CTERWERIL, BEHICARRBRICEBIT L CAFIZ L 5165E %
ZiFondz L,

—ARGX-113-17045 BRI R, JEIR. L A o — L, TEERAESFZUIOH
HCHEI T b nziai e B e Lo, ARBRICBITcE5 2 e LT,
—ARGX-113-1704788 CTHI 0 11 b vz igiE 2 —Rprplr L7 B ix, ARRBRICAT
T&EHZEE LT,

c BB INENCRN— AT A 5 % —E O HE Tk L T\ 2 B

¥ NR—2F A FEIT ) AT T —BHEE, BROBBREAT oA REWXIFFEAT
A FHEGEMEIFR (THEFATYV o AR PLFH—h* vy xRY L Zral b
A, AT 2 )= URET 2 F AR T R AT 7 IR IZIRD,

*EEA I EOIRPEICKRT L. KIMKARTH 5,

AR T 1k

- RRBRIZ N— A (14ER]) & 3— B (R24) DT 52/3— h THER S v,
N— FBlX, BEDPAFOEG 2T oD Ko cBMEnz\—rTh
Do
- IRBRSEE G O ST M Z 4RI CRBE LBIZE 21T 5 2 & (VA 7 VB %
1A 7L, ROYA 7 WEVA 7 VEBISEIICBW TEE YA LIZHEIC
BHtG9 A Z ENHEEL STz,
- RBRER G2 ) R T T —BIERK, RORIBKRERAT oA REWUIFERT
oA RHESR N EIF 2% 5 T AKI10me/kg A 158 R REIRE 3 T a4 m 1R 231 T
IRN# 5 L7,
X1 ROV A 7 NPT, BBRIER E L TUTOEEOWTH A LA,
Nz,
- MG-ADL#&A 27 BNEEHBALLETH Y | IFERLSNOIE TO R a7 B350% %2 TV b EHE
- MG-ADL# 2 21 7 RIATOHA 7 MR E-DR_R—2 T A A% L T2ELA DR AR S0
e

X2 THFATY ¥ AbFLIY—h* P r7uARI Zrul LR,
SAESS WA AT/ =R S Sl
*ERE A T IEDIRIEICKT L, ARFRERTH D,

¥3 : LAMMBORBRIER 5B\ T, KEEOFFAMIMIFE1A L E I,

e R N

a7 x ) —)Lfg

T HERHAMIE H

PLAChRILIEEG B E & xR IC B BIFIC b 2 A E S, BERAEFLORERE
BROEIEE, A NI A 2 DERKRE, BARENM (S— FAKT/S—FB)

R EFATZE H

M (FIAChRIUAGME K OIEIEREE) 2R ICeERBEIRIcbIE 2 AEER, &
EBRAFEFRRORIEG L OEHIERE, NA A o DEKEA, BRRAFM (3
— FAKTO— |k B)

PRIRRY
BRECYE!

CEVA T NDR=RT A (RRIEYIER G- A) 5L ik L7-MG-ADL# 2 =27 D%
b (= hADAH) [HIAChRFUKGERE . 2REN (HIAChRFUARBSE & Ok
B ]

s BV A T NDR=AT A MELE K LTZQMGHR A 27 D& E (— FADRH)
AChRULIKRGMERFE . 2RERM (JTAChREUAR M K Ot E) ]

[t

Z DD
A IE H

(HRIfRAT L C O L) K%, SRR

fiR AT 51k

FEAAGE H B ORI B 13, % ST 5 S5 T 4 5 S Gl A RS & B4
Ui, FCO BTSN T, Yo 2 VB R ORI CREEE % A Rpk L 7o, it
Fe 2, HEHER AN — 25 A b DI RN SV T ERIFE R L,
R B2 U T b S HEE T L 0 T Lye, T — T oW T, Mk, S—




V. ‘aRICEAY 5EHE

2T OB E., IV A I NA_R—RF A NS DB EIZHOWTEKE &%
R UT=, TN OT —2 5 > b A7 IiX1EIB 22020464 6 H ., 2[E1 H #20204£10 H 8 H
L7,

AABRITEF TH Y . ZAVE TI20E O PN 2 i U7-, SBROMEE, 2R OER)
PEOFERIZ2E] H O PR (TR © 20204E10A8H 25— % 1 v A7 B & LT-fi#hT)
\ZHADWCRLE L, D) R O R s R 18 B o HfgEdT (FRAEATL © 202094 A 6 H
BT —E Ty hATHE L) 1RSSO TR 5,

#ER (2020F10A8BT—2 hy A THFR)

.%%:ﬂsi

ABR T, 1T DARGX-113-170478 CAH & & G- ST BB 2 AR K —AFIREE Ko L, %
TR T 7R 2R EINTEBEE T TR —AAIREE R R LT, M2 AbE T, 2fE
MEERR LI, 772 “EERABISHAANLONIZ16THID 5 ©H, 2020910 H 8 H K i T
51BN ATERI AT L, 13IBIRARN OB G2 T e, 20 2 LARK—RFIBENTH, 77k
RN —ARFIEET666] Th - 72, 139F DKL D 5 5 10661IXHTAChRELIAR M, 33411LHT
AChR#UARZIETH o T2,

BY 47 )LERE (202010888 T—4hy A TJBA)
AEN AP G DR DY A 7 VI EBRIEEE £ TOMI (A 7 VR o ifl (&A1 2
ILOFRJEOFH) 13594.1~6. LA TH - 7=,

BENHEDOHER

[RRAFHEIEE]

- NG-ADLIAX a7 DEILE (2020F10A8HT—42 Ay A TJHR)

BYA T NVTONR=ZT A NB3HE (KAIREEGE) £ TOMG-ADLKR A 27 D& E
ILTROBEY Tho7o, 70, ARGX-113-1705:88 TliL, #LERFBEH 13D 72< . Week 4, 5%
UBIZERE SN Tz, Week 3 4ETEH O G OF —X 2 FR LT,

BHYAMIVILTOR—RF4 U bIBE (RERKREER) £TO
MG-ADL#X a7 DELE

Pt AChR Hifk $1 AChR Hifk
VG-ADL AT b PR
n B (B HERAFE) n S (R YRR E) n B (B HERRE)

S NR—RT A 106 9.7 (0.29) 33 10.8 (0.59) 139 9.9 (0.27)
3 H 103 —5.1(0.34) 33 —5.4(0.76) 136 —5.1(0.32)

A 9 R—2F5 A 95 9.8 (0.33) 30 11.3 (0.58) 125 10.2 (0.29)
3iEHA 92 —5.4(0.38) 28 —5.3(0.72) 120 —5.4(0.33)

A3 R—2F A 82 10.1 (0.38) 24 11.3 (0.64) 106 10.3 (0.33)
3HH 78 —5.5(0.40) 21 —5.4(0.88) 99 —5.4(0.37)

R—=2F A 63 10.7 (0.46) 18 11.3 (0.80) 81 10.9 (0.40)

A4 3 H 60 —6.3(0.51) 17 —5.6 (1.00) 77 —6.1(0.45)
A5 N 2T A 47 10.6 (0.53) 15 11.3 (0.80) 62 10.7 (0.44)
3 H 42 —6.1(0.53) 15 —6.3(0.96) 57 —6.1(0.46)

A6 N—fMV 24 10.5 (0.72) 13 10.5 (0.85) 37 10.5 (0.55)
3 H 18 —17.1(0.92) 9 —5.0(1.13) 27 —6.4(0.73)

a7 R—2F A 11 12.6 (1.03) 6 13.2 (0.98) 17 12.8 (0.73)
3 H 10 —8.9(1.19) 4 —17.0(1.96) 14 —8.4 (1.00)

B R_R—RF 4D MG-ADL 8 A7
TBe: _R—=2T 4030 3 H (KA 5-FF) £TO MG-ADL #8227 O &L &



V. ‘aRICEAY 5EHE

- MG R a7 DZEILE (2020F10A8ET—2 hy b4 TJHR)

KA I NTOR=2AT A b3 E (RAIGKEGK) £ TOQMGHRA 27 OZbEIL T
FLOEY ThoTo, 72k, ARGX-113-1705:88R Tik, HERPEH 272 < Week 4, 5416
WICRE STV RN =8, Week 3 (4[EIH O OF —X 2FoR Lz,

BEHAVILTOR—RASA UM LER (REIRKKZER) FTOMHRIITOEILE
Hi AChR Hifk Hi AChR Hifk

G S [bEsEl R
n SR (B R ) n S (R R E) n SEEIE (R A E)

S 1 R—2F5 A 106 15.6 (0.54) 33 16.1 (1.00) 139 15.7 (0.47)
3EHA 100 —4.7(0.41) 33 —5.2(0.74) 133 —4.8(0.36)

I R—2F AL 95 16.3 (0.59) 30 16.2 (1.01) 125 16.3 (0.50)
33 H 86 —5.4(0.43) 25 —3.8(0.74) 111 —5.0(0.38)

- R—2F AL 79 15.7 (0.65) 24 16.5 (0.90) 103 15.9 (0.54)
33 H 67 —4.5(0.54) 20 —5.7(1.03) 87 —4.8(0.48)

FAI 4 R—RG A 57 15.7 (0.79) 17 15.4 (1.66) 74 15.6 (0.71)
33 H 48 —4.5(0.64) 11 —4.8 (1.00) 59 —4.6 (0.55)

S E f\“jz?%:/ 39 16.6 (0.90) 12 16.2 (1.18) 51 16.5 (0.74)
33 H 31 —4.2(0.68) 10 —4.6(1.10) 41 —4.3(0.57)

FAI0 6 R—RG A 20 16.9 (1.25) 10 17.1 (1.59) 30 16.9 (0.97)
33 H 13 —6.3 (1.15) 5 —5.4(1.96) 18 —6.1(0.97)

a7 R—2F AL 11 19.1 (1.44) 5 20.2 (1.46) 16 19.4 (1.07)
3 i H 9 —5.9(1.21) 3 —7.7(2.19) 12 —6.3(1.03)

LB R—2T 4D QMG AT
TBe: _R—=2T 4030 3 H (KA G-FF) £TO QMG A= 7 D2 &

BEEMHDHER (2020108887 —42hy M4 I8 R)

- HEEZR (2AEH) #

AL T 5 EFELIT1390 976 (69.8%) T8 bz, F/AERHLITEEFH 29
B (20.9%) . LWHEEZC31361 (9.4%) . FHIAME (6.5%) ThH -7,
EERAEEGILITH (12.2%) 260HCBD b, EREERAEHEGIIEEMN I EN3ME,
COVID-19, HEJEMEENIE Y )V —ENE2EThH 72, BEFILICE S T-HEERITITH (5.0%)
IMHITIRO HTe, HHEFINCE ST FEFGIT, EIEMHTIEN2M:, SVELEZE, T,
COVID-19fifi%s, FFHEEEIr. AP, MioEMHAY ., ERNAE T TH -7, LEHITA
PEOHEZE, HEIEMBENIEZ YV —¥, BT, MOEEFEDRE1IFITRD D, WThbik
B & DRI BIFRIZEEZ L &l S e,

%GC‘K{E?"\“%@$$% (AESD) & 7E# L7-SOC NEYYER L OFAIE] DA EHELII560
(40.3%) (T STz, SBILIECTHE XN 7-AESIIT, LHIF'E*#KW (9.4%) . JREZIEGN
T (5.0%) . EXGERGEA 6] (3.6%) . ARIEIZAB] (2.9%) | KE XK Hﬁﬁj't% 1 fZE~
JLRA L R OREIR YA S30] (2.2%) ThoT-, AEFLI@MEE ﬁﬁ (CTCAE) Grade 304
FOAESUT AL TTH] (5.0%) 8F#E X, COVID-1923214, COVID-19fifizs, 7R, A
YN LU EREMEIREES . KGRI, R OWR B E U CTH -7z, [A—HBE TH
BLIoA I N2 RO Y EREETRIAR 2 R E . RO OFELIINTN L ERE TH -T2,
BIVER R BMEE L, 25.9% (36/139%1) Th 7=, EREWERIZ. [EXK. AR L OWLE
2R 280E (%1, 0.7%) Th-ol-,

- DERRE (2FEH) ©
480msHB DO QTcFHIIE. M O_—A T A >/ 560msiBDQTcFMMRIEE A Z 216 (0.7%)
DEE THE SN, 46 (2.9%) OBF T, LEEIEM (100bpmitd) NHE iz,



V. ‘aRICEAY 5EHE

- [RERREE (&%)

AFNFEHIZ LD MHP T LT I EOK FIERO b hoic, %< it S 7= CTCAE
Grade 3LL EOREIZY 8 EREADCTH O 1261 (8.7%) DEF TRDO LT, EEAEMK
AR EORE[E L. CTCAE Grade 40 U > SERERA 14 (0.7%) %X . +<CCTCAE
Grade 3TH o7,

(5) BE - HEAHR
PR L

(6) AR
1) ERAREHAE (—RERKERE. BECARGRAE. ERARKLEREAR) |
BERFTRT —FN—XRE. RERFTRERABRORE
- FEE R IR A (R
AHR B Sl 2GR EREFH B ERE LG5 LT, AHO-A

HH I IS B2 R OA I T B A IS 5,
MG FIH J&YLE . infusion reaction

AT 2HFAE TR T5 (L ha AT T ¢ TIREEA]) |

A R E L TH000 (ZZeMEfirsigtt LC480%1) & L. 9 HHAChR

PURREMER] & L C1006] & 95,

PR I HtE 3 MR FEBRAAIE~20274E12H  (5.54F )

B FEBRAARE~20244E10H  (2.54FEH)

RRRB GRS TR C, BREME B EL Y 2K TH004E 1 1> >t AChR T
REEMEREBI 100 E L TV WEA L., B A2 IEET 5,
BERIMAE TR, AR MERD B £ CHABEFROAT - #E
BHLO DM L, e EERRIT R G 2 B0 M B A RO T A BN
TT—4% (HEZE) 2NETD,

AR (24F [+ 148 [ o0 FEME JEIE 0 78 BLIR D e 8.

W 5B AA B 2 D 24E % CGEMEESS O 5 BURPLHERRIZ D\ TIL34E
BlER %) TR BIEWVWY A 7 ART HNO4lBBORETET S, £/-. &
FOEG-BRIED 5 3FEITT 72 /e VBRI IEA RIS I L2581, K&
5 0S4 OBIE AT,

2004EH] (A2R) 2O\ T, FIEEES- B 2 5 245 ] OB Z2 B RS T RF &
o [ AT TOT — X PREE CTE =M TR 2 i L, O R % [E#
MEEEICHR it 5,

=tz

2) ERBEHLELTRRFENDABRIIER L -HE - AEBROME

GBI IE S & BUEHUER . —ERDEFI R LT — 2 NER SN D ETORIT, AEF]
Z BT R R A & ST D

AGRAFIE. TT. 5. AGESMEKROE - (EH] LoRIREEH] 25,

(1) Zoth
A RORANA



VI. EMEEICET HIER

1. REZFHNICHEEH S LEMRTIEEME
AERAR

2. EEER
(1) R - ERKFE
1) 2BREEHENEDIRE
DIgGH PRI L D HRRIRERE A 7 =X A
HEAEMG I RE I, MRRMEA O T T AR Lokt 4 B esuk (IgGH 2 tik)
OIERIC LY | MRS ORI ENFEE SN TEL LB CRERETH S, AChR
2k B IgGH BHURIC L D HRABEMLED A 7 = X LIZIZLL T D 3 23 d 548237

:IgGEE}ﬁMS W:acr g:MuSK o ik

1. IgGECHANAChRICHEETET
&IC&K . AChEAChRD#EE ZRE
£9%.

2. |gGECHFNAChRESRIBZERZAL
IBT&ICK . AChROHEFZFIER
ViAd LR,

3. ACPRICRB LT IgGEIE AN

1gG BEHUA (1 MuSK HifF) 1%

PRRNBBRETL g | BEBEEMEL. REREAE

(MuSK) DI EEZIET 5 (MAC) ZRRLL . B 5 28
(NM)) Z$(5 T 5.

¥ 3 msEmEMbcss
<h NMJSES

@FcRni¥IgG A C.yifk % & TeIgG o i H i B 2k Fr

FcRnlZE & L CHRMNIZREL, MIENIZEYIAENZIgGH APk s & lgGL = K
V=AW (BEPERMT) TS LT, IgGHAHKREZ G TIgGn Y ¥V — Ak STy
RS DO %EMH L, MIasMCEEKRH (V%A 270) 5, FcRnld, ZOFIZED
IgGH CHUAZ & T IgG O I 1 2 #EFF 4 5,

FcRn&fZES UIgGEHE A EZS TIgGh BUHlIRANKE
s¢ ' 4

T~

‘ t>~§:|gG§Emms (lgG [ 9 :FcRn

FCRN(E, IgGDTRTOY T'91F(1gG1.1gG2. 1gG3. 1gG4) &
UVY—LICKZBENSEBEE VT TILEE B, ZDH.
FCRNENULTUH A ZILENBLMEDIgEHERU T, IgGDt I3
< (IgM. IgE. IgAR VgD Tld#5 & 25~6BICL T, IgGTIF
$&Z218). MIPIgGREFREZTY 43840,

IgGH CHURZ B TeIeC A FeRnICHERT D &, U Y Y — A TOSRE RN,
BOMRANGH (VA7) Shd




VI.

\.

EIEIECET HER

2) T7HLFXERFOEAKF
Q=7 HNLFXE RiZ, & MgGDOFe7 T 7 A MK
T HANFXE RiE, FeRnzEH L3257 2 VBEEEZLZE LT, FeRn~OFftt% &
W5 &SI S e NgGOFe7 77 A v MUHITH S,
®REITOTVUVG (IgG)
FabfBEi
MEEDREE%E

B3R
antigen binding

 \
& (
Fcsaly -

FCRBAPREFED
BEICRS T 2R

crystalizable > {

Q=7 T NFFXE NiZFcRnlZHES L. IgGH Cyuk %z & TelgG o 5y fif it

T 7 HVFFE RIFRnIZHEA L, IgGH CHiE % & ©IgGh FeRn~EA 3 5 D & i A
ET 5, FCRnkfEa L TWeWgGH ik B HlgGix ) vV Y — A ThfRIDd, OF

D7 HNFXE NIlgGH O ZETIgGD U A 7 VELEL T, TOofaeE L,
IgG A Otk % & el IgGR L % b S ¥ 556

ITHILFFER

O ITHLFRER :|gGaar;m< g6 @ :FcRn

SDEEDMEE

T 7 HNFEE RiFFcRn L 54 L, 1gCH CHiEE ST 1gcn ) ¥ A 7 LBl




VI. EMEEICET HIER

(2) EhEZEMFITLHRBRBAE
1) in vitro ZEIERER

DE kFcRn~DEEEFHFME (/n vitro) *V

RS TidIgG & FeRnOBAIEME T35 Z & v, ELISAOFERIZBWTY ., pH7.4

TOb NFEMEFCT T 7 A N EFRnOFEGITIZE AL ERD NI oTe, —FH, =7V

F¥E RIZpHT4THFRn & OFEGNRD B v, 50%H 2 EE (ECs0) 13£0.14nmol/L
(7.32ng/mL) TH-7-, pH6.0 THOECsoiE= 7 H/LFF¥E FTO0.11lnmol/L (6.00ng/mL) .

b FNpAEMEFe7 7 7 A2 FTiE13.0nmol/L (651.7ng/mL) T&Hh 7=,

ITJHILFXFEFRFRUVE FHBERFcTIS ST AL FDE FFeRNADESEFMYE (ELISA)  (/n vitro)

pH 6.0
3.0 —— ITJHILFFER 3.0 —— ITJHILFFER
€ NEFLERFCTSTX N £ NFAERIFCIST AU b
2.5+ ° 2.5
[ ] L]
E 20+ € 2.0
e o
o (@)
L0 L
S 5 < 5]
P wo"
A A
i * 1o
» 1.0+ » 10
0.5 0.5
0 +———" - T 0 : T T T
102 100 102 104 102 100 102 104
R (ng/mL) AR gt

3EILL_ESERR U7 i & R H) 225 IR A 1,

FWE ST XE 40 (SPR) OfiE. pH7.4, 6.0TOT 7 HILFFE RO FFAERIFe”
7 7 A v s OVHfREEES (Ko X FRRo@Eb Thotz,

ITJHILFXFERRUVE FBERFcTIS O A2 DO E RFRN~ADEEEEFIME (SPR)  (/n vitro)

pH P fRBEE S (Ka) CESE SRR ZE)

t RNAR Fe 75 7 A2~ (nmol/L) T 7 NFFE R (nmol/L)
7.4 faEd 8.59+1.35
6.0 28.0+6.20 0.35+0.06

HEB G . =7 HNTFXE RO hFeRn~OfEEHAMESL . pH6.0% UpHT7.4 TELISAK U'BiacoreT200™(Z
X ASPRICE VEIE L, ELISATIE, Ef{tL7z~%> Y —FF L — M4 F Akt FFeRn% Kb S+
72t%. 0.02~3000ng/mLO =7 F/NFFE RXidk MNFAEMFc7 T 7 A > b % pH6.0 % UpH7.4 Tt S
72, SPRIZBWTH, =7 HAFFE NEUe NFERFc7 7 7 A2 FOpH6.0K pH7.4THOE FFecRn~®
FAEEBAMEZIE L, KazRdiz,




}

S

AY
”»

HEEICEHT HEE

2) In vivo FEIBHER
ONREEI6Izxtd 2 EEER (HEERE) (h=04%)L) ¥
T 7 INTFFE FOIgGRA T3t 5 HERIHZ R ET D720, =2 A P/ CGLPFH i H]
DR ERISHEBRZ I LT, =7 A4 PIVIZIHEENRES e MgGUE#StA [FR70-hIgG1
(Fb—H—Hik) 1 285%, =7 TV FXT REBIRNKZEG Lz EoMmd b Lr—3—
A NIgGIREOZENRITTROEY TH -7, 20mg/kght TOIMHIgGIRE X, K545
HIZ e H-AT & g U CTReRb5% (CEHME) i L,

NV A FIVICEERERF#RAES LI-EED
M kL= —HEREQHRSHNODEIER

% 0=+ JBIR (n=2)
150 —e— 0.2mg/kg (n=2)
B IEERE -+- 2mg/kg (n=1)
20mg/kg (n=2)

-~ 200mg/kg (n=2)

MO T BTSSR S St — T —C 7 BB

BE5®EE

2mg/kglED1FIZHOWNTIE, b L—Y—HEDB B S oo D Bs LTz

NV AFIVICEEFREIRNIZS L& E0MPIGREDEGHINDELE

(%) 0=+ JBIR (n=2)

200 + ) —e— 0.2mg/kg (n=2)
" %8 -- 2mg/kg (n=1)
ke 20mg/kg (n=2)
g 150 ~m- 200mg/kg (n=2)
0
&
i
& 100 -
S
]
8K
% 50
B
=

®E5&EE

2mg/kglE D 1FIZHOWTIE, b L—H—HEDB B S 7272 DB LT

RERAE - M =7 4V (BB26) CIEENMA v FgGUE#HPIAE [FR70-hIgGl (kL —4—#
) 1 (Imgkg) ZTHFFIRNESL- L, Z048KMZICZ 7 HLFXE R (0.2, 2. 204 0U200mg/kg)
SOt e Ul [V cmiEmE A REK (PBS) 1 &Frt (BKH) ##IRNE L Lic, =7 WLF¥E
F#&EHRT3H (Day -3 : b L —V—HifE& 550 |« &G0, FHsiRNEG54& TEEZ, 2. 6, 24, 48K
TREMRE ., # 55, 7. 10, 14, 17, 21, 24} O28H&ICERIM L7z, MH b L —H—HE R OIgGiRE %
ELISATHIEL, _X—AF A4 v (=7 HNVFXE RELAD DOOEEREZR -, ADAREA ST
Day 17LABED g EREHT W TIRARNT L 220 72,




VI.
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EHEEICHT HHE

QHNRAMIgGIzxtd 2EEMER GBEBRERS) (h=J4Y)L) ?

=T A= T HLFFER (0, 3. 30&T100mgkg) %2 H 2148 M KEFHRE (2
W) #ARNE S L7 & &, Day 5 O'Day 15 TIIMEED T X CoORERET, 1 HIgGHEE D
BWONBLN, FRROXH)IHBE L (P0.01, x> MRE) . MEE b, mPIgGEE
IXEEHIE O Day 30LARED BN L, Day 568 F TIZHIE L7,

NP A FIVIZREFBIRNZRES L= E0MPCREHER
BIC1E4GERRERE)

(ug/mL)
10° 4
. AT
] b oliicsicd
i (BREERREN=5. @EHBN=2)
—~ —— 3mg/kg TIHILFFEREE
g CAmABMIN=5. BEHRIN=2)
Pt - 30mg/kg TOHLFRERE
# 10¢] (AEEEN=5. DEHEHN=2)
% ] 100mg/kg TIANFLERE
B ] CBEERN=5. BEMHEN=2)
= ]
] B AR CHEHAR
> >
103 T T T T T T
0 10 20 30 40 50 60 (8)
ER SR
(ug/mL)
10° 4
] A=)
. -0 SYERRE
7 CBEHBIN=5. OEHBIN=2)
] —— 3mg/kg TOHILFFENE
m (ARHEIREN=5. BERN=2)
o -0 30mg/kg TIHILFLERE
10 (CAFEARIN=5. BEsAmn=2)
<, ] 100mg/kg T7AILFLERE
g . (BEERIN=5. BEMHEHN=2)
= ]
] BRI CE AR
> >
103 T T T T T T
0 10 20 30 40 50 60 (B8)
MEHR SIS

RBRFE: V= AW (MEEAEESH) I 7 HALFXFE R [0 G ; xFBE) . 3. 30
100mg/kg] #2HIZ1EI29H A (H15[E]) EFHE (2FFH) FIRANES Uiz, 2R (MR #EsH))
DH =7 A FNiFDay 30D Ec#& % 514 24WE I Z 220 S W 7=, [RIERE (MERERRE2B)) 1o\ TiX, =D
AWM OEIE AN 28122 Ui, FERECIRA B 51, BE#E CiZDay 31, Day 33, Day 35, Day
38, Day 42, Day 46, Day 50, Day 54} U'Day 58IZH%1 U, 1 A1 IgGiE E A HlE L 7=,
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VI. EEEICEAT HIEHE

- NAMIGICH T 2EBER 26AMRERS) (h=94H)L) @

N=I AP M7 HAFFE R (0, 10, 30%U100me/kg) % 1012638 ] < 1E Fifke (0.5
REfE) SRS L7e & & HED10mglkght 2 br< T X TORE T, Day 8 TxIHAE & bl LT
AERMPIgGREORD N LT (P=0.01, %> MaE) . MHIgGHEE IX10mg/kg
Tl¥Day 19075, 30} 10'100mg/kg CTlEDay 2047500 L. S [E > [a11E BRI T 12 [B14E

L7z,
A=V AHIVICRER#IRAIRS L= &£ E0MAgCGREHER
GE1[E26:EMR1ERS)
(ug/TOLS)

WHZIAHIL

O+ NIREE
SBEEARIN=6. E{EHARIN=2)
—o— 10mg/kg TIHILFFENE
(CHEHARIN=6. @EMAEIN=2)
~r- 30mg/kg TOHILFFERE
(CAEHARIN=6. @EMAEIN=2)
100mg/kg TOHILFFEREE

MePIg G (TS)
S

L1l

1

TR OEHAR (CBEHARIN=6. DEHHEIN=2)
l »d b
VN L
103 T T T T T T T T T T T T
0 20 40 60 80 100 120 140 160 180 200 220 240(H)
PERSHEERE
(ug/mL)
10° 5 — "
:
e
T il
k& -0+ R
0 CumEmn=6. O{EHMN=2)
" 3 —e— 10mg/kg TOHILFFERE
EELO ] (CAEHARIN=6. O{E#RIN=2)
g i -+- 30mg/kg TIAILFHFEREE
] (BEHAEIN=6. O{EH~EIN=2)
100mg/kg TOHILFFEREE
B SBEEERS CEHAR (CeEHEN=6. DIEAI~EIN=2)
/AR ;A 7 =
103 T T T T

T T T T T T T T
0 20 40 60 80 100 120 140 160 180 200 220 240(R)
RS R

REBFE ML= A F L (FB6H) =7 HAFFE R [0 BFE ; BB | 10, 0L
100mg/kg] Z i 1[mI26 WA EF R (0.50FH) FRARMNIR G- LTz, mef@f bR, B2 (SRl %
LHIE ST, [EHERE (26 I2 oW TR D& SEM O [EIE I 2 B4 Uiz, TZRE TIESH5al
(o EHERECITE LR U, i P IgGlRE 2 JIE LT,




VI.
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EFEIEICRI HIHE

QEERETILHYWTHI 7HILFFE KOEBTH
- RENZIBARRFOL X —ERABHEEHEANE (MuSK-MG) Dpassive
transfer ETILY I X TOEBEHEY
MuSK-MG/E4E ORI IgG4m 7 A 5 U, BEf I EREIR 2 55 % S & 7-MuSK-MG
passive transfer®7 /L~ 2 & HWT, =7 HILFFE NOIREDNEEZFM L 7=, MuSK-
MG passive transfer &7 /L'~ 7 AZ= 7 H)LFXE R0.5mgkgz 5 L7- &L 2 DEITOHR
ILTRD|EY ThoT,

MuSK-MG passive transferETILIIRIZT I HILFXE KR (0.5mg/day) XIE
ErFHFERFcTST AL FEHBBREBERNKRS Lz & EDEHDOHEEESTME

(g)

100 - TIAFFERNE
BEIgGL4R5HIL ERBERFCT ST XY NMESREIIE --O-- AR WIEREE (n=1)
—— IJALFFERED (h=1)
e ERBFERIFCT S IAY REOD (n=1)
IOHLFEERBED (n=1)
> — e E NBERIFCT ST X Y RO (n=1)
- g
7
T T T
-3 -2 -1 0 1 2 3 4 5 6 7 8 9 10 A(=)]

BEIgGAY OIS &IE

b NFEMFcY 7 7 A2 FEEOMDay QICEERIER &R 0 ZRIE ST, ERDZTHNLTXER
BEOHDay 9T T L7=,

BRI T OMuSK-MG passive transfer®7 /L~ 7 2 % U Cex vivo HERRIER; 7 X 35k &
Fhi L7z, & NEFAERFCT 7 7 A2 METIXZ 7 HAFXE FEE & IR LT, HERRIRIC R
HI72 NG (7 &% =—IUHE) ZikfE s 87 & &, AChRY 7 MREREFER CH HA- VR T
U (dTC ; 125nmol/L) FEZMEIMET L7z, ZORRIZ, =7 HAFFE FREICBV TR
FRMBL DR i 2 A CHERERNZRAChRE SR HER S TV 2 & 2R L TV 5,

ex vivo HlRIEf ERERER : MuSK-MG passive transferETFIL<Y D XIZ
d-YRIS) ERELIZESORBBIRTO T2 ——IUESD

(%)
100 - S

50

T 9 Z—IWE7 (dTC (125nM) )
(dTC (OnM) [CX T 2 EIE)




VI.

EHEEICHT HHE

HRERTHE  FENEPERE R/ EEE A IEARSYE (NOD/SCID) < 7 2 IZMuSK-MG #& OfF B IgG4li 4y (B
IgG4 : 0.15g/kg/day) % 1H 1BIEEIENEE L, ~ 7 ACEEMHSESIEORBIEIR 2755 S 72, FFEMIgG4
ESH5#%5H (Dayb) (2, =7 HAFXE R (0.5mgbody, 261) Xix7A V& A 7%t é LTt MNEFATFcY
7 7Aoo 2F) A1810E6 A MKEEENRS L, B2 0E Lic, BRI f) 12, BEIgG4nb

D IZPBSE L L=, BRI T % DOMuSK-MG passive transfer® /L~ 7 A & H\ > Cex vivo HEIENAH BB &
Ffi L. AChRY 7 UGEER TH AV R 27 TV > (dTC:125nmol/L) % %5 L7z & & OREIEOEH 72
NG (7 2 =—IWHE) & 3T L 7=,

Ak OFRER & [FIEEIC. MuSK-MG passive transfer®7 /L~ 7 2 % H\ T, MuSK-MGHEE D
IgG4lZ &L 5 4T %@ﬁxiﬂiwﬁoﬂk@@ﬁ T DT HITFXE ROIGEN R AT L
72o HHIgG4¥ 590 (Day 0) M ('Day 11 ThO b "NEFAEMEFcTY 5 7 A MEFEOFHEEIT
LI E I 18.4+0.5g J UV14.240.6g3 W N R E D #1322.6+2.9% T, XS D & 5t iE T
MEHFRICHEICEA Lz (P<0.001) . —F . =7 HAFXE REOEHKRETENEN
18.3+0.5g % TN17.1+1.0g 1 DN EHIRE A 2 137.0£4.6% T, A FRICH B RBADITH S
Nipinoiz (P=0.16, %S0 H HtHE) o F 7288 K OWREREFTNE OFERIT FRom@ v <
ot

MuSK-MG passive transferETILR I RIZT 7 HILFXEFKR (0.5mg/day) XIE
EFHFERFCTSITAY FETHRIREBERNES Lz L EDEARVEERRM
ITHILFFERNIE
b NS TR NS

vV ¥V v v v v

BEIgGARS
o * vV V. vV v v v v v Vv V¥
2 I N amm

FHOEHRAERE

60 fEEERHT : studentDURTE | 50001

1877 (Day 0&DHE)
S
1

50
404 .o BB (n=5) ! P 7{17'\
304 o ITALFLERE (1=9) P<0.001 °/ % /
2] -o- ENBERFCOSIXUNE (1=8) P<0.001"
0 ; ; : ; i ; . : ; ; ; : : : ; ; ‘
-5 -4 -3 2 -1 0 1 2 3 4 5 6 7 8 9 10 1 12@
EEIGAEIR S 1Y
IIAILFFERNS
ENSFAERIFCTS IR MRS
vV V.V Vv Vv Vv V¥
EBeGARS
o vV vV vV vV vV vV vV VvV Vv v V¥
> :
(BK) 180 - sy aemse
% 120 ‘
= THSfE g |
& BRI studentDUATE | % p<0 001
60+ o BIEE (N=5) | %
—o ITHLFLERE (n=8) %
-o- ] = ‘
) o- b NEFAEA Fc779></‘l\§¥ (n=8) P<0.05 <001
5 -4 -3 -2 -1 0 1 2 3 4 5 6 7 8 9 10 N 120
EEIgGAEIRSHIE

BT  Day 0 bifi~ o A (1664]) 1ICHRHIgG4 (0.1mglg) % 1H 1B KEENENEE LT, Day 4L
X, v~ R T HAVFEFER (0. 5mg/b0dy 8B XIIT A VEA T E LT NFEMEFcT T 7 A v b
(8f5) A5 Uiz, fFEtifE (56 (2%, PBSOAH A G Uiz, PR OMRERHMEER (8 7)1 Kk QYRR
MHE) ZDay 47>5Day 110K TECTHEAFEM L7, 512, Day 0% UDay 11IIEEAHIE L7,




VI.

}

\e
’

EXNEE(CET HEHE

cTFEFILaY) DSEERRABEEESREAE (AChR-MG) passive transferETFILS Y
FTOHEY

AChR-MG passive transfer£7/V7 v hEHWCZ 7 W LT XE ROEEZFME LT, =7
TNFXE FEECITREERE & i L TR OABRUGENRD btz (P<0.001, *HSD 72
VWHRTE) . =7 HLFXE FEETRO bR ) OSEIINEMEIgGO A > TRO B
. =7 HNVFXE ROIFEHEEHIZEL b EEZX LN,

AChR-MG passive transfer®TILS Y MIZZ 7HILFEXE KR (50mg/kg) XILiatg (PBS)
#2EERERNTR S L1 & E DOmAb3SIR 5 R4 5 DB D EILE

(%)

B —o— 50mg/kgTIHILFFERE (n=10)
& : -0 JEIREE (n=10)
g 00+ -o- BIEE (MAD3512573L) (n=10)
0
S B AT
2 N
B ~P<0.001 A IOALFRERBULFBERS
‘i—? 50 4 . (?‘jmo)ﬁmﬂﬁﬁ) * 'mAbBS}“Sf
S o
i3
Nt
n
e
g A 4
e 0 T T T
-50 0 50 100(B5)

mAb35 : 7 v FHTAChR $Hifk

AChR-MG passive transferETILS Y FIZTIHILFXFEKR (b0mg/kg) XIFiEHE (PBS)
Z2EIEERNRE L1z & DM [g6REDmAb3S IR 5 RIT24F:/I A 5 DL

(%)

1507 —— 50mg/kgTIHILFRERNE (=10)
- FBIEEE (1=10)

e
V;OM
M
=y 1004 e EEEE
£y sk %% P<0.0001 CHIGDRBEWVHRTE)
DT_‘&|
uﬁ;(gj A TOHLFRERDULEBIERS
bg 50 4 :mAb35ES
o
<
€

O T T T

-50 0 50 100(B5R)

MADI% 5% 5[
mAb35 : 7 v FTAChR Hifk

BRI : Lewis7 > b (#1040 12, 7 v MHIAChREUA [mAb35 (rat IgGl) | 1mg/kg%ﬂ§ﬂ’“?ﬂi‘&5
A2 U24KEflIC, =7 HNATFFE K (50mglkg) XIXiAMSE (PBS) #EMENE S L7-, mAb35& 54128
HIEDOIRTRFERINDIZ D, ZNOOEYE TG Uiz, mAb35# 5-Ri24KF], # 5 H
%, B5146, 24, 30, 48, 54K ONT2FMNCIREHIE % i U 7o, 12 71HIE O -l R & 12578 2 BE s CER
L., 3SR 0 Lz,
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EIEIECET HER

3) BRERIZH T 2 ENFEHER

OBERAZIIALFXERFEZHEOXIEIREFIRAZRES LI EDIg6RET*®
WMEE%S : ARGX-113-15015£8% SAD/S—+ (MAEIAT—%4)
fEEE R A 204112 = 7 L F X E F0.2~50mg/kg % 2 [ /17 CHEFRARNK G L1- & x|
0.2mg/kg Tlx., HIgGD WD IXR O Lo 7=, 10~50mglkg D H f i FH C i K% H
(Emax)  (BRIGGDOX—Z T A 2B D KA F) ITHREFFRICAERETR DO LNT
e (F 7 R2EE LEHEBRET — 2 13ME) ZEEHR L Li-oimott (ANOVA) |
10mg/kgBe GIZ L VB RDREDBE LN D EB X O, EnaxtTEIET D FERE] (tEmax) D H R
EIX170~ 4196 CTH O, HEBICABRZEIRBO N2 hoTz (V2T AR v 7
Kruskal-Wallist## &) . fH#10mg/kg £ TRIgGIT T EEFNTIHD L, #IgGHE O it K
DI, 0.2K% 0V2.0mgkgDIKH & TlX, 10mgkgs bl L T/ha <, RIgGOHR KB ERD
X ENENS6MELV2.3ETH T, HHH28HEZDORIgGIX, N—RA T A Lk T
10, 25% O'50mg/kgf 5T EI46.7%, 46.8% K UN33.5%IH L 7=,

WREHS | ARGX-113-1501548% MAD/S— k (SAELAT—%)
FEHERE AT = 7 AL F 3 F10meglkg %4 H I LB LERS L < 1325me/kg % 8 1EI2H 7>
JCREHIRPIEE 5 U & & | RIgGIAIE 54240 20 DD LR, Z OB IERAE
Btk DA THRA L 725720 Enax® FHMEOFEFIL69.4%~T77.5%. tEmax? TRALIT528~
62415 (22~26H) THolz, MIgGITmAME G2 521 HRICHD 0% AR £ T, 56 H
BIER—ATA BT LR L, TTHAFXE ORI CTH S = & SRS hiz,
F7o. 10T 26mglkg D KB HE G T, MRIgGRA IZH BH THERENRD b aholz
A% (77 R E g U g 7 — ¥ [3468) 2 EENE L L7ANOVA] =& hb,
AAI10mg/kg DM 1B THRIgGHAD PR KICE LTz LB 2 b,

BEAANCERXIIREFRAIRS Lz EDR1g6/5 4 —4

5Kk H[a 5 (A& : mg/ke) ERS (HE#E  mgkg)
0.2 20 10 %5 50 10 q4d 10 q7d 25 q7d
(550 =) | =) | =0 | =) | =g | SPET ARG amEG
(n=5) (n=6) (n=6)
R—2F A 6013 8903 10910 7043 6663 9094 8705 10792
(ug/mL) (710) (1948) (1419) (1565) (1083) (996) (1013) (2545)
Emax (%) 9.4 23.5 55.0 62.8 53.1 715 69.4 73.9
(3.88) (5.80) (3.69) (3.23) (3.96) (2.18) (3.14) (1.85)
tEmax (RFH) 170 240 419 240 336 528 624 564
(2.0-504) (96-336) (144-505) | (144-504) | (336-336) | (392-552) | (168-649) | (240-649)
HRIgGIRE & O Emadd IFAMTEE) (EUERETE) | thmad TP R (F/ME—FKME) THT



VI. EEE(CEHI HIER

BEBRAICRE#SIKNESRHEORS LI-EED
BRIGREDA—XF4 U b DFHEILE
-o— SR (n=6)
-o- 10mg/kg g4d 6@IFRS (n=5)

(%) —e— 10mg/kg g7d 4@#%5 (n=6)
50 - 25mg/kg q7d 4E1H&S5 (n=6)
35 L

20 - I [ ML FiofE+

o
R
@
B
S 54
0 %02 I Y e | B~ S E——— "_____'_>'__'__'_>'__'__'_>'__'__'_>'__'__;'__;'—_‘_
2 _104 =
8 L N
N T2
" —40
<
& —55- t{]%
B 0 %ﬁﬁng
o Pooatss
0]
oo —85
_100 T T T T T I T T T T T T
1 8 15 22 29 36 43 50 57 64 71 78 (8)
IO S # B

q4d : 4021 (Day 1, 5, 9, 18, 17, 2LZ#&5) | q7d : #1E (Day 1, 8, 15, 22i2#%5)

() ABITERBEINTWD TFIEEUIRR) RO THIEROHE] BUTOLEY THD,
PHRESUIIZN R« TRH M EEMREE (AT a4 FEIXIIAT a1 FAILAOGEEMEIFIAS 8 LRV
BIZRD) |
AELOCHAE : TEE. BRACIZZ 7LV FXE R T 77 Gl z) & L TlE10me/keg % 18 F bR
TARNEET CTHBHET 2, ZhEIdF A 270 LT, 5280 KT, |



VI. EMEEICET HIER

QREEBAICIIALFXE FEBEEXEREBSRAZELI-EEDY TR 1 THllGR
}:ES)

R AN C =7 VT XF R 220 M0 CTHREDUINEHFIRNE G L& DO_XR—RF 1
KT B KIgGY 7 2 A T OMTIREDOERIITROBEY Tholz,

BEARANCERBIRNES LIZEEDAR—RFA4 VIZHT S
g6 TA 4 TRIMFPREDELE

150 150
o PSR (n=10)
-o- 0.2mg/kg (n=4)
2mg/kg (n=4)
—e— 10mg/kg (n=4)
& 25mg/kg (n=4)

o
o

gGIREDN—Z54VICHT S
T
IEGIMEDN-—RSA TS
T (L%

50 -+ 50mg/kg (N=4)
‘ B R
O T T T T
0 10 20 30
EPAST @)
(%)
ﬁ g 200
= =
8 it
Y 2,
|[\§ N
% i
i K¢
gF ef
glx Jind
I I
x THELEERE 5 TiE R
(g() O T T T T gl) O T T T
0 10 20 30 0 10 20 30
ECOATI ®) WSHEE ®)

BERANICREFSRABZSLEZEZTODR—XSA VIZHT S
[g6H T2 4 TRIMPREENEILE

No No
B i o PSR qad
< 150 £ - 6E1E5 (n=2)
Oy Qe o 0= PS5k g7d
\rr;g e Qg o s j 4EH%S (n=4)
K100 ) 100 —e— 10mg/kg g4d
| g/kg g
% E < ﬁ 6EI&S (N=5)
ﬁ 50 @% 50 -~ 10mg/kg g7d
T . T o 4@1#%5 (n=6)
5 TOEHEERE & TE L RE 25mg/kg G7d
» 0 ‘ ‘ ‘ - % 04 ‘ f ' ' 4E5 (n=6)
0 20 40 60 80 0 20 40 60 80
VOB S %I (=) VOB S % I5H (=)
(%) (%)
ﬁ 200 ﬁ 200 —
=3 R
1J 1J
N 150 S 150 4
IR i N N IR . S
< &100 R 8100 g
¢ & &
Sk ) SB
0! 509 T Neadian . . L& 1 50 +
S ToEEERE & TR
oo I T T T T 0 T T T T
0 20 40 60 80 0 20 40 60 80
VOB S %ISR (=) HERS H AR (=)

() AFTERINTWD IBEEITIE) KO THIEROHZ] T ToEEY TH D,
ZHRE ST R« TRHREEMEIE (AT a4 FAIXIIAT oA RHEILSOSGEIMEIRI A F0 0 =8 LR35
EIZRD) |
EROHE . @, RAKIZZ 7L FEER TAT77 (EEFMEEZ) & L TLEI10mg/ /kgs 11 R
TARNMEENT TEBES#ET S, Thalha 7 e LT, #5580, |



VI.

EFEIEICRI HIHE

CORBREBRARVEEEEEMENEEEDRIGEEICHS ITH5EMUE MNEAT—2%S
d'_?) 46)

T 7 JIVF FE R10mglkgZ B 1 [E1FF4[E TRFE] X2 23T TRARN R G- L 72 & & 0fkIgG

BEDONR—RT A G OFHELR, FERIgGEEDOHBIZ TLOmY TH Y, Z0HD
I G5 LA CRoRICE LTz, RIgGIREEIXN— AT A AE & ik LT, @R A T
#70% (ARGX-113-1702808%) | 25 REE R, ) iEBH CTIlE60~70%) L7- (ARGX-

113-170478% & FARGX-113-16023058) . ~N— R 7 A  OfRTgGIR B 134 By 7 B i) 1 7 i
B LB TR > TWeh | BRI REORIgGIRE OEE (FEHERE) 13, 2
EIEA D IEERE (ARGX-113-1704585% X O')ARGX-113-160275%) TZ 4113230

(139) } 12980 (497) ng/mL, KA (ARGX-113-170258%) T3046 (342) pg/mL

Tholz, BIFELT, 1A 27 0BT 0 AF10mg/kg% 1 [BIFHRIFFARNE G- Lz & D

BIgGlE—H& L T2500~3500png/mLE T L7,

BEMARVEESREEHBENEEE(CAHF (10mg/kg) ZB1EEH4E
PBIRNIRERORIGREDA—X 4 b DTEHELRER

%)
-
-104
20
304
404

A
~70 %oo%oé--é' —o— gMGEE (ARGX-113-17043188) (n=65)
55 o GRRALA (ARGX-113-170288) (n=8)

gMGEBE (ARGX-113-1602:8) (n=12)

HRIgGREDN—ASA VN SDHIELE

YO S%EERE
gMG : 45 BUEESE 7 ) 5E

BERARUVEBUEEMHENERZFICKE (10mg/kg) Z@1[EEFH4E
IR SO TR GEEHTE

—— gMGEE (ARGX-113-170455) (n=65)
-0 RERAA (ARGX-113-1702:8) (n=8)
12.000 4 gMGEE (ARGX-113-1602518) (n=12)

(ug/mL)
14,000

O\
10,000 4

8,000

WIgGRE

6,000

4,000

2,000

0 T T T T T T T T T T T T T

YRS EESR
gMG : 25 T IE R I7E

(%) Murm; énm\a IARE IR RO THERHR TR0 Ths,

3R TR MEREFENE (X7 0 RRIXIIAT 1A FEILSOGEIEIFID 3o R L v

—c:fﬁﬁé) ]
FAEROHAE . @, KA 7L FXEE R TA7 7 (EaF#iz) & L TLE10mg/ kg% 1358 R
TARENBFE NS TREEET D, x4 70 E LT, #5280 KT, |



VI.

b il

\.

EEE(ICET SEE

DEBUEEMBHEBREDOT AV IILAKRIECEILEDHT (GRAChRIAIGEERE ; S E
AT—2%8L) ¥

ERE LR S AR (ARGX-113-170455%) T. HLAChRILIRBGMEEBE IZAKI10mg/kg % i
1EIFH4EITRE R 23 TERIRINBE G- L 7= & &, Cycle 1 TIIAAI D &£ 5% 1 FLAChRELIREG
BEORIGGREIIRED L, TOR—RT A b OV FEHERRE) 1TWeek 4 (i
EEEE M%) 1261.3 (0.92) %&fHKIZE LTz, RIgGREIIWeek 12 (Ff&f 5-1% 91
M) FTICR—=ATA UMl (R=R2AT A U NHI0%REDOWRAD) (TR T2, N—2AT A &
O'Week 4D e RKIBD I DFBIgGIRFE O (FEHERRZE) 1%, £4£18345 (312) KWt
3230 (139) png/mLToh o7z, 77 EHFRBETIE, RIGGREIZN—Z T4 N DB LR
BITFE D biv7einoTz, Cycle 2 TORERBALERE N — R T A 226 OFHRD # 1T Week 4
(Bt 5- 1M %) 1260.9% & RICE LT,

YAV IBRBRBRA—X T4 U5 DRIgGRELLEHR
(BLAChREUIA IS 1E B E)

Cycle 1 Cycle 2

04 »ééxévé(%r%(%é O Y N B P

720 -

HlgGREZELE

740 -
—e— ANEIBE —o— REIF
-0 PSREE -0 PSRE
B+ IZAERSE OB IZEESE

760 -

POR SR

BB (N 6563636361636263 54 25 16 15 12 515050494649474845 43 7 2
TSR (n)  6063636159626059 56 16 16 15 13 434243424241414241 39 7 5

OLBERNEEMBENEZEDY A VIILANKRIGEENOETILEDHSE (2AER . NEAT
—3EEL) W

EFRL RIS AR (ARGX-113-170478k%) (28T, AFI10mgkg X137 7 &R % 1 H
k@ CitaalE G Lz & 2 OKY A 7 UZBIT HRIgGREOHERIL, LTO®@Y Thoie,



VI.

"

’

EXNEE(CET HEHE

YA JIIVHERERBIRRERN—X 54 Uh b DR IgGRELRLRER (2AKKH)

Cycle 1 Cycle 2
b4
0+ R TTNRCRCL Tkt Sttt slsivivily’ >F 220 5 <J--
§ R i
—204
i
£
P
& a0
50
—e— A —— AFIB
o FSERE -0 FSERE
~607 iR iR
T T T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 0 2 4 6 8 10 12 14 16 18(B)
OSSR
AHEBE (n) 8481818079818081 72 37 24 22 19 636262605861565957 51 10 4
TS EmRE (n) 7982828078817978 74 24 22 21 17 575556565555555654 50 11 6
O£ HREEFHBNEBEORICGRENKEMBENSH (2EAKH NEAT 228

d—_‘) 44)

IB’TAH%IMH%% (ARGX-113-170458%) K OVE BR 2L [R5 MAH A fe £ 558k (ARGX-
113-170538%) (231 DI AMNT OFERD D . AFIE G4 O IgGR E O HARME D 7347 1%
e [25/ 35—tk X A UH, Th/X\—t 2 Z A LfE] 132.54 [2.04, 3.25] g/L. [&/IME, &
KAE] 1% [0.98, 6.86] g/LCTdh-o7=,

DeBREEMBENEEEDORIGEERVIGY T2 A4 TOFHEILE (IAChRILIAE
HEE NEAT—22E0) 7

ERE LR MAHFER (ARGX-113-170455%) T. HLAChRPLIKRBGIEERE IZAKI10mg/kg % i
1EIFH4EIIEE R 20 CERIRN B G- L2 & & Week 4 (& 5-1HM%) TO YA 7 L BIIRER
BRAGHER— R T A LD ORBIgGIEE K ONgGH 7 % A 7 DR LR (FLAChRPUIREG I &
#) X TFRRo@E Thotz,

YA IIWHFHEBRIBBR—RA 54 U L DRIGEER NI T2 4 TOFEHELE
($nAChRIRIAISTE B E . Week 4)

ER N ZANEEPN

Cycle 1 Cycle 2 Cycle 1 Cycle 2

n | F¥ (SE) n | ‘¥ (SE) n | ¥¥ (SE) n | ¥¥ (SE)
% IgG 6 | —61.5%(2.75)| 5 | —64.5% (5.49) | 57 | —61.3% (0.98) | 41 | —60.5% (1.32)
IgG1 6 | —67.1%(2.50)| 2 | —64.9% (1.25) | 56 | —67.6% (1.04) | 41 | —62.0% (2.06)
1gG2 6 | —61.4%(4.41)| 5 | —64.7%(3.65) | 57 | —59.4% (1.80) | 42 | —60.0% (2.73)
1gG3 6 | —55.8%(3.05)| 5 | —64.3% (3.82) | 57 | —64.0% (1.28) | 42 | —61.0% (2.14)
1gG4 6 | —41.9%(7.63)| 5 | —51.4% (4.30) | 57 | —53.1% (1.71) | 42 | —43.8% (4.24)

SE : R E




VI.

EER(CREH T HIEH

@2EHEEMBENEREEZDY AV ILAHACRRILAEEZLEHTE (FRAChRIIKISE S
2, NBAT—2EED) Y

ERE LR S AR (ARGX-113-170455%) T. HLAChRILIRBGMEEBE IZAKI10mg/kg % i
1EIFH4EIT R 20 TERN G- L7 & &, Cycle 1 TlE, AFIOEKF 5% IZHIAChRATAIX
WL, EOR=AT A U OFEAHRE (FEHERE) 1IWeek 4 (B 5 LEM%Z) 12
57.6 (1.30) % & ARIZE LT, FIAChRILIKIZIWeek 10 (Bt 5% THEM]) £ TIT—2
TA Y (R=RATA UPBI0%ARTHEOWAD) (TR ST, RBRBALEIFS— R T A 2 ] OV K
DRFERE BTz Week 4DFTAChRIUA DT (FEAERRZE) 1%, TiEh64.9 (13.4) KW
27.9 (6.03) nmol/LToh -7z, 77 BREETIL, FIAChRIUKIZNR—ZA T A B DB
7R BAITRE D BV o T2, Cycle 2 TORBRBALGREN— R T A )b OO0 #1TWeek
4 (BB 1EM%) 1258.2% LIk KICE LT,

G4 5 LHIREBRBIAB R — X 5 1 Uh S DHACRI AR E T L R
(RAChRIL KIS P 225

(%) Cycle 1 Cycle 2
40

—o— FFIEF
-0 FSERBE
e+ IRAER =

—o— FHIBE
~o- FSEMREE
OEHIREERE

740_

TAChRIIRREZR(LE

—80 T T T T T T T T T T T T T T T T T T T T

POHR 5105

AEIEE (N 6463636361636263 53 25 16 15 12 515050494649474646 43 7
FSERE () 6063636059626059 56 15 16 15 13 434243424241414240 39 7



VI. EMEEICET HIER

(3) EFARIARRM - FitkfE
1) MG-ADL#ERX a7 DEALER TR IGRER UPHMACRIIKREDELEDHT (F1AChRiL
KIBHEERE HMEAT—2EED) ¥
FEI BRI R 25 MAHFER (ARGX-113-170458%) T, HLAChRULIAG M B IZAAI10mg/kg % i1
Bl 4E TR 200 TEARINEEG- L7= & & MG-ADL# 2 27 #IgGiEE & OHTAChRATIA R
FEEORRHHER L, TROBY ThoTz,

YAV ILFING-ADL#E R 3 7 DELE R U 1 gGIRE X UHAChRIIKIR ED Z L3
(FLAChREUIA IS 1E B E)

(%) Cycle 1 Cycle 2
0 — RIgGRE ‘% — WIgGRE &[0

” koo MG-ADL#Z 37 L e MG-ADL#Z 37 el

%:( L - FIAChRIUARE (},/ --- FIAChRYIINEE ’

5 ‘ ' =

B —20 e

s L2 §

= =

S N

< [N

2 N

D —404 e

x40 e

{ﬂ% fen

6 F—4

0

E FilaBERE

760_
T T T T T T T T T T T T T T T T T T T T T T
O 1 2 3 4 5 6 7 8 9 10 0 1 2 3 4 5 6 7 8 9 1008
TOHR 5% K

HIgGRE (n) 65 63 63 63 61 63 62 63 54 51 50 50 49 46 49 47 48 45 43
MG-ADL#EZ 37 (n) 65 65 64 63 61 63 62 63 54 51 51 51 50 47 49 47 48 46 43
FAChRIFUARE (n) 64 63 63 63 61 63 62 63 53 51 50 50 49 46 49 47 46 46 43



VI.L EYEREICET HIER

1.

I iR E DHER
(1) BREAEDGOHRE

LR L

(2) ERARHEBR CHRE SN -MHPRE

1) BEEERSEOEMEE BERA ; SAEAT—4. B5E #8588 (ARGX-113-15015KE%) 1 ©
R Rk A 20611 =7 HLFFE R0.2, 2.0, 10, 25 U'50mg/kg® & T2FH 2> T T HE#Ek
NG LT e &, BERTRACREMPIEE (Cma) ([CEEL, FEREMOSMAORZ, 1HEK
2 S B o D R 72 IR EHERE 38D B vz, 10~50mg/kgd F E#iFH Tk, H&EE5FICL
72 & E DCmaxlE5.665TH VR ELICHAI LI TH -7, —J7. 0.2~10mg/kg? H &
FHCIX, HEZL0MGICLTE & EDCuaxld 115 TH Y AR EOHEMER LT, 2.0~
50mg/kg D HEHFAN THEZ25MFIC LT & 2D, H5Z0RFM D> b HERRRRFH £ CHME L 72 1
HR R — RERTEEAR TEAE (AUCo-n) 1323.50%5TH Y . M HELIC A L7- 82— bz,
T HNF X FOMEEWH (tie) 1%, 2.0~50mg/kg? & T85.1~ 104K (3.5~4.3H)
THV., 02mgkgn &5 L7- & & Dtield 14005 (5.8H) &, LW E»-7T=, 2721,
0.2mg/kg®d & Tid, & 5-BR1A%48FEM ORES Tl iR E I E & FIR (LLOQ) % FlEl-7=7-
B, 0.2mglkg# HRFEOERMIZHA I A DR olc b B b D,

REMAICEREGRARS LIz ERMPIIHILFFE NREHER

(ug/mL)
10,000 5 -r- 0.2mg/kg (n=4)
3 2mg/kg (n=4)
7 —e— 10mg/kg (n=4)
1,000 5 25mg/kg (n=4)
m % -+- 50mg/kg (n=4)
& ]
I
7 100 5
A 3
I 7
7 ]
E e+
£ 3
= .
= _
1 Ja 0 T T T _l
oY)
0.1 I I I T I I T I I I I I I I T

BE5%&EE

LLOQ : & TR, Day 1ic# 5

(B AFTERRBSNLTWD ESUIZR) kO THIELROHE] 3UTOLEY ThH D,

REXITNE . [2FREEREE (A7 04 FAIITAT oA REILSOGREMHEIFIDN /3= L WigE
WZRD) |

FEROHE . @Y., RACEZ 7 IALFEER TA 77 GEETHIRL) & LT1E10mg/ke% 1R C4
[EIEERINT CTREFET 2, a1l A7 1e LT, #EH5GEERYIKT, |



=
4

MBEICET HRE

TQ%‘% Cmax tmax AUCO-inf tie CL VZ Aeo-72h
(%0 (pg/mL) (h) (pg h/mL) (h) (L/h) (L) (%dose)
.2mg/k 1.81 2. 14 )
° ) (0.2885) (2.0-(2).1) NA (10(5)9)‘“‘ NA NA (ONOAO)
2.0mg/kg 34.8 2.0 998 104 0.142 21.4 0.00
(n=4) (5.13) (2.0-2.0) (58.8) (7.88) (0.0196) (3.33) (NA)
10mg/kg 209 2.1 6818 85.1 0.122 14.8 0.0124
(n=4) (27.9) (2.0-2.3) (1523) (7.50) (0.0268) (2.03) (0.101)
25mg/kg 436 2.0 12826 89.7 0.153 19.8 0.0238
(n=4) (47.4) (2.0-2.0) (2103) (2.33) (0.0209) (2.28) | (0.0140)
50mg/kg 1175 2.0 23435 91.3 0.163 21.4 0.0845
(n=4) (493) (2.0-4.0) (3038) (4.84) (0.0241) (2.29) | (0.0178)

EIE, tmaxt T RAE G/ ME— I KAE) . MUSENT Y (ERERZE) TR, tmax @ Ao I B2 RRR
CL: 7 V77 vA, Vz: DA, Aeoron : B EHRORER D 728 M £ Tl R ICHEt SN RS BEOEIS,
NA : JWEAREE, a: FEABIMAZASK I ORES T PRENER FIRE FlEl- 72720, MM oItz ohn
einolztEZ NS,

2) REHESHOEMENRE
OREHREHOEYEIE (BERA ; NEAT—42. B/E I HEHER (ARGX-113-15015
Eﬁ) ] 17)
R A= 7 HLF X R10mglkg% 4 B2 1RSI LA U < (325mg/kg % ¥ 1A 20 2
TREFARNE G LTz & X OFEYENE T A — X LI TFLD#EY Tholz, =7 HNLFXERD
ERITBEINT, HERE Ra) OBMEEIEIL0.814~1.26DFIFH Th -7,

BEAAICREFIRNZES L-ROEYEFRE/NZA—4

10mg/kg q4d 10mg/kg q7d 25mg/kg q7d
n=5 n=6 n=6
Day 1 Day 21 Day 1 Day 22 Day 1 Day 22
Crnax 161 192 195 204 535 485
(ng/mL) (23.7) (10.9) (15.8) (10.9) (25.4) (28.1)
b (h) 2.0 2.0 2.0 2.0 2.0 2.0
e (2.0-2.0) (2.0-2.0) (2.0-2.0) (2.0-2.0) (2.0-2.0) (2.0-2.1)
Ct 15.3 21.4 8.02 16.1
(ng/mL) (25.5) (17.6) (14.1) NA (33.3) NA
AUC: 4206 4842 5392 5612 12458 11152
(ng-h/mL) (11.8) (14.7) (11.5) (11.5) (25.0) (16.8)
1.15 1.04 0.907
Rec NA (14.5) NA (4.74) NA (12.9)

NA : %3472 L, q4d : 4HIZ1E], q7d : 1B Cmax : BEM IR, tmax @ s i PR EE R R

Rac : &HEREL

I, tmad TP IAE GR/IME— B RAE) | Racd I (EBEMRER (%) ) | MITEITFY (Eiei (%) )
g4d : Ct=Cosn. AUCt=AUCo96n. q7d : Ct=Ciesh. AUC:=AUCo-168h

() AHITHBINTWD IBHREXIIHR) KO TREROHE] U TOLEY THD,
WHRESTENR - (R RMEREMIIE (AT vA FEIXIIAT v A REIUSOGREMRIFIN 2o F e L nigs
WZIE2) |
AELOHE . TEE., BRACIEZ 7 TLVFXE R 7oA77y GBiaTlEfiz) & LT1A10mgke% LEMMET
AR 2N CREFET 2, ZNEIF A 270 E LT, #5280 IR, |



VI.L EYEREICET HIER

QeBUEEMBNEBREZRE LI-F IHEHER (ARGX-113-1602:488) GHEAT—4%) ©
AW E N 42 B A EEE i M E R 12012 = 7 WV F X R10mglkg % ¥ 1 [BlFH4R1 28/ 2210 T
RN G- Lo b &, =7 WVFFE FOMPREIIRGZET L, 2MEOHB LR LT,
AUCo-1680 % ONCrax D EHE O IL, Z 2 118284~9036pg h/mL &% N157~187pg/mL T
Ho7-, AUCo168nl22E3 < Racld0.965Th > 72, Day 2205 5%, AT Dtypl117H
fl (4.9H) TH-oT=,

NEAEEREEHENEREICREFKRARELIZEZD
M ITHILFXE FEEHT

—

(ug/mL
1,000

(R

100 n=12

FOELRERE

L Ll

L

ik AL A S AN R =)
S

LI

_ LLOQ
0.1 - T T T T T T T
0 1 2 3 4 5 6 7 (8)
YOR S &I
LLOQ : E& TR
NEANEBEEEHENEEEFICREFRIRARELZEZD
EWENRE/INT A —2 (n=12)
C rough Cmax AUCO-168h
(ugt/mgL) (Hg/mL) tmax (h) (llg h/mL) tie (h) Rac
Pal% G- kF 187 2.44 8930
(0 ) NA (58.0) | (2.082.58) (3127) NA NA
2[8] H & 5-kf 7.82 177 2.50 9036 NA NA
(1 AH) (2.92) (32.2) (2.08-2.50) (2337)
3[a] H # 5. 11.1 157 2.50 8557 NA NA
(28 H) (5.37) (33.2) (2.07-2.50) (2558)
4[n] H # 5. 11.2 168 2.46 8284 117 0.965
(3 H) (5.22) (43.7) (2.08-2.67) (2784) (18.8) (0.265)

I tmaxd THRAE (Re/ME— TR ME) . MU T (BEHERZE) TR, AUCoesh 1 B5-H%O0KFH 22 5
1685 & TR — REfE dh#t TifE, NA @ WIERFE. Cuough : B GRTOM T, Rac @ HRRE

(F) ARAITHERBINTWD EHREIE KO THELROHE] U TO LB TH D,
NEESUIRN AR« TR MEEMFENE (AT a4 REIUTAT 1A REILSOGIEIHIRIN 50 BEh L Wigs
WZFR2) |
FHEROH® : BE., RARKEZ 7 ILVFXER 7o 77 (EaHEfz) & L T1E10mgkgs AR T
AEIEER T CHEFTET 2, ThEal1 A 7L e LT, ®EA2#VIRT, |



VI.L EYEREICET HIER

Ce£ENEMEMBNERELTXNRLE LI-FEMMAHRER (ARGX-113-17045888) UKNEAT—
AEEL) Y

A AN K OV N A S B FE )y 38 ) i /B8 8211 = 7 J7 /L F & R 10mg/kg % i 1[E]5+4[A]1
Refl 2 TRIRN IR G- Lo & &, BGE TSR EREICEZE L, Cycle 1 UCycle 2% 3@ U
T, BEZEDCnaxDFEMEIZ—ETH Y . £ OHiPHIZ221~253pg/mLTH -7z, FHFE-Hi
DI F 2 (Cerough) & Cycle 1% *Cycle 2% LT ETH Y, ZO#HIL10.4~

13.9ng/mLTH 572, CmaddZHES < RaeDFEIE (BEHE(FZE) 1ECycle 1% UCycle 2 TZEE

N1.78 (5.39) K1*1.20 (1.10) TH Y., HEMHITRD SR -T-,

BAARUNEAESBEEGHENEDEICREFIRARS L =R

EMBE/NS A —F

el - 2 [A] H $¢ 5-f 3 [B1H # 5.1 4 [5] B 50
(03EH) (1#H) (2#AH) (3#E)
Cycle 1
Ctrough (pg/mL) NA 13.9 (28.3) »=82 | 129 (6.47) »=80 | 12.8 (8.25) n=8l
Cmax (pg/mL) 242 (230) »=80 | 235 (73.6) »=81 | 234 (76.2) n=80 253 (196) n=80
Rac NA NA NA 1.78 (5.39) »=T7
Cycle 2
Ctrough (pg/mL) NA 10.4 (4.30) »=63 | 12.3 (6.36) »=61 | 12.9 (6.88) n=60
Cmax (pg/mL) 221 (64.6) »=62| 232 (58.5) =63 | 242 (91.5) n=61 246 (189) n=60
Rac NA NA NA 1.20 (1.10) »=59

i, RAES GEHERA) TFoR, NA @ JIERRE




EWMEREICEHAT HHE

3) BAANENEADOLE MEAT—2Z2E80)

T ESE A RERE T = 7 HLF FE F10mg/kg % 1 [BFF4REI 1R 2 TEIRANER G- L 7=
& X DCycle 1% UNCycle 2 TOILHF T 7 H)LF X E RIEEHERS K QSR EIRE T A — X XD
WY Tholo, Cycle 2% TDO HARANKOIENEFE D Cmax D FE-LIE O FPHITZ L E 41184~
237Tpg/mL K 18221 ~254pg/mL,  Ctrough D F-HEDFIFH X Z 11 1110.8~14.4pg/mL &% 1U10.2~
14.2ug/mLToH - 72, HARANEEZ DCycle 1% KRCycle 27T CmaxtZFE S 2 Rae EHERZE) 1
ZHZEN1.12 (0.187) KTM0.882 (0.284) ThH V., AENBHFRERICKIB R G1C X 2 ERIEIX
NSV A WA oY

BAARUNBEAEEHENEEEICREFRARSL-EED
MATIHILFXE FEE#D

(ug/mL) Cycle 1
l —— HEA
q # ] o o BEA
1007 e Py Tl

T 7AW SIUHEBE
o
1

T T T T T T

0 1 2 3 4 5 (&)
@SR
HEA (N 61 62 63 65 64 67
BEAM 7 8 8 8 8 7
(g/mL) Cycle 2
m ¥ ® +¢ —— SEA
T 0] i o BARA
% %, P TOE R R
)9\:_' - e ﬁ
C o p {@ ¢ N
£ e
i
g1
T T T T T T
0 1 2 3 4 5 (@)
@S %R
HEA () 45 53 50 46 50 48
BHZEA (n) 6 6 6 6 6 6

BAARSHEAEEFGENEBEICREFRAZE LI EOEYFE/NF A4

Cycle HARN SREAN
e 50E | 2 BIHF G | 3 HE G | 4RI H G | FlEF G | 2 [0 50 | 3 BIH #5-KF | 4 [0 B &5k
(03EH) (13#EH) (238 H) (33 H) (0EH) (13#H) (238H) (B3I HA)
1 Cirough NA 11.2 14.4 13.4 NA 14.2 12.7 12.7
(ug/mL) (2.25)n=8 (4.72)n=8 (3.71)n=8 (29.8)n=74 (6.64)7=72 (6.48)7=73
Cone (ugfmL) 213 197 235 237 245 239 234 254
max B (20.1)=8 (85.5)0=8 (33.5)0"8 (43.3)=7 (243)=72 (71.7)»=73 (79.6)»=72 (205)0=73
AUCo-168n 7376 8879 89302 82842
(jig h/mL) (1024)=+ NA NA (16671 | (12701 NA NA (2784)=10
1.12 1.84
Rac NA NA NA (0.187)=7 NA NA NA (5.65)=70
2 Cirough NA 12.2 10.8 12.1 NA 10.2 12.5 12.9
(ug/mL) (4.79)n=6 (3.10)n=6 (6.97)n=6 (4.25)0=57 (6.62)n=55 (6.93)n=51
Cone (ugfmL) 219 231 217 184 221 232 244 253
max B (45.8)n=6 (49.0)2=6 (46.0)0=6 (41.5)0=6 (66.6)7=5 (59.8)n=57 (95.0)n=55 (198)n=51
AUCo-168n 8042 6700
(ng h/mL) (787)m=6 NA NA (1611)m=6 NA NA NA NA
0.882 1.24
Rac NA NA NA (0.984)= NA NA NA (1,155

fEE, B (E#EFEZE) THFR, NA: JIEARRE, a: ARGX-113-1602 RErDOT — 4



VI.L EYEREICET HIER

(3) s
AR L

(4) BE - ftREDOFE

1) ®EISRIT) VREFIEE (YHX) ?

NERMEZ e —2—IZL>Tk FFeRnZHBHTH LI ICEMiSNTZ T AV 2=y I <w T A
(Tg32~v TV RA) ZHWTHRE 7 v 7 ) v REFERE (IVIg) &7 AT XEF ROIEYMIE
HAER ZRMEE L=, Tgd2~ 7 A7 HNFXE KL OIVIgIEPBS % [ (GRBrR1) Nidi#
ik BAR2) L7zt z2omf=7 HLFXE NREHERIITXO®BY THY |, IVIgiZ=7 7
NTFXE ROEYBNREICHE L KT S R2ho T,

Tg32RIRIZCTITHILFXEKR (20mg/kg&ARM) B UIVIg (2g/kgfEfEM)
XIIPBSZRIB X ILEHmERE Lz E2nMP T IHILFXE FEEHT

HE1 TOALFFEREIVIgRIIPBSZBEIFIZS HER2 TOALFFERESE2BICIVIgRIZPBS £ S
(ug/mL) (ug/mL)
1,000 —— ITAILFFER (dO) +IVIg (d0) (n=5) 1,000 5 —— ITAILFFER (dO) +IVIg (d2) (n=5)
-0+ TIHILFFER (dO) +PBS (d0) (n=5) =0 TOHILFFER (dO) +PBS (d2) (n=5)
OB ARERE THOELIRERE
g[é 100 A % 100 4
7 7
W W
£ b
= 10 4 = 10 4
n I
H H
& &
= T4LoQ = L T B
0.1 1 0.1
-2 0 2 4 6 8 10 12 14 -2 0 2 4 6 8 10 12 14
(=) (=)
B5%EH ®5%EH
: pop o w meee
ERgG ITALFRER ERgG ITAL  IVIgRIEPBS
w5 +IVIgX [EPBSIRS ®’5 FFEN ®5

®5

Tg32~ U AZIVIgZ JEENE G- L7z & & L i L C= 7 HLFX£E FEETII~ ¥ A1
e MgGRENBEA Lz, =7 TAVFXE FNEOIVIgxz FIRER G L7 & &%, @b L
L& LI L CIgGIRENBIE 1T LT, FRRE L&, v U At FgGREIL2E
WD L, #E5#%2~30 TR—Z2A T4 UAHEDBREICRT-, —F., EfEE L, =7
Al FgGREIFI2HBAN—Z T A > L0 @mWOREZHERF L, Day 14ICX—ZX 7 A VIR
S, THUHORERNG, =7 HAFXE NiE, VIge R 5%2 H LNICIgGRU ER % 7~
T ENRBE T,

Tgd2RDRICTIHILFFELR (20mg/kghiRA) RUIVIg (2g/kghEREMR)
XIIPBSE R (L EHFEZE LM E M gGREHTR

HER1 TOHILFFEREIVIgRIGPBSEREHES 52 TOALFHERRSE2BICIVIgRIIPBS EIZS
(mg/mL) (mg/mL)
100 5 —— IIALFFER (dO) +1Vig (d0) (n=5) 100 5 —— IIALFFER (dO) +IVig (d2) (n=5)
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-2 0 2 4 6 8 10 12 14 -2 0 2 4 6 8 10 12 14
B8) =)
5% * 4 % B5%B%
EMgG  IIALFFERRIGFCWTRIEPBS ErbgG  ITAL Vg
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R N e OV G R B I E R E 2 kR & LIZlRRBRICB W T, =27 LT FE ROHK
Hizkv, o rir 3, IgA, IgD, IgEK NIgMOEEEIZE %D & 5 D 13580 H i
M7=, L7=23o T, AH| i7/1/7 VEEGTERKS, T /?ﬁgfﬁgl:%uu&()qg(}uﬂ
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(2) Ik — AR EEREPT @ >
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T IF LTV,

AKFN D FE W ERE Ko O kT D IR REFE E O BTG ST naas 1R 2 2 g
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ERBTLBZINED D,
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8.2 AANDOFGIZ XV | infusion reaction?3FHL T 5 AIHEMEN B H 72, BE OREL 57128
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OFRBUFEET HZ &,
[fEai]
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17047852 & C)ARGX-113-1705:88%) 125 TeGFRA330mL/min/1.73m2A i D B HE REFe 2 Hi g
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2B, RANCHKT HHUEBLTE] (20.5%) . FHRIHUEAD6H] (7.2%) (258 HALT=2D,

[fiza]
ARGX-113-17045888 Do it OFE RIS ZFed L7z, ( TV, 5. (4) FHiEryaly) oIn
ZHR)

(2) FERGRREAERICE D <1E#H
FRE S AL TUDN R0



X. JERGEREAERICBI9 HIEH
1. EERR
() EHFBHR
VI ST AEE ) OHBH

(2) TEMEEEHERY

T HNVFXE FE2HIC1E AL [F100mg/kg F Tl

» WTRORBT b R T £

— X G:Eg L’Cﬁ?ﬂﬁ"\%ﬂ% mu&) E)j’bfiﬁ)o 7:_0
TEUEBEABOER (A= 4F)L)
o BT/ R ¥ 5 & mglkg .
REHA (PER/ D) (b, [ R R

Sy
THE

O FRRER I M UF

PRRERLE R G

YLl T =7 A4

0.10.30.100 q7d 5[]

I L

- (MfERfE/ 45T 2451) (iv, [0.5HF[]) HORARRR SRR RE o3 2 B &
APt i%
100mg/kg q7d
@M RIC AT

YT =7 AP
(%538 - M/ &0

B0, IR : MR
#2b1)
DAE OV

0.10.30.50.100 Hi[H]
[E{E M - 3X1%28H

L

OB OB BRI RE o3 2 #ETg It &

(v, [2WER]) 100mg/kg

0.3.30.100 g2d Ff15/a —

Gy, [2ReRa)) O O BB 5 Mg B
29H ¥ T

[E1E I - 28R

100mgkg q2d

45,

YT =7 AP
(B 538 - M/ &0

I AR - MERE

A RE201)

0.10.30.100 q7d 27
(iv. [0.58R])

183H F CTXIE

[EIE IR - 8

ST L
Lo R OB SR B RE LT 3 2 675
100mgkgq7d

PEE

O F T J 1 F 9 R

YLl T =7 A4

0.10.30.100 q7d #t5[a]

WL

IR 45 (e e/ 25 B 2451 (iv. [0.58%R5]) MER SRR I 3T 5 R 2
100mg/kg q7d
iv : BRI S, q2d : 2B 1215, q7d : @ 1R S

(3) Z Db FEEHER

1) ADCC:E 4 K LACDCEME (/n vitro FeyRsX(%Clgs DIEER)

(/in vitro) 6V

k=7 = 7 % —#ieid. IgGOFciflk & Feys &A1& (FeyR) Xidfitks > /x271q (Clq) &
DOHEMERZN L THERT %, =7 HLFFE Ridt FMgGlHkFe7 I 7 A FTHHT=H
FeyRKk Clg~DfEE ZFfli L7z, =7 H/LF X% K&t hFeyRI (CD64) . FcYRHa

(CD32a)

. FeyR1Ib (CD32b) } UFeyRIlla (CD16a) if INZClqe DfEA# At % ELISA

THEL, b MFARFeY T 7 A b L ORFEBAME L Ll L72fRIZTTROM@Y TH -7z,



X. JERGEREAERICBI9 HIEH

ITHLFFERRUVE FHERFc 75T A2 FDE k FoyRs ~DEESHRMM

(ELISA) (/n vitro)
TR ECs0 (nmol/L)
T HNTFFER t NAERFe 7T 7 A0 b
t ~ CD16a (FcyRllla) 47.71 15.00
b  CD32a (FeyRIla) 232.5 62.56
b ~ CD32b (FcyRIIb) 82424 144.7
t k CD64 (FeyRI) 0.1154 0.08043

F7z, ClgldfiiiMEfArEiadi® (CDC) ICHETH DD,

n vitroCZ 7 H)LF X KD

Clg~DEANTOFEAEBfEEZ e AR Fc7 7 7 A el Lz, =7 WA FXE REW
vt NFAEMEFecT 7 7 A FOCLg~D H T OECs0lZZ 12 419.9% 14, Tnmol/LTH - 7=,

IJHILFXFERRUVE FBERFc 755 A2 FDE F Clg~DEEEHEMME (ELISA)

vitro)
ITOALFEER

44 —— ERFFERIFCTSTAV L

3 -
E
5
=
"
4
B
R

‘I -

0 — T T

-2 0 2 (nW)
log (ERE)
T T HNFFER b NBARIFe 75 7 A b
ECs0 (nmol/L) 14.73 9.926

(in

T 7 HNVFXE KL, FeRn EORIRE MegGUREANICHE AT 228, HilhkD 7 = 7 ¥ —H4HE*
ZIET D OIS L E R PR AEREZ A L e, FURRS AL, EAICHA Lk,
TET 4T 4 ROSREZ N L CHURKE MR (ADCC) XUCDCAE#FRT 5, =7 HL

FXE RBLOE NFAERIFcY 7 27 A2 b OFeyR XL C1g~DfE & H i 2

LR R D

T 7 HNFFE FHRADCCKRUCDCIZ B % i 2 EHaE AL 3 2 WREME I IEW E B b D,

X FefEiZ I Lchih—7 = 7 % —HhelX. ADCC. HiikfrtEiifn & & X OCDCE#FHHT
LR OIEMAL XTI E 2T 5 2 ENHMOEN TS, FeyRBHUADFefEIZE S L, Mild
REIZHBI L TV DOEMICHEGT 22 LICE-o T I AZ—%2 BT 5 &, ADCCRFHEH I
5o OB G ELR OB 28 S MldztlsEs, 7F271%7— (NK)
e, 4rhER, HERKAK O~ 27 m 7 7 —UBADCCEFHH T D a4 A9 525, FeyRllad 7
FE L TWAONKMaAFE L LTADCCIZHAE L TWDH LBEX LTS, S 5T, Clgidid
B ARSRORAIOKS TH Y . PUR—PUAE SIS S L T IR 2GS 5, 20O

AAEHIZCDCIZEHE THh 563,



JEERIRERERICBE9 S IEE

2) NKHRz D &AL (/n vitro) 6V

NKMAI AN =7 = 7 X — e 2 BET DO DOMEAT 4 ==X —Th b, £ T, In
vitroCT 7 JJ v F X NI L 2 NKHIFEOIEME L 2 58 L 7=,

HAHE L 72 fE 7 B FNKHII50,00008 %2, =7 HLF X% K (50pg/mL) Xitt hEARFcr
TITANEA U FaX— kLT, PBSZEREMXIEE L, CD16a~DFEA BRI 100145 2
X CHINUT=Fe7 7 7 A v MaGtEstiR e Lz, 2T, CD107a* & NKffaiE b o~ —7 —
LLT, A Fa— g B4 U4 ONKHES 2 RE Lz, 4 FaX—a %
4 R U4 IR MEAL S U NK IR OIS 1L, BERIRCTIEB L 29~12% Th o 7ehy, =70
NTFXE RE e NBAERFT 7 7 A 2 R TIE0.5% A Th o7,

T HNFXE REIPURRBEHEREZAE L TE0T, b NEAERFc7 7 7 A R LR L THEA
BUFPE MK < L S BB L TV A FeyREZERE LA 2 &6 FEREEAY S M oo i
fbEFHLBRNEBZLND,

% CD107alINKHNIEELZICBEE I T v 7L ¥ 2 L— b &, NKHI A2 I U 7= i & O
YA MHA W ERRBET D Z ERMBILTUNS69,

) TT7AHILFXFERFDEEN

T 7 HNFXE RPEREFIC L ARG A2 D 8, NIRMIgA, IgME T V7
NI BE RIS W b E, Ty NROA=I7 AP ALTHRE LT, 7y MR =7 4%
Wk%_\I7ﬁw%%%h_iDWIégGﬁ§1M9btﬂ\@A\@M&07w7\/%
FEIZBH SR IE R bR o te, T 7 HVFXE RITT v b CREFHIRNES100me/ke £
T, =7 A PN THEFRIRNE5200mg/kg £ TR OXEHIRN 5 100mg/kg T, WA
IgA, IgME QN7 VT I RIS E IE S 727> 7265,

t MIBWTHAARGIZEL D, M DIgA, IgD, IgE, IgME T VT I RE D &0
WD TR B AR D5 1259),

SRR

(1) HE[EE5EM4HER®

WS = 7 A P UZ= 7 HAFXE KO, 10, 30, 50 F100mg/kgx &5 L= & 2 A, Rtk
EHDOIKMEIRIFCTH -T2, HGEAOFRFEHRFAMAET IZ Tk cdho . HHLE
NAay MRy FIZEENTWEZZ S RER UV AGERTAIELTHDL EEZ BN, =7 H
NTFXE FOERMEEIIREHHRETH H5100mgkg TH -7,

S Pk (mglke) e
(LRI (P AR . (5 5 HR]) MR (mg/kg)
_ . 0. 10. 30. 50, 100
Fola =7 4 v (iv. [2FFF]) HA[A] 100

(Bt 2t/ 25 A 551
iv @ EARN G-

[F{EEARS - 3 1%28H
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(2) REHFREEHEHERT
KEHGFHERBRTIX, 7y P THREAEABAOD =7 4 L THRE26HE], & K100mg/kg%

RN G LT,
W/ | RS 258 (mgke) W .
(R GB) | (5. 5D | (mgke)

Z v ~/SD6® 0. 10. 30, 100 g2d 30me/k 100mg/kg : HFIRIZEERL~IEED 27~ /N —Hfl
(e e/ 45 B 15451 4 (iv. [R—F =]) ;; & aoiE i/ NS b=, FEELICE
(a4 IR« 438 4 i,

Pl 0. 3. 30. 100 q2d =30mg/kg : large unstained cell (LUC)

H =7 A P68 (iv. [28R5]) 30me/k FMEIN U7, [RIEIC s mE,
(e e/ 4 20451 4 [e 6 B - 45 ;d & [100mg/kg : AFHINADMMMVEZS Y- 250, T
d koD ONE AAE IR AT SR N A
ALATOE 15, I 5e 4,
Hou/ 0, 10, 30, 100 q7d 100me/k Kist T _EprRZze L
H = A 68 26 (iv. [0.5MRA]) 7§ &
(et 5 Bk 24451) Gl R : 83 d

iv: RN S q2d : 2B IZ1EE S, q7d : B1EEE, ALAT: 77=073/ N7V A7 25 —8

« 7 v b4 100mg/kg&R GRE T 7 HLF X NS L OBEMEII R TS 5 H O DI
B DD 7w X—HIa B R/BEMFRO L2 2 s, EEMEREIX30mg/kg q2d TH -
776

- YL43 : 100mg/kg THFHAE O MR E 280 e OV, M QN AT O OV AAE DR AR IE %
MFEEICINZ T, 79=T73I 7 5027 x5 —F (ALAT) ORFE FHR3RD ST,
S OZEAIF4HE R O [FE HIRIK TR eI EE L, M EIX30me/kg q2d TH -7z,
- L2631 - —ARIRIEEIZ, (KE, BEELKOEUKE, LEKX., EERIAEEE. BRRE, B
B L OBER MR, SFEEE, TOITEHEREICOWVTRHME L2/ R, T X TOHETER
PEIZBRIFCTh -7, 261 M O£ 5 1M SOX8HE M D [a]118 #1 R T RO & OV BERL R A0
TIE= 7 ANT X REHICEE LB iZBo onieholz, 1= A4 VB 5 EEkE
F13100mg/kg q7dTH D & W L7,

(3) EiEE=MRERY
TITHNTFXE RIS AT 7/ aP—SHEEMNL T L0, BiamEslz EZE Lo
77

(4) NARMERERY

T HNFXE ROEREBFEN L NAFEMITRE ST, =7 4 P26 M KIE &5 MR
BTCOMEBRMEET, b M FEABREREICEW T, BiEEM UIEEMERE RN Do T
ZEMS, TTHILFXE RONASEMRER %2 G L 7R 72,

(5) ATERAEBMURR
1) BRERVERECONSERECETHR Sy b)) »
e

BF G : e
(LRI BRI SR (E%@ (mgkg/F)
Z v MMSD 1H 1R EFHIRIN AR — 7 A% 5./

—EENE (MERE) : 100
0.30.100 |ZJRBE KL OWIHIMSE A -
100

(EREASIE2001) | B - AQPLAT4IA R 25423343 H HE T
WE - ZZBLRT238 [ 20> & SRR H n7 H
(GD7) ¥£°T

- —fEENE  MEREE B IO TR ORET S BT XIS PO B E K O 7 TLF £ MG




X. JERGEREAERICBI9 HIEH

RT3 EE 2 B IXA Lo Tz,

- R RE LT HERESZ IRRE N T A — & . TR b bR RBEL VBB DO L NT A—5 (K
INREE  BIRAT M OB RGBS SR, ERE. WU DR IEED) 1T BIXA b
Ay oY

- 7 v MTEBT D — Bk OO 2 e D BE M &I, 100mg/kg/ H Th - 7=,

2) B - RelR FAEER
O - REFEERER (Sv b)) ™

B c el SR
(ERI/I) BEIEN (mgfkg/H) (mg/kg/H)
5 MSD LB R — 7 285 | oo [ R 00
(LB RE2501) | GD6~GD17 (YR E TR e WS TR

< JRETUT 2 FEOBEEIT e < . BEMWR IR EIEITERE ST, ARE N T A — Z (TR
X7 o7, B EIE R QYR IEFEE O EHEME &Y, 100mg/kg/H TH - 72,

O - frRFELEHR (VHF) @

BRI ¢ B L
(BT i T (mglkg/)
59N LB AGEMRAAR =5 251 | oo oo | EE IR 100

GRLARIE/ACRE20~226])  |GD6~GD28 (RRBEAM) | 7 |epin )

« B HCBE U2 R Ut e gm0k, REMIRRIREENEIZRRD vl o e, EREX
T A=K T HHEBITRE SN o T2, U XITBIT 2 REWENE L OB R H# o HEH
PEE, et L7k A ETH H100mg/kg/H TH - 7=,

3) HARBRUHAERDELELVICBAEOHEICET HEKR (SvH) ™

B : el e
(PRI RS ISBHN (mglkg/F1) (mgke/F1)
i L ivexmiotoe N RPN 74

(/A5 FE19~2141) |GD62H#FLH#21H (LD21) e 5 PR

« FOMARDOREM I N F D F 1 T AFL L OFHEARICKT L T 7 HLF X RITEEL2 RIT S
o lz, —HREME L OVETEEMIC BT 2 FOHAC ~D 8 B % Mt & iX. 100mg/kg/ H
ThHoT,

cF1HAR, BlERomF1iR, ROF2HAERO AR M AR OFAE - FE (RSB
HFET) oEEEREIT, 100mgkg/H TH -7,

AREFRESHRBROER

s T NFFE FORBBATPHAIT PR O TRENE 2 RO TE 2 Wns, IR - IR A K O A
BDIE~DTT TNTFXE NGO EIH L NIRIN-T,

- BERMERIT, RET LT R T oA A MR T s & T dH £ 100me/kg/ H Th > 72,

EDXSIZ, =27 VFXERNET vy PAOUVYFTRGELELZ RS T, SbIZT7 v F TR
MERESZ iR RE K OMHHZE AT M OV AR O F1EM) O R AN NS B R AT F i B e KT S ipino T,
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(6) BATHIH MRS

F o BN OFET - HEO R O E 35 0 — @B o—8 & LT, AL - 355
REOFHERA D> b RFTRRIE 2 i Lz, ZhHOMBR T, =7 HLFFE N&20mg/mLiE
% (25mmol/L Y > ) kU A, 100mmol/L¥{F RV & A, 150mmol/L7 V¥ =2
0.02%74K U Y L_x— K80, pH6.7) & L THB L, T E0.9%4EF AR CAR L CHEb) 224y
PUERIC L CHRBUICHEM Lz, ZOMBKITEK CHERT 2 b0 LR—Th ol
FERBRICH T L - S EWREIC BV T 7 WL F X% FRFIOEFARN R 5% OB & 772 Rl
WD e o Tz,

(D) ZOtORHEH
AR L



X. EEMFHICHYT HEE

1. RERX»
A . 74 T H— besiiEriE400mg AW H SRR BIER AL7EEER T
) FE-EEORGFEZEIZIVERTZ &
BEhSy c =7 HVFXE R TA77 GEaHliz) BIEK

2. A
AN - 246 H

3. BRRETOIE
fris - 2~8°CTIRAT

4. WFWVWEDIE
20. Bk L EDEE
DR 2 RE . SMEBREMRIIIDE L CTIRIFT D 2 &

5. BEMITEM
BEMERLTA R HY
<TVoOLEBY : HY
ZOMDEFNTEM : Vg 7 H— FeZ e HSNDH~ (RMPD Y 27 i/ IMEIEEBN D 72 DIZ/ERK
InrEM) (1. 4. BEEMFICE L TEIT &/ | TX
M. 2. ZOMOPREHER] OEHSH)

6. E—M5 - RzhE
[Fl—RAr 3k @ 5% L
[FIZh3E -
- 71 7T 7OERI0.2. 1mg, H 7 EL0.5, 1mg [Z 7 1 U LA K]
« VU U A®EEFE300mg (=7 U X~7 (BEisFHl#z) |
« 2L b XY RA®SRFE300mg, HLAH#13300mg/3mL, 1100mg/11mL [T 7V X~7 (&
frfHAHE %) ]
sk Y = 2 7 e T ) U®THE%, 10%EE [RU=F Lo 7Y a— LA A /a7 ) o]
« XA =TV ONAIKE10%, 10, 25, 50mgh &/ [ AR ]

7. BfEEERA
2021412H17H CKE)

8. WERFTADFEABRVARES., EMAENHEFAR. REMKFEAB

7 4 7 — bemiE§iE400mg

, BE IR R e ST L P
gl A HREBE A A
FE o 202241 H20H 30400AMX00013000 202244 H 20H 20224E5 H9H

9. BEEXIIHMEEM., AERUVHAELZFENEOFEFABRUVZORE
%2 L 720

k=113
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10.

11.

12

13

14.

BEERR. BIMERARFARBRUVZDORE

AR

BEEHM

1045 : 2022451 H 200 ~20324E1 H 190 (A0 F =30

REMREHRIZET 5 1ER

LR

BA=ROANA

£#Ea—F
;;%%%;;g;Bg;ig 6399430A1029 | 6399430A1029 | 1991963010101 629919601
RIFFHTLEDEE
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8.1 Pregnancy

Risk Summary

There are no available data on the use of VYVGART during pregnancy. There is no evidence of
adverse developmental outcomes following the administration of VYVGART at up to 100
mg/kg/day in rats and rabbits (see Data).

The background rate of major birth defects and miscarriage in the indicated population is
unknown. In the U.S. general population, the estimated background rate of major birth defects
and miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.

Clinical Considerations

Fetal/Neonatal Adverse Reactions

Monoclonal antibodies are increasingly transported across the placenta as pregnancy
progresses, with the largest amount transferred during the third trimester. Therefore,
efgartigimod alfa-fcab may be transmitted from the mother to the developing fetus.

As VYVGART is expected to reduce maternal IgG antibody levels, reduction in passive
protection to the newborn is anticipated. Risk and benefits should be considered prior to
administering live or live-attenuated vaccines to infants exposed to VYVGART in utero [see
Warnings and Precautions (5.1)].

Data
Animal Data

Intravenous administration of efgartigimod alfa-fcab (0, 30, or 100 mg/kg/day) to pregnant rats
and rabbits throughout organogenesis resulted in no adverse effects on embryofetal
development in either species. The doses tested are 3 and 10 times the recommended human
dose (RHD) of 10 mg/kg, on a body weight (mg/kg) basis.

Intravenous administration of efgartigimod alfa-fcab (0, 30, or 100 mg/kg/day) to rats throughout
gestation and lactation resulted in no adverse effects on pre- or postnatal development. The
doses tested are 3 and 10 times the recommended human dose (RHD) of 10 mg/kg, on a body
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weight (mg/kg) basis.
8.2 Lactation

Risk Summary

There is no information regarding the presence of efgartigimod alfa-fcab in human milk, the effects
on the breastfed infant, or the effects on milk production. Maternal IgG is known to be present in
human milk.

The developmental and health benefits of breastfeeding should be considered along with the
mother’s clinical need for VYVGART and any potential adverse effects on the breastfed infant from
VYVGART or from the underlying maternal condition.

(202244 H FH1HR)
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4.6 Fertility, pregnancy and lactation
Pregnancy

There is no available data on the use of efgartigimod alfa during pregnancy. Antibodies including
therapeutic monoclonal antibodies are known to be actively transported across the placenta
(after 30 weeks of gestation) by binding to the FcRn.

Efgartigimod alfa may be transmitted from the mother to the developing foetus. As efgartigimod
alfa is expected to reduce maternal antibody levels, and is also expected to inhibit the transfer of
maternal antibodies to the foetus, reduction in passive protection to the newborn is anticipated.
Therefore, risks and benefits of administering live / live-attenuated vaccines to infants exposed
to efgartigimod alfa in utero should be considered (see section 4.4).

Treatment of pregnant women with Vyvgart should only be considered if the clinical benefit
outweighs the risks.

Breast-feeding

There is no information regarding the presence of efgartigimod alfa in human milk, the effects on
the breastfed child or the effects on milk production. Animal studies on the transfer of
efgartigimod alfa into milk have not been conducted, and therefore, excretion into maternal milk
cannot be excluded. Maternal IgG is known to be present in human milk. Treatment of lactating
women with efgartigimod alfa should only be considered if the clinical benefit outweighs the
risks.

Fertility

There is no available data on the effect of efgartigimod alfa on fertility in humans. Animal studies
showed no impact of efgartigimod alfa on male and female fertility parameters (see section 5.3).
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8.4 Pediatric Use
Safety and effectiveness in pediatric patients have not been established.

(20224F4 H 5 HThR)

EMA (BN TSF SCEDOFLE)

Paediatric population
The safety and efficacy of efgartigimod alfa in paediatric population have not yet been established.
No data are available.

(20224£11 H ki)
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