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Key lakeaways

Nipocalimab demonstrated
sustained disease control in patients
with gMG and recently diagnosed
gMG (=5 years before study
initiation)

At week 24, a greater proportion of
patients treated with nipocalimab
achieved meaningful and substantial
clinical improvements in MG-ADL
and QMG total scores compared to
those treated with placebo

Introduction

® Generalized myasthenia gravis (gMG) is a chronic autoimmune disease characterized by fluctuating muscle weakness and fatigue caused by pathogenic
immunoglobulin G (IgG) autoantibodies'

— Symptoms of gMG often tend to be more severe and are poorly controlled during the first few years after diagnosis®

® Nipocalimab is the first approved FcRn blocker for the treatment of anti-acetylcholine receptor (anti-AChR) or anti-muscle-specific tyrosine kinase (anti-MuSK)
antibody positive gMG in adult and adolescent (=12 years of age) patients™®

® Nipocalimab + standard-of-care (SOC; vs placebo+S0OC) has demonstrated rapid and sustained efficacy during the 24-week double-blind (DB) phase of the phase 3
Vivacity-MG3 study in seropositive gMG patients with a mean disease duration of 6.9 vs 8.9 years®’

Least-square mean (standard error [SE]) changes from baseline to weeks 22, 23, and 24
— Myasthenia Gravis-Activities of Daily Living (MG-ADL) total score: —-4.7 (0.33) vs —3.3 (SE, 0.34); difference: -1.45 (0.47); p=0.002
— Quantitative Myasthenia Gravis (QMG) total score: -4.9 (0.50) vs —2.1 (0.50); difference: -2.81 (0.71); p<0.001
® However, itis currently unclear whether patients with gMG who are early in their disease course would derive similar benefit from treatment with nipocalimab+SOC

Objectives
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Methods

® Subset of patients recently diagnosed with gMG from efficacy analysis set of the Vivacity-MG3 study

— All patients who received =1 dose of nipocalimab+SOC or placebo+SOC in the DB phase and were antibody
positive for a gMG-related pathogenic antibody (anti-AChR, anti-MuSK, or anti-LRP4) and who had been
diagnosed with gMG within <5 years (below the cohort median of 5 years)

Nipocalimab may provide
meaningful and substantial clinical
benefit, even in patients in early
stages of gMG

To evaluate if the efficacy of nipocalimab observed in the overall Vivavity-MG3 population was achievable in a subgroup of patients with recently
diagnosed gMG (=5 years before study initiation)

® Mean change from baseline in MG-ADL and QMG total scores at week 24

® The proportion of patients achieving a meaningful within-patient change, defined as a =2-point improvement (meaningful clinical
improvement [MCI]) and a 23-point improvement (substantial clinical improvement [SCI]) in MG-ADL total scores at week 24

® The proportion of patients achieving a MCI, defined as a 23-point improvement and SCI, defined as a 24-point improvement in
Figure 1. Study design® QMG total scores at week 24
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Statistical analysis

OLE phase e Differences between treatment groups for mean changes from baseline were evaluated using two-sample t-tests
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® Differences between treatment groups for proportions of MCIl and SCI were examined using odds ratios (ORs) and 95%
confidence intervals (Cls)

at 8 weeks’

Nipocalimab 30 mg/kg LD at

WO and 15 mg/kg Q2W IV from
W2-W22 + SOC Variable duration®
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°Due to the COVID-19 pandemic, some participants from the Phase 2 study (NCTO3772587) were unable to enter the Phase 2 OLE study (NCTO3896295). These participants could directly enter the Phase 3 OLE and their data will be disclosed later. "Participants who withdraw or discontinue after receiving any amount of study intervention are required to complete a safety follow-up visit 8 weeks after their
last dose, °In the EU, the OLE phase will be up to 240 weeks.
COVID-19=coronavirus disease 2019, EU=European Union, IV=intravenous, LD=loading dose, MG-ADL=Myasthenia Gravis-Activities of Daily Living, MGFA=Myasthenia Gravis Foundation of America, OLE=open-label extension, Q2W=every 2 weeks, R=randomized, SOC=standard-of-care, W=week.

Results

Baseline demographics MG-ADL: MCI and SCI Q@MG: Mean change from baseline
® Baseline demographics were generally balanced between nipocalimab and ® At week 24, a greater proportion of patients receiving nipocalimab+SOC met MClI e At week 24, mean (SD) change from baseline: nipocalimab+SOC: -5.1 (4.14), n=26;
placebo-treated patients (Table 1) and SCI criteria for MG-ADL total scores versus placebo+SOC (Figure 4) placebo+SOC: -2.3 (3.20), n=22
Table 1. Patient demographics and baseline characteristics e Patients treated with nipocalimab+SOC had 3.9 times greater odds of achieving — Difference: -2.85 (SE: 1.08); 95%Cl (-5.03, -0.66); p=0.012 (Figure 7)

MCI compared with patients treated with placebo+SOC over 24 weeks

Patients diagnosed with gMG within <5 years
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Nipocalimab+SOC PlaC(ﬁlgg;)SOC OR (95% Cl): 3.9 (1.0, 15.1); p=0.055 Figure 7. Mean change from baseline to week 24 in QMG total score
— . . . . + . . .
Age median (range) years 280 20-81) 570 (20-81 e Patients treated.W|th n]pocallmab SQC had 4.2 times greater odds of achieving o o0
Female, n (%) 21(56.8) 15 (517) SCIl compared with patients treated with placebo+SOC over 24 weeks 28 o5
Race, n (%) _ ) . . .« A= 82 40
American Indian or Alaska Native 1(2.7) 0 OR (95/" CI)' 4.2 (1'3’ 13'4)’ p_0'023 § g 45 —
Asian , , 11(29.7) 11(37.9) ® Significantly greater proportion of nipocalimab+SOC patients sustained MCI for £ 20
Black or African American 0 1(34) . . . 2 25 -
White 25 (67.6) 17 (58.6) >12, 16, and 20 weeks compared with patients treated with placebo+SOC 50 20 : B Nipocalimab+SOC
BMI, median (range), kg/m2 27.7 (19; 39) 294 (16; 41) (Figure 5) gﬁ 35 — (n=26)
Duration of MG, median (range), years 2 (0-5) 3 (0-5) SN 40
Age at onset, median (range), years 47 (19-78) 52 (18-80) =% -45 H Fnlfgg;omsoc
Baseline MG-ADL total score, mean (SD) 8.8 (2.28) 9.2 (1.64) Figure 4. Proportion of patients achieving MG-ADL MCI° and SCI’ from baseline S 3 50 -
Baseline QMG total score, mean (SD) 13.3 (3.49) 16.0 (4.51) S 55 - -5.1
Antibody-positive at screening, n (%) 37 (100.0) 29 (100.0) to week 24 |
Anti-AChR+ 31(83.8) 27 (931) p=0.055° ,
Anti-MuSK+ 6 (16.2) 1(34) 100.0 — 0=0.023° Difference (mean [SE]): -2.85 (1.08);
Anti-LRP4+ 0 1(34) = : 871 i 95% CI (-5.03, -0.66); p=0.012°
MGFA Class, n (%) 9\;; 74.9
| 1 (2.7)3 0] s 80.0 ‘ “Calculated from two-sample t-test comparing QMG total score change from baseline between treatments.
lla 5 (13.5) 4 (13.8) 'f-.f 63.6 B Nipocalimab+SOC Cl=confidence interval, QMG=Quantitative Myasthenia Gravis, SE=standard error, SOC=standard of care.
Il 8 (21.6) 4 (13.8) 8 600+ (n=31)
llla 10 (27.0) 9 (310) 5 409 DlaceborSOC
Il 12 (32.4) 8 (276) 5 400- s
IVa 0 4 (13.8) 5 .
IVb 1(27) 0 §_ 20.0 QMG. MCI and SCI
°Patient had MGFA class lla at screening and MG-ADL of 8 at both screening and baseline. a
AChR=acetylcholine receptor, gMG=Generalized myasthenia gravis, LRP4=low-density lipoprotein receptor-related protein 4, MG=myasthenia gravis, 0.0 A . . . . . .
MG-ADL=Mpyasthenia Gravis-Activities of Daily Living, MuSK=muscle-specific kinase, QMG=Quantitative Myasthenia Gravis, SD=standard deviation, MCI SCI @ At Week 24, a greater propor‘“on of pa‘“ents rece|V|ng n|pocal|mab+SOC met the
SOC-=standard-of-care. . . o
“Defined as MG-ADL total score improvement of =2 points from baseline. "Defined as MG-ADL total score improvement of =3 points from baseline. “Calculated MCI and SCI Crlterla for QMG tOtaI SCOres vs placebO+SOC (Flgure 8)
A ~ from Fisher’s exact test.
MG-ADL TOtaI Score: Change from basellne over t’me MCI=meaningful clinical improvement, MG-ADL=Myasthenia Gravis-Activities of Daily Living, SCI=substantial clinical improvement, SOC=standard-of-care. ® Patients treated with nipoca|imab+SOC had 2 times greater odds of achie\/ing
— MCI compared with patients treated with placebo+SOC over 24 weeks
® Atweek 24, mean (standard deviation[SD]) total scores were: Figure 5. Sustained* MG-ADL MCI° improvements from baseline to week 24 — OR(95% CI): 2.0 (0.6: 6.5): p=0.259
. . (s . L. .0;0.0); P .
nipocalimab+SOC: 3.8 (3.24); placebo+SOC: 6.3 (2.70) Duration of QMG <5 Years
e Across the 24-week treatment period, patients receiving nipocalimab+SOC i OR (95%Cl) PBO (N=29) NIPO (N=37) p-value ® Significantly greater proportion of nipocalimab+SOC patients sustained MCI for
: - : § n (%) n (%) >8, 16, and 20 weeks (Figure 9
dgmonstrated conms’gently greater reductions in MG-ADL total scores compared Sustained 28 weeks - e— 17(06,46) 17(586%)  26(703%) 0436 . _ ( .g . ) . o
with placebo+SOC (Figure 2) ® Patients treated with nipocalimab+SOC had 4 times greater odds of achieving
. . o . . Sustained 212 weeks | —= 3.0(11,8.3) 11(379%) 24 (649%) 0.046 . . .
Figure 2. Mean (SE) change from baseline in MG-ADL total score over time during SCI compared with patients treated with placebo+SOC over 24 weeks
the DB phase Sustained 216 weeks - = 5.2 (1.8,15.2) 7 (241%) 23 (62.2%) 0.003 — OR (95% CI): 4.0 (1.1. 14.0). p=0.040
0.0 Treatment Groups )
— Nipocalimab 30 mg/kg LD + 15 mg/kg Q2W Sustained 220 weeks - : = 41(14,12.0) 7 (241%) 21(56.8%) 0.012
| ~ —  Placeb : . . . . . .
104\, neene L A A A A Figure 8. Proportion of patients achieving QMG MCI* and SCI° from baseline to
" \ 0 2 4 6 8 1012 14 16
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\3, . . { < > 100.0
- _ - A~ _ ’ F lacebo + SOC F i limab + SOC o c
% 304 % o 4’ B { _{ avors placebo avors nipocalima S 0=0.26 5=0.04°
S L ongest uninterrupted duration of improvement. *Defined as MG-ADL total score improvement of =2 points from baseline. 8 80.0
S -404 CI:conﬁ.dence' interval, gMG:geqera/ized myasthenia gravis, MCI=meaningful clinical improvement, MG-ADL=Myasthenia Gravis-Activities of Daily Living, 'E
§ NIPO=nipocalimab, OR=0dds ratio, PBO=placebo, SOC=standard-of-care. -lé 60.0 — 53.8 53.8 B Nipocalimab+SOC
50— 5 (n=26)
: : § 4007 Placebo+S0C
OMG Total Score: Change from baseline over time £ 227 M Pacebe
N (NIPO): | 3736363635 34 33 32 32 32 30 31 31 2 200+
N (PBO): 2|9 2|6 2|6 2|7 2|7 2|6 2|6 2|5 2|4 2|2 2|1 2|2 2|2 . . E
6 %05%% % G o o 0 9050 ® At week 24, mean (SD) total scores were: nipocalimab+SOC: 8.7 (4.98); 0.0
oS, % % b, Tl placebo+SOC: 13.9 (5.68) Mcl scl
GO A ° © N A Defined as QMG total f >3 from baseline. “Defined as QMG total f >4 from baseline. “Calculated
Visits . . o e . . ‘Defined as total score improvement of =3 points from baseline. "Defined as total score improvement of >4 points from baseline. °Calculate
DB=double-blind, LD=loading dose, MG-ADL=Myasthenia Gravis-Activities of Daily Living, Nipo=nipocalimab, PBO=placebo, Q2W=every 2 weeks, ® ACFOSS the 24-Wee|§ treatment perIOd’ pat.lentS. recel\”ng nlpocallmab+SOC from_Fisherjs exact't(?st. ‘ ~ o ‘ ‘ ~ S B
SE=standard error. W=week. d emon Strat e d C OnS|St ently gr e at er re dU Ctl onsin QMG t Otal scores C Ompare d MCI=meaningful clinical improvement, QMG=Quantitative Myasthenia Gravis, SCI=substantial clinical inprovement, SOC=standard-of-care.

MG-ADL Total Score: Mean change from baseline with placebo+SOC (Figure 6)

° ° ° ° [ ° b ° °
. . ) Figure 6. Mean (SE) change in QMG score over time during DB phase Figure 9. Sustained® QMG® MCI improvements from baseline to week 24
® At week 24, mean (SD) change from baseline in total score: nipocalimab+SOC:
- . . —_ Duration of gMG <5 Years
4.9 (2.88); placebo+SOC: -2.7 (2.46) 005 Treatment Groups g OR (95%CI) PBO (N=29) NIPO (N=37) p-value
— Difference: -2.22 (SE: 0.76); 95%Cl (-3.74, -0.70); p=0.005 (Figure 3) { —— Nipocalimab 30 mg/kg LD + 15 mg/kg Q2W ) n
. . . RS Sustained 28 weeks |m— 45(15,136) 6(207%) 20 (541%) 0010
Figure 3. Mean change from baseline to week 24 in MG-ADL total score . {‘ -
0.0 — c’:\ ' Sustained 12 weeks =— 3.3 (1.0, 10.5) 5 (17.2%) 15 (40.5%) 0.059
o S
S w© -0.5 )
g 8 10 4 qé) Sustained >16 weeks [—#———— 8.2 (1.7, 400) 2 (69%) 14 (37.8%) 0.004
© :6 ° g —
2 9 15 - s 40 . o 9
= - B .0, . K . R
S T(: 3 20- § Sustained 220 weeks |—= 15.2(1.8,124.6)  1(34%) 13(351%)  0.002
© § ® 257 B Nipocalimab+SOC = I I I I ) I
o5 g 30 - 07 I_O31 0O 20 40 60 80 100120
E <Qt -3.5 . =31 6.0 Odds Ratio (95% CI)
°G 40— < >
§ = 4.0 H I(?\I:gg;)o+SOC ’ Favors placebo + SOC Favors nipocalimab + SOC
s& 457 N(NIPO): | 34 34 33 29 29 29 29 27 26
-5.0 - N(PBO): |29 28 27 26 25 24 22 22 22
-4.9 T T T T T T T I I °Longest uninterrupted duration of improvement. *Defined as QMG total score improvement of =3 points from baseline.
& 20) 20) ) 20) 20) 20) 20) ) Cl=confidence interval, gMG=generalized myasthenia gravis, MCI=meaningful clinical improvement, MG-ADL=Myasthenia Gravis-Activities of Daily Living,
| S ®, @ ® ® ® e, @ ®
‘96»40. 4 4 4 4 4 b4 4 4L NIPO=nipocalimab, OR=o0dds ratio, PBO=placebo, QMG=Quantitative Myasthenia Gravis, SOC=standard-of-care.
Difference (mean [SE]): -2.22 (0.76); s ¥ ¥ ¢ Visits < % o Y Yw

95% CI° (-3.74, -0.70); p=0.005"

“Calculated from two-sample t-test comparing MG-ADL total score change from baseline between treatments.
Cl=confidence interval, MG-ADL=Myasthenia Gravis-Activities of Daily Living, SE=standard error, SOC=standard-of-care.

DB=double-blind, LD=loading dose, NIPO=nipocalimab, PBO=placebo, Q2W=every 2 weeks, QMG=Quantitative Myasthenia Gravis, SE=standard error,
W=week.
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