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INTRODUCTION

Indirect comparisons of FcRn blockers are needed despite

differences across trials for these therapies

Background:

* The FcRn blockers nipocalimab, efgartigimod, and rozanolixizumab have been
approved by the US FDA for the treatment of gMG

* Despite differences across trials for these therapies, including in dosing schedules
and study duration, there is a need to indirectly compare their efficacy

» Sustained disease control is an important goal of gMG treatment?

Objective: Assess sustained disease control by indirectly
comparing the efficacy of nipocalimab with efgartigimod
and rozanolixizumab using MG-ADL change from baseline

Nipocalimab (VIVACITY-MG3)? Efgartigimod (ADAPT)3# Rozanolixizumab (MycarinG)>

0 Placebo —e— Nipocalimab 0 Placebo — Efgartigimod Placebo —e— Rozanolixizumab 10 mg/kg Rozanolixizumab 7 mg/kg

EFG: 656565646361636363 63 63 62 64 62 56 23 19 18
PBO: 646163636259626361 59 56 58 58 55 50 23 19 16

Mean change in MG-ADL (+/- SE)
. o ! .
Mean change in MG-ADL (+/- SE)
w
Mean change in MG-ADL (+/- SE)

0123456 8 12 16 20 222324 0
Week

2 4 6 8 10 12 14 16 18 20 22 24 26 0 1 2 3 4 5 6 8 10 12 14
Continuous nipocalimab Q2W vs. placebo for 24 weeks Three cycles of efgartigimod vs. placebo for 26 weeks One cycle of rozanolixizumab QW vs. placebo for

14 weeks (6 weeks of treatment)

1) Casasnovas C et al. EMJ Neurol. 2025; 13(Suppl 1):2-7. 2) Antozzi Cet al. Lancet Neurol .2025; 24(2) 105-116. 3) Howard et al. Lancet Neurol. 2021;20(7):526-536. 4) Efgartigimod alfa (Vyvgart)

Benefit Assessment Dossier - Module 4 A. 3 Ju gartig ]_alfa.pdf. 5) Bril et al. Lancet Neurol. 2023;22(5):383-394. .
Note: Figures were generated using data digitized from referenced sources. Presented at the 11" EAN Congress;

FcRn, anti-neonatal Fc receptor; gMG, generalized myasthenia gravis; MG-ADL, Myasthenia Gravis Activities of Daily Living; Q2W, every two weeks; QW, every week. June 21-24, 2025; Helsinki, Finland 3
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METHODS

Multiple timepoint analyses to compare efficacy onset and

consistency of disease control

Data Source: Published phase lll trial data for
nipocalimab (VIVACITY-MG3), efgartigimod (ADAPT) and
rozanolixizumab (MycarinG)

* Nipocalimab vs. efgartigimod: AChR+ patients

* Nipocalimab vs. rozanolixizumab (7 and 10
mg/kg): AChR+ and MuSK+ patients

Outcome for Comparison: MG-ADL CFB as measured at
multiple time points: weeks 1-4 and every two weeks
thereafter

* To evaluate onset, consistency, and sustainment
of disease control

Two ITC Methods:

A. Unanchored MAIC adjusting for patient
characteristics? using individual patient data for

nipocalimab and aggregate data for comparators

B. Placebo-anchored Bucher ITCs using aggregate
published data (no adjustment)

VIVACITY-MG3 (Nipocalimab) Dosing schedules

0 2 4 6 8 10 12 14 16 18 20 22 24
Weeks

ADAPT (Efgartigimod)

l l l l (Cycle repeated as needed no sooner than 8 weeks after start of previous cycle)

0 2 4 6 8 10 12 14 16 18 20 22 24 26
Weeks

MycarinG (Rozanolixizumab)

l l l l l l (Note: Per European label,

: — subsequent cycles administered
0 2 a 6 g 10 12 14 according to clinical evaluation)

Weeks

aFactors adjusted for in the MAICs based on clinical expert input: Time since diagnosis, sex, geographic region, prior corticosteroids, prior immunosuppressants, MG-ADL score, and Quantitative Myasthenia Gravis score.
AChR+, anti-acetylcholine receptor antibody positive; CFB, change from baseline; ITC, indirect treatment comparison; MAIC, matching-adjusted indirect comparison; MG-ADL, Myasthenia Gravis Activities of Daily Living; Presented at the 11* EAN Congress;

MuSK+, anti-muscle-specific tyrosine kinase antibody positive.

June 21-24, 2025; Helsinki, Finland



Evaluation of sustained efficacy of nipocalimab vs. efgartigimod

up to week 24

RESULTS

* For unanchored MAICs, the mean MG-ADL CFB difference significantly favoured nipocalimab at week 8 and this result was sustained up to week 24
* For Bucher ITCs, the difference was comparable at week 1 and numerically favoured nipocalimab at week 8 and weeks 18-24

Unanchored MAIC 0-24 weeks

NIPO Week 1 vs. EFGA Week 1 ——
NIPO Week 2 vs. EFGA Week 2 ——
NIPO Week 3 vs. EFGA Week 3 ——
NIPO Week 4 vs. EFGA Week 4 ——
NIPO Week 6 vs. EFGA Week 6 ——
NIPO Week 8 vs. EFGA Week 8 ——
NIPO Week 10 (imp) vs. EFGA Week 10 ——
NIPO Week 12 vs. EFGA Week 12 ——
NIPO Week 14 (imp) vs. EFGA Week 14 ——
NIPO Week 16 vs. EFGA Week 16 ——
NIPO Week 18 (imp) vs. EFGA Week 18 ——
NIPO Week 20vs. EFGA Week 20 —_——
NIPO Week 22 vs. EFGA Week 22 ®
NIPO Week 24 vs. EFGA Week 24 L
-5 4 -3 -2 -1 0 1

Mean difference:

CFB, change from baseline; Cl, confidence interval; EFGA, efgartigimod; imp, imputed; MAIC, matching-adjusted indirect comparison; MG-ADL, Myasthenia Gravis Activities of Daily Living; NIPO, nipocalimab.

2

3

»

-6

Nipocalimab favoured

Mean difference in MG-ADL CFB (95% Cl):

-0.97 (-2.02, 0.07); P=0.067
0.25 (-0.88, 1.39); P=0.660
0.24 (-0.92, 1.41); P=0.681
0.58 (-0.54, 1.70); P=0.308
0.05 (-1.11, 1.21); P=0.932
-2.36 (-3.56, -1.16); P<0.001
-2.70 (-3.97, -1.43); P<0.001
-1.56 (-2.77, -0.34); P=0.012
-1.78 (-3.00, -0.56); P=0.004
-2.15 (-3.31, -0.99); P<0.001
-3.28 (-4.55, -2.02); P<0.001
-4.02 (-5.37, -2.66); P<0.001
-2.17 (-4.13, -0.21); P=0.030

-3.08 (-5.47, -0.69); P=0.012

Efgartigimod favoured

Placebo-anchored Bucher ITC 0-24 weeks

NIPO Week 1 vs. EFGA Week 1
NIPO Week 2 vs. EFGA Week 2
NIPO Week 3 vs. EFGA Week 3
NIPO Week 4 vs. EFGA Week 4
NIPO Week 6 vs. EFGA Week 6
NIPO Week 8 vs. EFGA Week 8

NIPO Week 10 (imp) vs. EFGA Week 10

NIPO Week 12 vs
NIPO Week 14 (imp) vs
NIPO Week 16 vs
NIPO Week 18 (imp) vs
NIPO Week 20vs
NIPO Week 22 vs

NIPO Week 24 vs

. EFGA Week 12
. EFGAWeek 14
. EFGA Week 16
. EFGAWeek 18
. EFGA Week 20
. EFGA Week 22

. EFGA Week 24

Mean difference:

Mean difference in MG-ADL CFB (95% Cl):

—e—i -0.25 (-1.51, 1.01); P=0.701
—— 0.16 (-1.12, 1.43); P=0.810
—e—i 1.38 (-0.02, 2.78); P=0.054
———t 0.96 (-0.39, 2.31); P=0.162
P 1.22 (-0.17, 2.61); P=0.084
——h -1.24 (-2.78, 0.30); P=0.114
———i -0.74 (-2.33, 0.84); P=0.357
-0.13 (-1.66, 1.40); P=0.867
:1:: -0.06 (-1.63, 1.51); P=0.939
—e— -0.37 (-1.90, 1.16); P=0.635
——— -1.13 (-2.77, 0.50); P=0.174
— i -1.44 (-3.21, 0.33); P=0.111
° . -1.79 (-4.16, 0.59); P=0.140
° . -2.89 (-5.67, -0.12); P=0.041
-8 -6 -4 ) 0 2 4

Nipocalimab favoured Efgartigimod favoured

Presented at the 11t EAN Congress;
June 21-24, 2025; Helsinki, Finland



RESULTS

Evaluation of sustained efficacy of nipocalimab vs. rozanolixizumab

7 mg/kg up to week 14

* For unanchored MAICs, the mean MG-ADL CFB difference significantly favoured nipocalimab at week 10 and this result was sustained up to week 14
* For Bucher ITCs, the difference was comparable at week 1 and numerically favoured nipocalimab at weeks 10-14

Unanchored MAIC 0-14 weeks

NIPO Week 1 vs. ROZA7 Week 1
NIPO Week 2 vs. ROZA 7 Week 2
NIPO Week 3 vs. ROZA 7 Week 3

NIPO Week 4 vs. ROZA 7 Week 4

NIPO Week 6 vs. ROZA 7 Week 6
NIPO Week 8 vs. ROZA 7 Week 8 —_——
NIPO Week 10 (imp) vs. ROZA 7 Week 10 ——
NIPO Week 12 vs. ROZA 7 Week 12 ——
NIPO Week 14 (imp) vs. ROZA 7 Week 14 —_——
6 5
Mean difference: Nipocalimab favoured

Mean difference in MG-ADL CFB (95% Cl):

-1.37 (-2.20, -0.53); P=0.001

-0.90 (-2.01, 0.22); P=0.116

-0.86 (-1.91, 0.19); P=0.108

-0.23 (-1.33, 0.86); P=0.676

-0.16 (-1.36, 1.03); P=0.790

-1.00 (-2.25, 0.26); P=0.119

-2.38 (-3.57, -1.18); P<0.001

-2.72 (-3.83, -1.60); P<0.001

-3.64 (-4.72, -2.56); P<0.001

Rozanolixizumab favoured

Placebo-anchored Bucher ITC 0-14 weeks = Mean difference in MG-ADL CFB (95% Cl):

NIPO Week 1 vs. ROZA 7 Week 1 —— -0.19 (-1.30, 0.93); P=0.743

NIPO Week 2 vs. ROZA 7 Week 2 —— -0.14 (-1.49, 1.22); P=0.844

NIPO Week 3 vs. ROZA 7 Week 3 H—— 1.17 (-0.18, 2.51); P=0.089

NIPO Week 4 vs. ROZA 7 Week 4 —— i 0.91 (-0.50, 2.32); P=0.207

NIPO Week 6 vs. ROZA 7 Week 6 b - 1.16 (-0.48, 2.81); P=0.167

NIPO Week 8 vs. ROZA 7 Week 8 r - 0.39 (-1.30, 2.07); P=0.652

NIPO Week 10 (imp) vs. ROZA 7 Week 10 —— -1.19 (-2.75, 0.37); P=0.135
NIPO Week 12 vs. ROZA 7 Week 12 —_—— -1.41 (-2.94, 0.12); P=0.071

NIPO Week 14 (imp) vs. ROZA 7 Week 14 —_—— -1.01 (-2.51, 0.49); P=0.186

P
<«

4 -3 -2 -1 0 1 2 3 4

Mean difference: Nipocalimab favoured Rozanolixizumab favoured

Presented at the 11t EAN Congress;

CFB, change from baseline; Cl, confidence interval; imp, imputed; MAIC, matching-adjusted indirect comparison; MG-ADL, Myasthenia Gravis Activities of Daily Living; NIPO, nipocalimab; ROZA 7, rozanolixizumab 7 mg/kg. June 21-24, 2025; Helsinki, Finland



RESULTS

Evaluation of sustained efficacy of nipocalimab vs.

rozanolixizumab 10 mg/kg up to week 14

* For unanchored MAICs, the mean MG-ADL CFB difference significantly favoured nipocalimab at week 10 and this result was sustained up to week 14
* For Bucher ITCs, the difference was comparable at week 1 and numerically favoured nipocalimab at weeks 10-14

Unanchored MAIC 0-14 weeks

NIPO Week 1 vs. ROZA 10 Week 1
NIPO Week 2 vs. ROZA 10 Week 2
NIPO Week 3 vs. ROZA 10 Week 3
NIPO Week 4 vs. ROZA 10 Week 4
NIPO Week 6 vs. ROZA 10 Week 6

NIPO Week 8 vs. ROZA 10 Week 8

NIPO Week 10 (imp) vs. ROZA 10 Week 10 ——

NIPO Week 12 vs. ROZA 10 Week 12 —_——

NIPO Week 14 (imp) vs. ROZA 10 Week 14 —_——

Mean difference: Nipocalimab favoured

Mean difference in MG-ADL CFB (95% Cl):

-1.20 (-2.15, -0.25); P=0.013

-0.96 (-1.90, -0.01); P=0.048

-1.06 (-2.14, 0.02); P=0.055

-0.85 (-1.86, 0.16); P=0.099

0.04 (-1.15, 1.22); P=0.954

-1.05 (-2.09, 0.00); P=0.049

-3.14 (-4.15, -2.14); P<0.001

-3.09 (-4.22, -1.96); P<0.001

-3.53 (-4.52, -2.53); P<0.001

Rozanolixizumab favoured

Placebo-anchored Bucher ITC 0-14 weeks = Mean difference in MG-ADL CFB (95% Cl):

NIPO Week 1 vs. ROZA 10 Week 1 I—J—l -0.09 (-1.29, 1.10); P=0.877
NIPO Week 2 vs. ROZA 10 Week 2 —— -0.30 (-1.53, 0.92); P=0.625
NIPO Week 3 vs. ROZA 10 Week 3 —— 0.88 (-0.49, 2.25); P=0.210
NIPO Week 4 vs. ROZA 10 Week 4 —_— 0.05 (-1.29, 1.39); P=0.941
NIPO Week 6 vs. ROZA 10 Week 6 = 1 1.19 (-0.45, 2.84); P=0.156

NIPO Week 8 vs. ROZA 10 Week 8 —_—— 0.14 (-1.39, 1.68); P=0.857

NIPO Week 10 (imp) vs. ROZA 10 Week 10 @i -2.16 (-3.58, -0.73); P=0.003

NIPO Week 12 vs. ROZA 10 Week 12 ~ +———@—1 -1.99 (-3.53, -0.45); P=0.011

NIPO Week 14 (imp) vs. ROZA 10 Week 14 —— -1.12(-2.55, 0.31); P=0.125

<«

-4 -3 -2 -1 0 1 2 3 4

Mean difference: Nipocalimab favoured Rozanolixizumab favoured

Presented at the 11t EAN Congress;

CFB, change from baseline; Cl, confidence interval; imp, imputed; MAIC, matching-adjusted indirect comparison; MG-ADL, Myasthenia Gravis Activities of Daily Living; NIPO, nipocalimab; ROZA 10, rozanolixizumab 10 mg/kg. June 21-24, 2025; Helsinki, Finland 7



Standardized area under the curve analyses to compare

cumulative treatment effect over time

Data Source: Published phase Ill trial data for
nipocalimab (VIVACITY-MG3), efgartigimod (ADAPT) and
rozanolixizumab (MycarinG)

* AChR+ patients for nipocalimab vs. efgartigimod,;
AChR+ and MuSK+ for nipocalimab vs.
rozanolixizumab

Outcome for Comparison: MG-ADL CFB as measured
using the area under the curve standardized per week

e To evaluate cumulative effect over time
Two ITC Methods:

A. Unanchored MAIC adjusting for patient
characteristics? using individual patient data for

nipocalimab and aggregate data for comparators

B. Placebo-anchored Bucher ITCs using aggregate
published data (no adjustment)

Nipocalimab (VIVACITY-MG3)

Placebo —— Nipocalimab

Informs
Bucher ITC

Mean change in MG-ADL
[

Informs unanchored MAIC

o0 2 4 6 & 10 12 14 16 18 20 22 24

Week
Rozanolixizumab (MycarinG)

Placebo Rozanolixizumab 7 mg/kg
a
< 0
(U]
=
1
18]
8o Informs Bucher ITC
T 2
=
w
-
S 3
2 -
Informs unanchored MAIC
-4
o1 2 3 4 5 6 7 8 9 10 11 12 13 14
Week

METHODS

Efgartigimod (ADAPT)

Placebo —s— Efgartigimod

Informs
Bucher ITC

Mean change in MG-ADL
c'.u

Informs unanchored MAIC

0 2 4 6 8 10 12 14 16 18 20 22 24 26

Week

Placebo

—=a— Rozanclixizumab 10 mg,/kg

Informs Bucher ITC

Mean change in MG-ADL

-2
-3
Informs unanchored MAIC
-4
01 2 3 4 5 6 7 8 9 10 11 12 13 14

Week

aFactors adjusted for in the MAICs based on clinical expert input: Time since diagnosis, sex, geographic region, prior corticosteroids, prior immunosuppressants, MG-ADL score, and Quantitative Myasthenia Gravis score.

AChR+, anti-acetylcholine receptor antibody positive; CFB, change from baseline; ITC, indirect treatment comparison; MAIC, matching-adjusted indirect comparison; MG-ADL, Myasthenia Gravis Activities of Daily Living;

MuSK+, anti-muscle-specific tyrosine kinase antibody positive.

Presented at the 11t EAN Congress;
June 21-24, 2025; Helsinki, Finland 8



The cumulative standardized mean AUC MG-ADL difference was RESERS

greater with nipocalimab versus other FcRn blockers

Mean difference in MG-ADL CFB (95% Cl):

NIPO AUC vs. EFGA AUC Unanchored MAIC [ = 1 -1.76 (-2.77, -0.75); P=0.0006
NIPO AUC vs. EFGA AUC Bucher ITC L ® J -0.47 (-1.65,0.72)

NIPO AUC vs. ROZA 7 AUC Unanchored MAIC ' ® 1 -1.40 (-2.15, -0.65); P=0.0002
NIPO AUC vs. ROZA 7 AUC Bucher ITC ' ® { -0.06 (-1.02,0.90)

NIPO AUC vs. ROZA 10 AUC Unanchored MAIC I - 1 -1.61 (_2.32’ _0.90); P<0.0001
NIPO AUC vs. ROZA 10 AUC Bucher ITC ' ® { -0.44 (-1.37,0.49)

-3 -2.5 -2 -1.5 -1 -0.5 0 0.5 1 1.5
Mean difference: Nipocalimab favoured Comparator favoured

For the nipocalimab vs. efgartigimod Bucher ITC, the cumulative mean AUC MG-ADL difference vs. placebo was -1.76 (95% Cl: -2.63, -0.88) for nipocalimab and -1.29 (-2.09, -0.49) for efgartigimod.
For the nipocalimab vs. rozanolixizumab Bucher ITCs, the cumulative mean AUC MG-ADL difference vs. placebo was -1.66 (-2.32, -1.00) for nipocalimab, -1.60 (-2.30, -0.91) for rozanolixizumab 7 mg/kg,
and -1.22 (-1.88, -0.57) for rozanolixizumab 10 mg/kg.

AUC, area under the curve; CFB, change from baseline; Cl, confidence interval; EFGA, efgartigimod; ITC, indirect treatment comparison; MAIC, matching-adjusted indirect comparison; Presented at the 11t EAN Congress;
MG-ADL, Myasthenia Gravis Activities of Daily Living; NIPO, nipocalimab; ROZA 7, rozanolixizumab 7 mg/kg; ROZA 10, rozanolixizumab 10 mg/kg. June 21-24, 2025; Helsinki, Finland 9



CONCLUSION

Nipocalimab provided consistent and sustained disease control in

gMG versus other FcRn blockers

@ Nipocalimab provided consistent and sustained disease control in gMG as evidenced by greater
MG-ADL CFB reductions versus other FcRn blockers at multiple individual time points

@ Cumulative effect over time was greater with nipocalimab versus other FcRn blockers

@ Nipocalimab delivered a comparable rapid onset of action (at week 1) versus other FcRn blockers

* Limitations: Placebo-anchored Bucher ITC estimates may have been biased by cross-trial heterogeneity and
patient dropout rates starting at week 22 in ADAPT (efgartigimod); for this reason, unanchored MAICs were

used to adjust for heterogeneity where possible.

Presented at the 11t EAN Congress;

CFB, change from baseline; FcRn, anti-neonatal Fc receptor; gMG, generalized myasthenia gravis; ITC, indirect treatment comparison; MAIC, matching-adjusted indirect comparison; MG-ADL, Myasthenia Gravis
June 21-24, 2025; Helsinki, Finland 10
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