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Introduction Results _
« Rozanolixizumab is a humanized IgG4 mAb FcRn inhibitor approved for the o Patients Su mMma ry a nd CO"C[USIO"S

treatment of adults with AChR Ab+ or MuSK Ab+ gMG* — The efficacy pool included 127 patients treated with either rozanolixizumab | . | |
e In the Phase 3 MycarinG study (NCT03971422), reductions in MG-ADL score 7 mg/kg or 10 mg/kg who had >2 symptom-driven cycles; baseline MSE is a strong, clinically meaningful endpoint
from baseline were significantly greater in the rozanolixizumab 7mg/kg group characteristics were generally representative of a population with moderate- and a stringent measure of therapeutic efficacy;
(I_S mean CFB ‘337) and rozanolixizumab 10 mg/kg group (‘340) Compal’ed {O-severe gMG (Table 1) attalnment Of MSE |S a therapeutlc goal |n the
with placebo (-0.78; p<0.001 for both rozanolixizumab doses)? — The safety pool included 188 patients with >1 cycle and <8-week follow- treatment of gMG
o Attainment of MSE (MG-ADL score: 0O orl)isa stringent measure of therapeutic up period across MycarinG and MGOQOOQ/: baseline demographics and
efficacy and a treatment goal in MG*># characteristics were similar to those in the efficacy pool® Among patients who achieved MSE in Cycle 1
e This post hoc analysis used pooled data from the MycarinG study? and its OLE . Efficacy ¢ ™ b >64% v dt
studies to assess MSE response across subsequent rozanolixizumab treatment . _ . ] © rgzano 'X'Z_uma ’ o CONUNUEC 1O
cycles for patients who achieved MSE in Cycle 1 — More than a quarter of patients achieved MSE in Cycle 1 and over 64% of achieve MSE in Cycles 2-4
these patients continued to achieve MSE in subsequent treatment cycles
MethOdS (Figure 2) All except two patients who achieved MSE
— Up to 21% of patients who did not achieve MSE in treatment Cycle 1 went did so within the first 6 weeks of starting the
 In the Phase 3 MycarinG study, patients were randomized 1:1:1 to receive on to achieve MSE in subsequent treatment cycles (Figure 2) rozanolixizumab treatment cycle, and some
a weekly subcutaneous infusion of rozanolixizumab 7 mg/kg, 10 mg/kg or — Almost all patients who achieved MSE did so within 6 weeks of starting the patients achieved MSE as early as, 1 aealk ens
placebo for a 6-week cycle, followed by an 8-week observation period treatment cycle, irrespective of MG-ADL score at the start of the treatment the treatment cvcle
e Patients who either completed MycarinG or required rescue therapy during cycle (Figure 3) y

the observation period could enroll in one of two OLE studies: MGO004

_ _ * |n the first four treatment cycles, some patients achieved MSE as early as
(NCT04124965) then MGOOO/ (NCT04650854); or MGOO0OO7 directly (Figure 1)

1 week after rozanolixizumab infusion Patients receiving rozanolixizumab who

« Data from patients who had >2 symptom-driven treatment cycles were pooled achieved MSE In the first treatment cycle
across MycarinG, MG0O0O04 (first 6 weeks), and MGOOQ7 (interim analysis; data o Safety demonstrated a consistent response rate over
cutoff: July 8, 2022) — Across all cycles, 89.9% Qf patients (n=169)§xp§rienced a TEOAE, with.the subsequent cycles, while up to 21% of initial
« Efficacy outcomes included proportion of patients who achieved MSE at (mé)st f)requent T(EAES k))elcng headgchf (46-3/?)1 déar)rhea (28.7%). pyr(exw; ’ non-achievers were able to achieve MSE with
- - - 18.1%), nausea (14.9%), VID-19 infection (13.8%), and arthralgia (11.2% .
Cycle 1, proportion of patients Who achieved MSE at gubsequent cycles el | | | 9 subsequent rozanolixizumab treatment cycles
(Cycles 2, 3, and 4), and change in MG-ADL score during each cycle for — In general, the incidence of TEAEs did not increase with repeated cycles
individual patients who achieved MSE of treatment compared with Cycle 17
Figure 1 MycarinG and OLE study design Table 1 Patient demographics and baseline disease characteristics for
patients who had >2 symptom-driven cycles
MycarinG/MG0003 MGO0007 (OLE)*
RLZ 10 mg/kg ( RLZ RLZ
n=67 j 7 mg/kg 10 mg/kg RLZ total
Re-randomization N=105 g ERLZ 10 mg/kg —> @ n=/7 (h=69) (n=58) (N=127)
Randomization RLZ 7 mg/kg 7 MycarinG completers or patients requiring f
N=200 < ' §n=66 ‘; > rescue therapy during the observation period \ é _
HéPlacebo Re-randomization After the initial cycle, subsequent cycles were g P27 malka —» @ n=68 j Age, years, mean (5D) 2.0 (14.3) 489 (18.3) >0.616.2)
n=67 . N=71 symptom-driven (based on MG symptom worsening at
the investigator’s discretion, e.g. an MG-ADL score Patients without MG symptom o
| 5 | increase of >2.0 or a QMG score increase of >3.0) vvstrse;ihgtby tgeoelndéf tpkfed | Sex, female, n (%) 40 (58.0) 36 (62.1) 76 (59.8)
observation period continued to
| M 4 LE be monitored until a further |
:GOOO (OLE) | ymptom - driven cycle AChR Ab+, n (%) 61(88.4) 54 (93.1) 115 (90.6)
> RLZ 10 mg/kg < : was require
Nn=36 YYYYYY!||||||||||||||||
TYYYYY @ Treatment. Observation MuSK Ab+, n (%) 9 (13.0) 3(5.2) 12 (9.4)
Treatment§ Observation > RLZ 7 mg/kg < 6p\(/evreue)gs 16p‘\e/\';!:e?<s
period period , .................... n=35
6weeks | 8weeks Patients who had completed MG-ADL score at baseline, mean (SD) 9.1 (3.8) 8.4 (2.9) 8.8 (3.4)
‘ A\ AAAAAAAAAALALAAALALAALALALAALALALALAALAALALALALALALAALALLLAALALALALALALALALALALAALALALAALALALAN >6 treatment visits in MG0O004
For MGOOOZ]., N N I N N N O I ) I [ I I I ITI ] tI | tI N N I N N Y U I I I Iy [ I I Iolblselrvlatlloln JCZElfdeg:ﬂé%eogssaer:;itgz:al
Only,data from rszrggn period Eontinued their last dose from QMG score at baseline, mean (SD) 16.0 (38) 16.0 (37) 16.0 (38)
the lﬁl’sit 6dV\éeekS up to 52 weeks . 8 weeks |,:|4G60(?O4 for the initial cycle
are include (after last infusion) —
Duration of disease, years, mean (SD) 7.9 (84) 8.5 (8.9) 8.2 (8.6)
*After the initial cycle, dose modifications from 10 mg/kg to 7 mg/kg and vice versa were permitted at the beginning of each treatment cycle provided the benefit—risk ratio remained favorable for the patient.
Figure 2 MSE achievers and non-achievers per cycle Figure 3 MG-ADL scores over the treatment cycle for individual patients who achieved MSE, by cycle
(@) MSE status in Cycle 1 (b) Proportion of patients achieving MSE ” Cycle 1 » Cycle 2
among Cycle 1 achievers*
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(c) Cumulative proportion of patients achieving MSE

among Cycle 1 non-achievers Cycle 3 Cycle 4
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0) 0 Week
B RLZ7mg/kg || RLZ10 mg/kg || RLZ total 3 10 12 14 8 10 12 14 MSE observed
Efficacy pool, patients with >2 symptom-driven cycles.
*Response per cycle; 'Number of patients who completed a post-baseline MG-ADL assessment, and who completed at least 2, 3 and 4 treatment cycles, respectively. Efficacy pool, patients with >2 symptom-driven cycles.

Abbreviations: Ab+, antibody-positive; AChR, acetylcholine receptor; CFB, change from baseline; FCRn, neonatal Fc receptor; gMG, generalized myasthenia gravis; IgG4, immunoglobulin G4; LS, least squares; MG, myasthenia gravis; MG-ADL, Myasthenia Gravis Activities of Daily Living; MSE, minimal symptom expression; MuSK, muscle-specific kinase; OLE, open-label extension; QMG, Quantitative Myasthenia Gravis; RLZ, rozanolixizumab;
SD, standard deviation.
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These data were previously presented at the European Academy of Neurology Annual Meeting in Helsinki, Finland, June 29-Jduly 2, 2024.



