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Methods (cont.)

In this post hoc analysis, CFB of the ocular subdomain scores for
MG-ADL, QMG, MGII, and MGSPRO were calculated to evaluate
specific ocular symptoms. For all instruments, higher scores
iIndicate greater severity of symptoms (Table 1)

Introduction

« MG is a rare, neuromuscular autoimmune disease that involves °
weakness of the ocular muscles as well as generalized muscle
weakness across the body!

Summary and conclusions

Ocular symptoms in MG pose a substantial
burden for patients, impacting QoL and
daily activities including driving and
working,! and may respond differently to
treatment than generalized symptoms??

e Ocular symptoms pose a substantial burden for patients with MG,
iImpacting their QoL and daily activities; these symptoms may

respond differently to treatment than generalized symptoms*-? Results

e Overall, 200 patients received rozanolixizumab 7 mg/kg (n=66),
10 mg/kg (n=67), or placebo (n=67)

e Baseline demographics and disease characteristics were balanced
across treatment groups, and patients had a broad range of disease
severity (Table 2)

e Rozanolixizumab is a humanized IgG4 mAb FcRn inhibitor
approved for the treatment of adults with AChR Ab+ or
MuSK Ab+ gMG*»

e |n the randomized, double-blind, placebo-controlled, Phase 3,
MycarinG study (NCT039/1422), rozanolixizumab significantly
iImproved MG-specific outcomes versus placebo in patients with
gMG and was well tolerated with an acceptable safety profile!

— The rozanolixizumab treatment groups experienced a greater
reduction from BL in MG-ADL score at Day 43 than the
placebo group (primary outcome; p<0.0001)*

In the Phase 3, randomized, placebo-
controlled, double-blind, MycarinG study,
patients with gMG received one 6-week cycle
of rozanolixizumab 7 mg/kg or 10 mg/kg

Study and
extensions

e For all ocular subdomains assessed, rozanolixizumab treatment
groups showed greater mean improvements from BL at Day 43
than placebo groups (Figures 1-4)

Greater improvements in the ocular scale
scores for MG-ADL, QMG, MGII and

MGSPRO were observed at Day 43 with

e Rozanolixizumab treatment was generally well tolerated at both rozanolixizumab than with placebo

doses, and most adverse events were mild or moderate

— Overall, 67.2%, 81.3%, and 82.6% of patients in the placebo,
rozanolixizumab 7 mg/kg, and 10 mg/kg groups, respectively,
experienced TEAES

e This post hoc analysis evaluated the effect of rozanolixizumab
treatment on the ocular domains of the MG-ADL, QMG, MG,
and MGSPRO instruments in patients with gMG

Methods

e Patients enrolled in MycarinG study were aged >18 years with
AChR Ab+ or MuSK Ab+ gMG, MGFA Disease Class lI-1Va, with an
MG-ADL score >3 (for non-ocular symptoms) and a QMG score >11*

Rozanolixizumab was generally well
tolerated and most TEAEs were mild

— The most frequent TEAEs occurring overall were headache, or moderate

diarrhea, and pyrexia

The findings from post hoc analyses further
support rozanolixizumab as a treatment
option for patients with gMG, including

— Patients were randomized 1:1:1 to receive weekly subcutaneous , ,
those with ocular signs and symptoms

rozanolixizumab 7 mg/kg, rozanolixizumab 10 mg/kg, or placebo
for 6 weeks, followed by an 8-week observation period*

Table 1 Overview of ocular assessment by gMG

Figure 1 Mean CFB at Day 43 for MG-ADL (a) ocular Figure 2 Mean CFB at Day 43 for QMG (a) ocular subdomain

i 1,6
Instruments- -
subdomain and (b) total score and (b) total score

Instrument _ Recall Evaluated (a) MG-ADL ocular subdomain (b) MG-ADL total score (a) QMG ocular subdomain (b) QMG total score
and subdomain Underlying concepts period by

Severity of RLZ RLZ RLZ RLZ RLZ RLZ RLZ RLZ

Diplopia Placebo 7 mg/kg 10 mg/kg Placebo 7 mg/kg 10 mg/kg Placebo 7 mg/kg 10 mg/kg Placebo 7 mg/kg 10 mg/kg

* =64 n=64 n=62 n=62 n=65 n=65 n=64 n=64 n=62 n=62 n=65 n=62
MGSPRO - . n
Ocular Muscle Ptosis . 7 days Patient Mean CFB 0] Mean CFB 0 Mean CFB 0 Mean CFB 07
Weakness scale * Blurry vision at Day 43 at Day 43 at Day 43 at Day 43

« Difficulty moving eyes side to side . -

» Difficulty moving eyes up and down . .

Timing/duration, time to fatigability —-2- ~2

and severity of: _

. Diolobi 14 days Patient

'plopia 5 5 - 3

MGII - ocular e Ptosis
subdomain

Severity of: —4 —4

e Diplopia Current Clinician -3 —-34 v

e Ptosis -2.5 !2.5 -5 -5+

-3.2 -3.2
MG-ADL - Frequency of: . . : .
ocular « Diplopia 7 days Patient - - - -
subdomain e Ptosis RLZ RLZ RLZ RLZ RLZ RLZ RLZ RLZ
Placebo 7 mg/kg 10 mg/kg Placebo 7mg/kg 10 mg/kg Placebo 7mg/kg 10 mg/kg Placebo 7 mg/kg 10 mg/kg

Severity of: Number of patients, n 67 66 67 Number of patients, n 67 66 67 Number of patients, n 67 66 67 Number of patients, n 67 66 67
QMG - o_cular e Diplopia Current Clinician Baseline MG-ADL ocular Baseline MG-ADL Baseline QMG ocular Baseline QMG
subdomain Ptosi subdomain score, 2.9 (1.6) 2.6 (1.8) 2.6 (1.7) total score, 8.4 (3.4) 8.4 (3.8) 8.1(2.9) subdomain score, 3.7 (2.1) 3.7 (2.0) 3.9 (1.9) total score, 15.8 (3.5) 15.4 (3.7) 15.6 (3.7)

* FLosIS mean (SD) mean (SD) mean (SD) mean (SD)

Range of response options for MGSPRO Ocular Muscle Weakness scale and QMG ocular subdomain scale: “none”, "mild”, “moderate” or
“severe”; MGIl ocular PRO scale: "none”, “only evenings/after >1 hour/mild”, “starting in the afternoon/after <1 hour/it affects my vision, but
don't need to cover one eye, lift eyelid or tilt head” or "constant/starts immediately/| need to cover one eye/lift eyelid/tilt head to see”;
MG-ADL ocular subdomain scale: "none”, “occurs, but not daily”, “daily, but not constant” and “constant”. All items were measured on a
4-point scale.

Randomized set. Higher score = more severe symptoms (0—6 for ocular subdomain, 0-39 for total score). Ocular subdomain scores are post hoc change from
baseline values whereas the total scores are primary and secondary analyses using the hypothetical and treatment policy strategy. Questionnaire completion rates
at Day 43 were 92.5-97.0% for the QMG ocular scale.

Figure 4 Mean CFB at Day 43 for MGSPRO Ocular Muscle
Weakness Scale score

Randomized set. Higher score = more severe symptoms (0—6 for ocular subdomain, 0—24 for total scores). Ocular subdomain scores are post hoc change from
baseline values whereas the total scores are primary and secondary analyses using the hypothetical and treatment policy strategy. Questionnaire completion rates
at Day 43 were 92.5-97.0% for the MG-ADL ocular items.

Figure 3 Mean CFB at Day 43 for MGII* (a) ocular subdomain
and (b) total score

Table 2 Baseline demographic and disease
characteristics

(a) MGII ocular subdomain (b) MGlII total score RLZ RLZ
:’nlfjg;?o &L_Z676)m9/ kg ('-':]L_Z617()) mg/kg Placebo 7 mg/kg 10 mg/kg
- B - RLZ RLZ RLZ RLZ 0 B TR e
Placebo 7 mg/kg 10 mg/kg Placebo 7 mg/kg 10 mg/kg Mean CFB
Age, years, mean (SD) 504 (17.7) 53.2 (14.7) 519 (16.5) n=48 n=49 n=49 n=48 n=49 n=49 at Day 43
Mean CFB 07
Sex, female, n (%) 47 (70.1) 39 (59.1) 35 (52.2) 2t Day 43 28
Duration of disease, years, I eaaii T S T 0 B 00 e
mean (SD) 94 (9.3) 6.9 (6.8) 9.6 (9.9) -4 —4 -
_6 —
MG-ADL total score at
_6 —
baseline, mean (SD) 84 (3.4) 8.4 (3.8) 8.1(2.9) _g- _g-
—10 —10
MG-ADL ocular score at 29 (1.6) 26 (1.8) 26 (17) _8-
baseline, mean (SD) R T o ~-12 -12 v
-9.0
-12.4
Patients with MG-ADL —147 —147 ~10-
ocular subdomain 62 (92.5) 57 (86.4) 59 (88.1) _16 4 164 v
° -12.7
score >0, n (%)
-16.1 vV _85
_18 4 ~18 - les 11.9 |
QMG total score at baseline, 15.8 (3.5) 15.4 (3.7) 15.6 (3.7) RLZ RLZ RLZ RLZ
mean (SD) Placebo 7mg/kg 10 mg/kg Placebo 7mg/kg 10 mg/kg RL7 RL7
I 23(34.3) 29 (43.9) 26 (38.8) Number of patients,n 67 66 67 Number of patients,n 53 55 54 Placebo 7 mg/kg 10 mg/kg
. ' ' ' Baseline MGII ocular Baseline MGl Number of patients, n 67 66 67
MGFA Disease subdomain score, 11.0 (6.0)  10.7 (6.8)  11.5(5.7) total score,35.6 (12.4) 36.3(15.2) 38.3 (12.1) .
Class at baseline, Il 41(61.2) 34 (51.5) 39 (58.2) mean (SD) mean (SD) Base“vﬂveegﬂkﬁgz’ji Sz“ii; g“nu(sgge) 374 (25.8) 301 (21.8) 308 (21.7)
n (%) ,
IVa/b* 3 (45) 3 (45) 2 (30) Randomized set. Higher score = more severe symptoms (0—24 for ocular subdomain, 0—84 for total scores). Questionnaire completion rates at Day 43 were Randomized set. Higher score = more severe symptoms (0—100 for each scale). No total score is available for MGSPRO. Questionnaire completion rates at Day 43

Randomized set. *Only one patient, who was randomized to the placebo group, had Class IVb disease.

71.6-74.2% for the optional MGII ocular scale.
*Completion of MGII was optional.

were 92.5-97.0% for the MGSPRO Ocular Muscle Weakness scale. The sum of responses to the items composing each scale undergoes linear transformation to
generate a score of 0-100.7

Abbreviations: Ab+, autoantibody positive; AChR, acetylcholine receptor; BL, baseline; CFB, change from baseline; FCRn, neonatal Fc receptor; FV, final visit; (Q)MG, (generalized) myasthenia gravis; IgG4, immunoglobulin G4; mAb, monoclonal antibody; MG-ADL, Myasthenia Gravis Activities of
Daily Living; MGFA, Myasthenia Gravis Foundation of America; MGII, Myasthenia Gravis Impairment Index; MGSPRO, Myasthenia Gravis Symptoms Patient-Reported Outcomes; MuSK, muscle-specific tyrosine kinase; QMG, Quantitative Myasthenia Gravis; QoL, quality of life; RLZ, rozanolixizumab;

SD, standard deviation; SE, standard error; TEAE, treatment-emergent adverse event.
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