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Introduction Figurel CFBin MG-ADL and QMG total scores at Day 43 Figure2 Mean (SD) CFB in MD-ADL subdomain scores at Figure 3 Mean (SD) CFB in QMG subdomain scores at Summary and conclusions
Day 43 Day 43
 Rozanolixizumab is a humanized |lgG4 mAb FcRn inhibitor approved for Slaceh RLZ 7 malk L7 10 malk |
the treatment of adults with AChR Ab+ or MuSK Ab+ gMG!? i bl I e T e In the Phase 3 MycarinG study, one
e In the randomized, double-blind, placebo-controlled, Phase 3, LS mean (SE) | o o - 6-week cycle of rozanolixizumab
MycarinG study (NCT03971422), one 6-week cycle of rozanolixizumab CFB in MG-ADL We';:("niss r?\g:?r N -) . Ocular treatment significantly improved
significantly improved MG-specific outcomes versus placebo in total score o MG-ADL and QMG total scores versus
patients with gMG (Figure 1)° p<0.001 p<0.001 placebo in patients with gMG
e Treatment for gMG may have differential effects across the different ) co > 6o
muscle groups affected by the disease®> 95% CI 95% CI |
— These differential effects have been evaluated using the subdomain :f-gg)' j-fg)' Compared with placebo,
scores of MG-ADL and QMG>7 Improvement | | rozanolixizumab treatment led to
— This post hoc analysis aimed to evaluate the effect of Improvements at Day 43 across
rozanolixizumab treatment on MG-ADL and QMG subdomain scores - ocular, bulbar, respiratory and limb
- i i Placeb RLZ 7 mg/k RLZ 10 mg/k
assesng ocular, bulbar, respiratory and limb weakness/gross motor (::27)0 (n:gsg)/ g (n=g"75)3/ 9 weakness/gross motor muscle groups
muscie groups S mean (SE) 2 evaluated by MG-ADL and QMG
CFB in QMG subdomain scores
MethOdS totalscore || IEZACHIN = NN @0 _ ) AN *
p<0.001 p<0.001 ! ! "~ .
o Patients enrolled in MycarinG were aged >18 years with AChR Ab+ or ~3.48 R
MuSK Ab+ gMG, MGFA Disease Class |1-IVa, with an MG-ADL score e _4.76 Respiratory Respiratory | N The findings from post hoc analyses
>3 (for non-ocular symptoms) and a QMG score >11° _1.58) (95% CI: / h o support the efficacy of rozanolixizumab
| . L . 4 -6.82, ) : -
. PaUenti were rabn;jom/zked 1:1:1 tol.re.cewe I[\)/vlegkly s/LrJ(bcutanleouts) f | t _586) across a broad range of signs and
rozanolixizum m , rozanolixizuma m , or placebo for mprovemen - : - -
Ozanotixizima 9/Kg | 917, Of P . symptoms experienced by patients
6 Weeks, followed by an 8-week observation pe”Od Mean (SD) baseline subdomain scores Ocular Bulbar Limb weakness Respiratory Mean (SD) baseline subdomain scores Ocular Bulbar Gross motor Respiratory Wlth MG iﬂCludiﬂ those W|th
e The primary endpoint was CFB to Day 43 in MG-ADL total score: -8 - Placebo (n=67) 2.9 (1.6) 2.4 (1.6) 2.2 (1.2) 1.0 (0.6) Placebo (n=67) 3.7 (2.1) 1.5 (1.5) 10.0 (2.5) 0.6 (0.9) g ‘ g
secondary endpoints included CFB to Day 43 in QMG total score! RLZ 7 mg/kg (n=66) 2.6 (1.8) 2.5 (1.7) 2.2 (1.5) 1.0 (0.5) RLZ 7 mg/kg (n=66) 3.7 (2.0) 1.2 (1.2) 10.0 (2.7) 0.5 (0.9) ocular and bulbar Sym ptoms
| | | RLZ 10 mg/kg (n=67) 2.6 (1.7) 2.6 (1.6) 2.0 (1.2) 0.9 (0.5) RLZ 10 mg/kg (n=67) 3.9 (1.9) 1.5 (1.3) 9.4 (2.9) 0.7 (1.0)
e MG-ADL and QMG subdomain scores were derived by grouping Randomized set. Randomized set. Patients with MGFA Disease Class IVb/V disease were excluded from MycarinG. Randomized set. Patients with MGFA Disease Class IVb/V disease were excluded from MycarinG.

individual items into muscle groups (Table 1)3°

o The CFB to Day 43 in MG-ADL and QMG subdomains was analyzed _ o _ _ _ o |
post hoc Tablel MG-ADL and QMG items comprising the muscle Table2 Baseline demographic and disease characteristics  Table3  Overview of TEAES

group for each subdomain score

— All post hoc analyses were descriptive

Muscle group MG-ADL* QMG? Placebo RLZ 7 mg/kg RLZ 10 mg/kg Preferred term Placebo RLZ 7 mg/kg RLZ 10 mg/kg
Resu lts (n=67) (n=66) (n=67) (n=67), % (n) (n=64), % (n)* (n=69), % (n)*
Ocular e Double vision e Double vision
e Overall, 200 patients received rozanolixizumab 7 mg/kg (n=66),
P g/Kg . Eyelid droop . Ptosis (upward gaze) Age, years, mean (SD) 50.4 (1/.7) 53.2 (14.7) 51.9 (16.5) Any TEAE 67.2 (45)
10 mg/kg (n=67), or placebo (n=67)
» Baseline demographics and disease characteristics were generally * Facial muscles Sex, female, n (%) 47 (70.1) 39 (59.1) 35 (52.2)
balanced between the treatment groups (Table 2) Bulbar . Talking . Speech Corious TEAES
: : AChR Ab+, n (%) 59 (88.1 60 (90.9 60 (89.6
 Mean CFB at Day 435 across all MG-ADL subdomain scores was higher . Chewing . Swallowing VR ERd P09 890)
for the rozanolixizumab treatment groups compared with the placebo .
_ . cwallow MuSK Ab+, n (%) 8 (11.9) 5 (7.6) 8 (11.9) . |
group (Flgure 2) watlowing Patient withdrawal from study due to
TEAES
— |In rozanolixizumab-treated patients, mean CFB was highest in the Respiratory * Breathing » Forced vital capacity Duration of disease, years, mean (SD) 9.4 (9 3) 6.9 (6.8) 9.6 (9.9)
bulbar subdomain score Limb weakness/gross ¢ Impairment of ability to brush e Right arm outstretched
. . motor teeth or comb hair MG-ADL score, mean (SD) 8.4 (34) 8.4 (3.8) 8.1(2.9) Treatment-related TEAES! 50.0 (32 56.5 (39
e Mean CFB at Day 43 across all QMG subdomain scores was also higher . Left arm outstretched 52 =9
1X] ' e Impairment of ability to arise
for the(lr:c_)zano;;qzu mab treatment groups compared with the placebo [pairment . Right hond ario QMG score. mean (SD)  15.8 (3.5) 15.4 (3.7) 15.6 (3.7)
group (Figure
o . . _ . Severe TEAEs 18.8 (13)
— In rozanolixizumab-treated patients, mean CFB was highest in the * Lefthandgrip la/b 23 (34.3) 29 (43.9) 26 (38.8)
gross motor subdomain score e  Head lift _
MGFA D
_ _ _ _ sease lla/b 41 (61.2) 34 (51.5) 39 (58.2)
 |n all patients, mean CFB was lowest in the respiratory subdomain . Right leg outstretched Class, n (%) All deaths (AEs leading to death) 0 0
score for both MG-ADL and QMG. However, mean respiratory Va/b* 3 (4.5) 3 (4.5) 2 (3.0)
subdomain scores at baseline were low (Figure 2 and 3); patients with » Leftleg outstretched Safety st
severe respiratory or oropha ryngeal muscle weakness (MGFA Disease *The total MG-ADL score ranges from 0 to 24, with a higher score indicating more severe disability. Randomized set. *Two patients in the rozanolixizumab 7 mg/kg group who incorrectly received 10 mg/kg were analyzed in the 10 mg/kg group for safety analyses.
"The total QMG score ranges from 0 to 39, with a higher score indicating more severe disability. *Only one patient, who was randomized to the placebo group, had Class Vb disease. Treatment-related TEAEs as assessed by investigators.
Class IVb/V) were excluded from the study
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