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Introduction Table 1 Baseline characteristics Figurel Mean CFB to Day 43 in MG-ADL score by age subgroup and treatment group Summa ry and conclusions
» Rozanolixizumab is a humanized IgG4 mAb FcRn inhibitor approved for the <65 years >65 years <65 years 265 years
treatment of adult patients with AChR Ab+ or MuSK Ab+ gMG*? Placebo RLZ7 mg/kg RLZ 10 mg/kg Placebo RLZ7 mg/kg RLZ 10 mg/kg Placebo RLZ7 mg/kg RLZ 10 mg/kg Placebo RLZ7 mg/kg RLZ 10 mg/kg
o Patients aged >65 years are often underrepresented in clinical studies? n=51 n=49 n=51 n=16 n=17 n=16 (n=51) (n=49) (n=31) (n=16) (n=17) (n=16) This post hoc analysis evaluated
e This post hoc analysis evaluated rozanolixizumab in patients with gMG aged | LSM (SE) CFBin 1 — LSM (SE) CFBin 1 — rozanolixizumab treatment in patients
>65 years who were enrolled in the MycarinG study Age, years, median (range)  41.0 (18-64) 46.0 (22-64) 47.0 (19-64) 71.5 (68-85) 71.0 (65-89) 72.5 (65-81) MG-ADL score MG-ADL score 0.78 (1.13) with gMG aged >65 years who were
Age at initial MG diagnosis, years, mean (SD)  33.4 (137)  40.0 (121)  34.8 (14.9) 66.8(84)  65.6(9.2) 67.1 (47) enrolled in the Phase 3 MycarinG study
Methods
Sex, female, n (%) 38 (/4.5) 33 (67.3) 32 (62.7) 9 (56.3) 6 (35.3) 3 (18.8) 0 0
 The randomized, double-blind, placebo-controlled, Phase 3 MycarinG study At baseline, previous or ongoing
(NCT03971422) enrolled patients aged >18 years (no upper age limit) with la/b 16 (31.4) 21 (42.9) 20 (39.2) 7 (43.8) 8 (47.1) 6 (37.5) comorbidities were more frequent in
AChR Ab+ or MuSK Ab+ gMG, MGFA Disease Class lI-1Va, MG-ADL score MGFA Disease .
. ] 114 s lla/o 32(627) 26 (53.1) 29 (56.9) 9 (56.3) 8 (47.1) 10 (62.5) patients aged >65 years than those aged
>3 (for non-ocular symptoms) and QMG score >11 Class. n (%) 6 Al _ 4 ~65
o Patients were randomized 1:1:1 to once-weekly subcutaneous placebo, Vab 3 (59) 2 (4.1) 2 (30 0 1(59) 0 —1 ~0.99 (0.53) -1 S _ye_ars' With _patlents a_ge _ 209 years
rozanolixizumab 7 mg/kg or rozanolixizumab 10 mg/kg for 6 weeks | | | | ' | -1.08 (1.22) receiving concomitant medications
» The primary endpoint was CFB at Day 43 in MG-ADL score; secondary endpoints Thymectomy, ves, n (%) 29 (56.9) 29 (59.2) 19 (37.3) 2 (12.5) 3 (17.6) 1(6.3) _1.51 (1.26) | .
included CFB at Day 43 in QMG score Treatment with rozanolixizumab was
. Analysis of the primary and secondary endpoints was prespecified for the MG-ADL score, mean (SD) 9.0 (3.4) 8.2 (3.9) 8.2 (2.8) 6.6 (2.5) 9.0 (3.7) 7.8 (3.0) =2 =2 efficacious and generally well Foler_ated
subgroup of age (<65 and >65 years); baseline characteristics and incidence regardless of age subgroup, with slightl
QMG score, mean (SD)  16.3 (3.8) 15.6 (3.6) 15.5 (3.9) 14.5 (2.2) 15.1 (4.1) 16.1 (3.0) J : J J P : Ity
of TEAEs were analyzed by age post hoc | o R o o - - greater improvements from baseline
« All subgroup analyses were descriptive Duration of disease, years, mean (SD) 101 (10.1) 7.0 (7.2) 10.7 (10.8) 73(60)  6.6(58) 5.9 (4.7) . L N MG-ADL score observed in patients
aged <65 years than those aged >65 years,
Resu lts Prior MG crisis, n (%) 16 (31.4) 13 (26.5) 14 (2/.5) 7 (43.8) 6 (35.3) 3 (18.8) and COmpa rable Safety proﬁles
Patient MUSK Ab+ gMG, n (%)* 7 (13.7) 5 (10.2) 7 (13.7) 1(6.3) 0 1(6.3) =3.57(0.52)
arents —4 - 3761054 —4 - Overall, the findings of this post hoc
. %ézrril)l,“figSrgggelrgsrggisév(endz%l%cebo (n=67), rozanolixizumab 7 mg/kg (n=66) or AChR Ab+ gMG, n (%)* 44 (86.3) 43 (87.8) 45 (88.2) 15 (93.8) 17 (100.0) 15 (93.8) analysis support the use of rozanolixizumab
_ 151 patients were aged <65 years Any AChEl 46 (902)  41(837) 42 (824) 13(813) 14 (824) 15 (93.8) In patients with gMG aged >65 years, an
49 . d >65 Baseline LSM difference vs placebo (97.5% ClI) LSM difference vs placebo (97.5% ClI) underrepresented group in clinical studies
~ 42 patients were aged 20> years e AnyCS  26(510) 33 (67.3) 38 (74.5) 12(750)  9(529) 10 (62.5) 217 7 ok 258 (396 120 R 229 (519 061
 Median (range) age at baseline was 45.0 (18-64) years in the subgroup of patients O ma/kg : I my/xg ' o
aged <65 years and 72.0 (65-89) years in the subgroup of patients aged >65 years Any NSIST 24 (47.1) 23 (46.9) 28 (54.9) 8 (50.0) 8 (47.1) 9 (56.3) RLZ 10 mg/kg —-2.77 (-4.13, -1.40) RLZ 10 mg/kg —1.85 (-4.69, 0.98)
‘ ’(Bhasseélr;egecgirggtjer:gcgr;vbelreel?roadly similar between patients aged <65 years anc Randomized set. *Captured from historical case report form. Randomized set.
— Concomitant medications were used by 98.0% of patients aged <65 years and
all patients aged >65 years _ _ o _ _
+ Previous or ongoing comorbidities according to medical history at baseline Table 2 Previous or ongoing conditions according to Table 3 Overview of TEAEs and most frequent TEAEs by age subgroup and treatment group
were generally more common in patients aged >65 years than those aged medical history at baseline by age subgroup <65 years 165 years
<65 years (Table 2 2
| y. ( € f) . il . SOC <65 years >65 years Category Placebo RLZ 7 mg/kg RLZ 10 mg/kg Placebo RLZ 7 mg/kg RLZ 10 mg/kg
— Incidence of infections was similar across both age subgroups N=151 N=49 n=51 n=48* n=52* n=16 n=16* n=17*
Efficac n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
’ - o Any* 151 (100.0) 49 (100.0) Any TEAES' _ 31 (60.8) 11 (68.8) 13 (76.5)
o At Day 43, greater reductions from baseline in MG-ADL scores were observed for | y | | |
rozanolixizumab-treated patients versus placebo-treated patients in both the Nervous system disorders 151 (100.0) 49 (100.0)
<65 years and >65 years subgroups, with a slightly greater extent of improvement Metabolism and nutrition disorders' 45 (29.8) 32 (65.3) Headache - 11(216)
observed in the younger subgroup than the older subgroup (Figure 1)
o A similar trend was observed for LSM (SE) CFB in QMG scores at Day 43 Musculoskeletal and connective tissue disorders 38 (25.2) 28 (571) Pyrexia 0
— Patients aged <65 years: placebo, —2.65 (0.76); rozanolixizumab 7 mg/kg, Vascular disorders! 41 (27.2) 27 (55.1)
-5.73 (0.75); rozanolixizumab 10 mg/kg, —7.11 (0.77) | | o | T Diarrhea . 6 (11.8)
_ Patients aged 65 years: placebo, —1.06 (1.56); rozanolixizumab 7 mg/kg Respiratory, thoracic and mediastinal disorders 31 (20.5) 22 (44.9)
~3.30 (1.66): rc;zanolixizumab 10 mg/kg, —4.36 (1.66) Gl disorders 43 (28.5) 20 (40.8) Nausea I 3 (5.9)
Eye disorders! 21 (13.9) 19 (38.8)
Safety ’ Serious TEAEs I 4 (7.8)
e TEAEs occurred in 60.8—-85.4% of patients aged <65 years and 68.8—87.5% of Cardiac disorders' 19 (12.6) 18 (36.7)
patients aged >65 years (Table 3) Endocrine disorders 25 (16.6) 15 (30.6) Withdrawal from study due to TEAEs I 2 (3.9)
— The most common TEAE overall in the MycarinG study was headache, which Reproductive system and breast disorders 17 (11.3) 14 (28.6)
was experienced by a higher proportion of patients aged <65 years than | | Treatment-related TEAEs - 16 (31.4)
>65 years Infections and infestations 35 (23.2) 11 (22 .4)
— The most frequent TEAE among all patients aged >65 years was diarrhea; Psychiatric disorders 30 (19.9) 11 (22 4) Severe TEAEs I 3(5.9)
most events were mild or moderate | |
* |Incidence of infections was comparable between older and younger Renal and urinary disorders 22 (140 tees All deaths (AEs leading to death) 0

rozanolixizumab-treated patients Immune system disorders 15 (9.9) 10 (20.4)
— Patients aged <65 years: placebo, 15.7%; rozanolixizumab 7 mg/kg, 14.6%;

Safety set. Bars represent the percentage of patients. *Two patients in the 7 mg/kg group (n=1 for each age subgroup) who incorrectly received 10 mg/kg were analyzed in the 10 mg/kg group for safety analyses. 'Specific TEAEs listed are those that occurred in >10% of patients across both RLZ treatment groups in either age subgroup.
Neoplasms benign, malignant and unspecified ‘Diarrhea (n=1) and acute respiratory insufficiency and tracheal prosthesis dislocation (n=1).

1X] y, . . 27 (17.9) 10 (20.4)
rozanolixizumab 10 mg/kg, 30.8% (including cysts and polyps)
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