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Introduction Figure 1 MycarinG, MG0004 and MGOO0OO7 Phase 3 program Figure 2 Overview of TEAEs by treatment cycle Summa ry ahd conclusions
« Rozanolixizumab is a humanized |lgG4 monoclonal antibody FcRn inhibitor approved by the _ S
US FDA for the treatment of adults with AChR or MuSK Ab+ gMG*2 MycarinG/MG0003 MGO0007 (OLE)* RLZ 7 mg/kg RLZ10 mg/kg RLZ total Incidence of TEAEs (%)
e The MycarinG (MGO0O03/NCT03971422) Phase 3 study dem?nstrated the efficacy and safety £ 90 100 0 10 20 30 40 50 60 70 80 90 100 O 10 20 30 40 50 60 70 80 90 100 Pooled data are reported across MycarinG and
of one 6-week cycle of rozanolixizumab in adults with gMG RLZ 10 mg/kg | | | | | | | | | | | | | | | | | | | | | | :
L e o . Wt 9 o ~ N=67 B J 782 MGOOOQO/ to assess the long-term safety of repeated
— Statistically significant and clinically meaningful improvements from baseline in MG-ADL > RLZ 10 mg/kg—> @N=77 oy . : :
scores at Day 43 were demonstrated in rozanolixizumab-treated patients when compared Randomization | | RLZ7mg/kg _|, N , McarinGcomplctersor  Re-randomizationN=105 Any TEAE axtensions cycles of rozanolixizumab in adults with gMG
with patients who received placebo N=200 N=66 P Fepydiingthe ) 556
« Here, we evaluate the long-term safety of repeated rozanolixizumab treatment cycles Dlacebe Ppsenation perod == W27y = @N=88
using data pooled across MycarinG and the OLE study MGO007 (NCT04650854) > N=67 - t j
Serious TEAEs
Methods vvvvww Re-randomization vevwww In general, the incidence of TEAEs did not increase
« |In MycarinG, patients received weekly SC rozanolixizumab or placebo N B N o | - with repeated treatment cycles
. . . . . . C period period period period Permanent discontinuation
o After ccl)_mpletmg MycarinG, patients could enroll in MGOOQY/, in which, after an initial cycle, 6 weeks 8 weeks 6 weeks 16 wees from study due to TEAES
zgizgaunrc; |]>-<)|zumab was administered based on symptom worsening (symptom-driven cycles) 1G0004 (OLE The majority of TEAEs were of mild or moderate
e Data were pooled across MycarinG and MGO00/ intensity and non-serious
— Safety pool: patients with >1 treatment cycle (>1 dose of rozanolixizumab in any > EL_ZE}SO mg/kg =607 Treatment-related TEAEs
6-week treatment period) that was followed by a <8-week follow-up period across { ) ) ,
' O
MycarinG and MGOOO7 | | | | L RLZ 7 malks :
« Safety outcomes included the occurrence of TEAEs and TEAEs leading to discontinuation N=35
for each 6-week treatment cycle and follow-up period i AT S 24
. Anr](u?jl.ize((j dosi;’]g rate was calculated using the number of cycles initiated divided by time | This pooled analysis demonstrates that
INn studies (years Treatment Observation | | .. : .
Y rozanolixizumab is well tolerated with an
Results Cycle 1 2 3 acceptable safety profile that is consistent
. W Cycled Cycle 4 REZ7 markg,n 94 69 L across repeated treatment cycles
Patlents Data presented within this poster are from MycarinG and MG0007 only. o o - | ] Cycl_e 2 Cycle 5 RLZ 10 mg/kg’ n 04 74 65
*Patlgnts entering MQO_OO7 from MG0004 continued thglr last dose frqm MGOOQ4 for the initial cycle. 'After the |_n|t|al cycle, do_se_ .modlﬁcat|ons from 10 mg/kg to 7 mg/kg and vice versa were | | | | | | |
» In total, 188 patients received >1 cycle of rozanolixizumab 7 mg/kg (Cycle 1, n=94) or e e e spsecent s were yrplom aer e on i el R L Pl e B W Cycle 3 Cycle 6 RLZ total, n 188 143 113
10 mg/kg (CyCle 1: n:94) over 678 CyCleS and were Included Iﬂ the Safety pOOl observation period continued to be monitored until a further symptom-driven cycle was required.
e Baseline demographics and characteristics for patients in the safety pool are
reported in Table 1
» Median follow-up was 368.0 days (range 44-599) - Table 1 Baseline demographics and characteristics* Figure 3 Most common TEAEs by treatment cycle
e The mean annualized dosing rate was 3.4 cycles and 1/.8 SC infusions per year
Safety RLZ 7 mg/kg RLZ 10 mg/kg RLZ total Headache Incidence of TEAE (%) Pyrexia Incidence of TEAE (%) Arthralgia Incidence of TEAE (%)
. . (n=94) (n=94) (N=188)
e |n the safety pool, 89.9% (169/188) of patients experienced any TEAE (774% [103/133] (I) EIS 1|O 1|5 2|O 2|5 SIO 3|5 4|O 4|5 5|O (I) fIS 1|O 1|5 2|O 2|5 3|O 3|5 4|O 4|5 5|O (I) EIS 1|O 1|5 2|O 2|5 3IO 3|5 4|O 4|5 5|O
of patients receiving 7 mg/kg and 91.6% [120/131] of patients receiving 10 mg/kg
- Cyclel RLZ 7 mg/kg 37.2 Cyclel RLZ 7 mg/kg Cyclel RLZ 7 mg/kg
rozanolixizumab)* Age, years, mean (SD) 53.1 (14.9) 52.0 (1/.6) 52.5 (16.3) RLZ 10 ma/kg 6 > RLZ 10 ma/ke 181 RLZ 10 ma/kg
— Across all TEAE categories, the incidence of TEAEs was higher in the rozanolixizumab RLZ total 36.7 RLZ total RLZ total
10 mg/kg group than the 7 mg/kg group Sex, female, n (%) 56 (59.6) 55 (58.5) 111 (59.0) Cycle 2 RLZ 7 mg/kg Cycle 2 RLZ 7 mg/kg Cycle 2 RLZ 7 mg/kg
— Most TEAEs were mild or moderate in severity RLZ 10 mg/kg RLZ 10 mg/kg RLZ 10 mg/kg
_ _ _ _ _ _ RLZ total RLZ total RLZ total
e The overall |nc[*|dence of TIaAE_s ﬁCéOSf a{l clzzgtegorées did not increase with repeated Europe 52 (55.3) 62 (66.0) 114 (60.6) Cycle 3 RLZ 7 ma/ke Cycle 3 RLZ 7 ma/kg Cycle 3 RLZ 7 ma/ke
treatment cycles compared with Cycle 1 (Figure 2) RLZ 10 ma/kg RLZ 10 mg/kg RLZ 10 mg/kg
e Serious TE/OA\ES occurring in >1 patient across all cycles were MG (12/188, 6.4%), MG crisis | North America 30 (31.9) 24 (25.5) 54 (28.7) RLZ total RLZ total RLZ total
(4/188, 21/0) and COV| D-19 (3/188, 16/0) Geographlc RLZ 7 mg/kg RLZ 7 mg/kg RLZ 7 mg/kg
« |ncidence of the most common TEAEs did not increase with repeated cycles of region, n (%) RLZ 10 mg/kg RLZ 10 mg/kg RLZ 10 ma/kg
treatment (Figure 3) Japan 8 (8.5) 5 (5.3) 13 (6.9) RLZ total RI_ZR7LZ tc;t(al RLZ total
— Headache was the most common TEAE, predominantly of mild or moderate intensity e (ol Jaoam 4 (4% - - Tt RLZ 10 mo/ks T
e TEAEs that resulted in permanent discontinuation in >1 patient were MG (5/188, 2.7%), ap | | | RLZ total RLZ total RLZ total
MG crisis (2/188, 1.1%), decreased blood IgG (2/188, 1.1%) and a positive interferon gamma RLZ 7 mg/kg RLZ 7 mg/kg RLZ 7 mg/kg
release assay result (2/188, 1.1%) White 58 (61.7) 69 (73.4) 127 (67.6) RLZ 10 mg/kg RLZ 10 mg/kg RLZ 10 mg/kg
« There was no increase in the incidence of infections with repeated cycles of treatment. (e total e ot (e toral
The most common infections were COVID-19, upper respiratory tract infection, Missing' 24 (25.5 11 (117 35 (18.6 _
nasopha ryngltls and Oral herpes pp p y 155IN9 ( - ) ( . ) ( - ) Dlarrhea Incidence of TEAE (%) Nausea Incidence of TEAE (%) COVID'lg Incidence of TEAE (%)
e T[here were no anaphylactic reactions. Most hypersensitivity-related events and injection-site - 2 > 0 5 10 15 20 25 30 35 40 45 50 0 5 10 15 20 25 30 35 40 45 50 0 5 10 15 20 25 30 35 40 45 50
reactions were of mild or moderate intensity and none led to permanent discontinuation Race, n (%) Asian 12 (12.8) 95.6) 1iit2) | | | | | | | ' ' ' | ' | | | | | | | | | | | | | | | | | | | |
, _ , _ _ Cyclel RLZ 7 mg/kg 21.3 Cyclel RLZ 7 mg/kg Cyclel RLZ 7 mg/kg
 Four deaths occurred during MGOOO7/ due to: pneumonia caused by COVID-19 infection in RLZ 10 mg/kg RLZ 10 mg/kg RLZ 10 mg/kg
two patients; pneumonia, acute kidney injury, acute respiratory failure, cardiac failure, and Black 0 4 (4.5) 4(2.1) RLZ total RLZ total RLZ total
acute respiratory distress syndrome in one patient; and myocardial infarction in one patient Cycle 2 RLZ 7 mg/kg Cycle 2 RLZ 7 mg/kg Cycle 2 RLZ 7 mg/kg
(occurred >6 months after the last dose). All were deemed unrelated to rozanolixizumab by Native Hawaiian or 0 1(11) 1(0.5) RLZ 10 mg/kg RLZ 10 mg/kg RLZ 10 mg/kg
the investigator other Pacific Islander | ' RLZ total RLZ total RLZ total
— One additional death occurred after data cut-off due to circulatory failure (reported as Cycle 3 RF&ZJ) mgjig Cycle 3 RIEIZ_ZlZ) mgjl}zg Cycle 3 RFEIZ_ZIS mgjig
circulatory arrest) and was deemed unrelated to rozanolixizumab MG-ADL score, mean (SD) 8.3 (3.7) 8.4 (2.9) 8.3 (3.4) nL7 ?Otfl RL7 ?Otagl RL7 ?Otagl
 No clinically meaningful decreases in albumin concentrations or clinically relevant RLZ 7 ma/kg RLZ 7 ma/kg RLZ 7 ma/kg
trends in lipid parameters were observed (data from MGOO0O7/ only) Safeypool TR U R RLZ 10 mg/kg RLZ 10 mg/kg RLZ 10 mg/kg
rozanolixizumab doses within subsequent cycles. ‘Data on race were not permitted to be collected in France and Canada, oo T RLZ total RLZ total RLZ total
RLZ 7 mg/kg RLZ 7 mg/kg RLZ 7 mg/kg
RLZ 10 mg/kg RLZ 10 mg/kg . RLZ 10 mg/kg Cycle 1 2 3
*Wh_en presek?t7ing d/a:(ta acrolscs) all c;}l/(cles, paFierIts were assigned to the 7 mg/kg }:)r 1(]2 mg/r!(g dose gicrohup if they re(;eive_d the_ reshpe;tive /7kmg/k918r lO/T(ng/kg dos_e aht_ lehast once. Patients who Author disclpsures: Tuan Vu is the USF Site Principal Investigator for MG clinical trials sponsc_)red by Alexion Pharmaceuticqls, argenx,_Ra Pharmaceutica_ls (now UCB_ Pharma), V_iela Bio (now H(_Jrizon Therapeutics), Janssen RLZ total RLZ total — ' RLZ total _- 1.6 RLZ 7 mg/kg' N 94 69 48
atients presentedt for rozanolitzoma total o e ment 9roups, ferefore fhe sum of fhe number of patients in fhe 7 mafkg and 12 molkg groups s higher fhan fhe number of Ul Grosshreuiz has served 2 3 Conaultant for Biogen, Alesion Pharmaceuticals and UCH Phartma. and s instiLion has recened research support from e Boris Canessa Foundation, Maryam Gayfieva. Marion Boanidin, RLZ 7 mg/kg RLZ 7 mg/kg | O RLZ 7 mg/kg RLZ 10 ma/k 94 2 65
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