Impact of Long-Term Intravenous Efgartigimod on Quality of Life, Disease
76 Severity, and Safety in Participants With Generalized Myasthenia Gravis
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METHODS ™

O Efgartigimod is a human lgG1 ADAPT NXT is a Phase 3B, randomized, open-label, parallel-group study designed to evaluate 2 dosing regimens of

antibody Fc fragment that has been Efgartigimod Mechanism of Action: Blocking FcRn efgartigimod IV to maximize and maintain clinical benefit in participants with gMG

engineered for increased affinity to
FcRn compared with endogenous
lgG and is uniquely composed of the

INTRODUCTION

O In Part A, both study arms initially received 1 cycle of 4 once-weekly infusions. Subsequently, the Fixed Cycles arm received 2 additional cycles of

0 Efgartigimod and IgG are internalized** , : _ . . :
4 once-weekly infusions (with 4 weeks between cycles), and the Q2W arm received infusions once every other week

. Efgartigimod competes with endogenous IgG for ” ici it ' ' ' i ' ' '

only part of the IgG antibody that biiding O P g g O In Part B, participants transitioned to or continued Q2W infusions, with the option to extend dosing to every third week (Q3W)

normally binds FcRn?
O Efoartiei lactivel Unbound IgG enters the ’) Part A (21 weeks) Part B (<105 weeks) During Part B:

E gart'g|m0d selectively reduces degradation pathway“ r Extension period e Participants in the Fixed Cycles

lgG by blocking FcRn-mediated | Odopt - Rollover: arm received 1 additional cycle

IgG recycllng WIthOUt |mpact|ng Efgartlg|mod and fewer |gGS are recycled , myasthenia % mITT-B analysis set,” n=64 before transitioning to Q2W dosing
. . . is stud AN | | | | | | e Transition from Q2W to Q3W dosin

anUbOdy prOdUCUon or other parts SELES T Ui 2 e e it TR E g IS HIEES 4R i was aIIIowed based on clinical e

of the immune system, and does Inclusion criteria i judgment and guided by the

(]
not decrease albumin or e Adults (>18 years) with AChR-Ab+ gMG e MG-ADL scale
increase cholesterol3 e MG-ADL score =5 (>50% nonocular) ] ]
FcRn ﬁ Efgartigimod e MGFA Class Il, Ill, or IV APEALRL Wb AT [ @A
18G e * Concomitant gMG treatment permitted® Week ©0 2 4 6 8 10 12 14 16 18 2021 21 30 40 50 60 70 8 90 100 110 120126 Data in this presentation _are
antibody autoantibody e IgG 26 g/L Efgartigimod IV infusion (10 mg/kg) froma snaPShOt ana|y5|5
\\alncluding NSISTs, corticosteroids, and/or AChEls. If receiving corticosteroids and/or NSISTs, must be on a stable dose for 21 month prior to screening. All participants who entered Part B and had >1 analysis visit in Part B. /
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TABLE 1. ADAPT NXT Baseline TABLE 2. Summary of TEAEs? FIGURE 1. Mean Change in MG-ADL Total Score From Baseline (Week 1-126)
Demographics and Clinical Characteristics Safety Analysis Set O Mean (SE) total score decreased from 9.4 (0.4) | C—part EE— Part B
Safety Analysis Set Efgartigimod IV at baseline to 4.1 (0.6) at Week 126
(N=69, PYFU=134.7) e MG-ADL is an 8-item participant-reported I T o
Efgartigimod IV assessment of MG symptoms and their effects S| &9
n (%) ER® e | §=
(N=69) on daily activities €| £ g
. . > o : ]
Age, years, mean (SD) 55.9 (16.4) TEAE 67 (97.1) 6.0 Total s.cc;r-es r-ange from O to 2'4, WI.th a higher g- L,:,_ 2
Serious TEAE 27 (39.1) 0.4 score indicating more severe impairment [ g .
Age 265 years, n (% 25 (36.2 =
gE=HoY (%) (36.2) Grade >3 TEAE 28 (40.6) 0.5
Sex, female, n (%) 43 (62.3) Fatal TEAE® 1(1.4) 0.01 87
n= 69 68 67 68 65 68 63 67 65 67 64 67 65 63 63 62 63 63 63 60 64 62 61 60 60 57 52 59 58 56 55 51 52 53 49 43 37 31 31 25 25 23 24
Time since diagnosis, years, mean (SD) 7.0 (7.1) Discontinued due to TEAEs 5(7.2) 0.04 0 3 6 9 12 15 18 21 26 31 36 41 46 51 56 61 66 71 76 81 86 91 96 101 106 111 116 121 126
) ’ . . Week
Most frequent TEAEs® \ /
MGFA classification at screening, n (%) q s ~
COVID-19¢ 28 (40.6) 0.2 h . i ‘
Class I 23 (33.3) Headache 15717 03 FIGURE 2. Mean Change in MG-QolL15r Score From Baseline (Week 1-126)
Class Il 44 (63.8) Upper respiratory tract infection 14 (20.3) 0.2 O Mean (SE) total score decreased from 16.9 0_— Part A I Part B
Class IV 2 (2.9) Bronchitis 14 (20.3) 0.2 (0.8) at baseline to 10.7 (1.1) at Week 126 o
. o ~ . . . _ - = 8 -2 -
Myasthenia gravis 14 (20.3) 01 MG QoLlSr is a participant-reported survey of £y
Total MG-ADL score, mean (SD) 9.4 (3.2) _ perceived health-related QoL = _.C% g,
- ] Arthralgia 13(18.8) bl e Total scores range from 0 to 30, with a higher > | =5
Total MG-ADL categorization, n (%) Nasopharyngitis 12 (17.4) 0.1 score indicating more severe impact of MG S ~"c’— 3 6
E| 59
5-12 56 (81.2) Back pain 11 (15.9) 0.1 symptoms on Qol S~ 2¢ {
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Total MG-QoL15r score, mean (SD) 16.9 (61) | | | | | | | | | | | | | | | | | | | | | | | | | | |
Nausea 9 (13.0) 0.2 0 4 7 11 14 18 21 26 31 36 41 46 51 56 61 66 71 76 81 86 91 96 101 106 111 116 121 126
Week
EQ-5D-5L VAS score, mean (SD) 56.0 (18.9) Cough 9 (13.0) 0.1 \_ /
. 4 ~
Neuro-Qol fatigue T-score, mean (SD) 56.2 (7.2) Pyrexia 9 (13.0) 0.1 : :
| L FIGURE 3. Mean Change in EQ-5D-5L VAS Score From Baseline (Week 1-126)
Baseline MG therapy, n (%) Urinary tract infection 8 (11.6) 0.1
’ : - L D
Fatigue 7 (10.1) 0.1 O Mean (SE) score increased from 56.0 (2.3) )5 - Part A Part B
Any steroid 40 (58.0 i
ny steroi (58.0) Myalgia 7 (10.1) 0.1 at baseline to 76.5 (3.5) at Week 1260I . B
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y (39.1) Dyspnea 7 (10.1) 0.1 of health status £ 88 .
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Any AChE 61 (88.4) N e P + Scores range from 0 (“the worst health you 5 | 8 |
was performed, but(’;h;: fatac;i;y v;/as considered by ;c]hfeinvestigat(;rc’g) be ur;related to efgabrtigikr)Tod can imagine”) to 100 ("the best health you 2 e "_'." 10
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Efgartigimod IV Efgartigimod IV Efgartigimod IV FIGURE 4. Mean Change in Neuro-QolL Fatigue T-score From Baseline (Week 1-126)
Fixed Cycles Q2w Fixed Cycles vs Q2W
L I
O Mean (SE) T-score decreased from 56.2 (0.9) 0 Part A Part B
. LS mean - LS mean LS estimate at baseline to 48.4 (1.7) at Week 126 °
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(SD) T-score is 50 (10) in a reference population g' § cg 8-
O Participants in the Fixed Cycles and Q2W dosing arms demonstrated rapid, clinically meaningful average improvements representative of the general US population, T2 510
from baseline in MG-ADL total scores during Part A, with no statistically significant difference detected between with higher T-scores indicating higher levels < .
dosing arms of faﬁgueS n= 68 63 66 62 61 62 62 58 57 61 57 52 59 58 55 55 51 50 53 49 43 38 32 30 25 25 22 24
“The ANCOVA model used for statistical analysis included treatment arm as a factor and baseline MG-ADL total score as a covariate to account for any differences in baseline MG-ADL scores. "All randomized participants with a 0 4 7 11 14 18 21 26 31 36 41 46 51 56 61 66 71 76 81 86 91 96 101 106 111 116 121 126
baseline MG-ADL total score and 21 postbaseline analysis visit at or before Week 21. / \ ®The 8-item short-form questionnaire was used for this assessment. Week /

SUMMARY

Participants demonstrated Improvements in QoL \EERR IR EER Efgartigimod was well ADAPT NXT provides
A s clinical (MG-ADL) (MG-QoL15r), health status improved by Week 4 tolerated across dosing data on further options
improvements as early as (EQ-5D-5L VAS), and fatigue and were sustained at regimens and throughout to individualize
> Week 1, and improvements (Neuro-Qol) correlated with a level lower than the the study period efgartigimod dosing for
were sustained through clinical improvements and were Neuro-Qol reference the treatment of gMG
126 weeks sustained through 126 weeks population mean
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