Fixed Cycle and Every-Other-Week Dosing of Intravenous
s Efgartigimod for Generalized Myasthenia Gravis:
Part A of ADAPT-NXT
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BACKGROUND METHODS

O ADAPT NXT is a phase 3b, randomized, open-label, parallel-group study designed to evaluate two dosing regimens

. X i . . . . . of efgartigimod 1V and to maximize/maintain clinical benefit in participants with gMG (Figure 1)
O gMG is a rare, antibody-mediated, neuromuscular disorder leading to a failure of neuromuscular junction

transmission, characterized by fluctuating weakness in ocular, facial, bulbar, axial, and limb muscles.'~3 ( N
The majority of patients (~85%) have autoantibodies against the AChR3 FIGURE 1 ADAPT-NXT Study Design (NCT4980495)
Efgartigimod o Part A (21 weeks) Part B (<105 weeks)*
O FcRn recycles IgG, extending its half-life and maintaining serum concentrations of both 1gG and pathogenic gas'dhegpt Ongoing extension period
IgG autoantibodies* gravis study » )
O Efgartigimod is a human IgG1 Fc Efgartigimod Mechanism of Action!!-13 Efgartigimod IV 10 mg/kg, fixed cycles (n=17)
fragment engineered to bind to the FcRn - N - -
receptor on endothelial cells, leading to Efgartigimod and IgG are internalized into the cell o
’ o
increased degradation of IgG (including Efgartigimod outcompetes endogenous IgG antibodies and pathogenic g8 L [ L J o
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When bound to FcRn, efgartigimod and IgG escape lysosomal degradation .g
O Efgartigimod was approved for the €
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treatment of anti-AChR antibody- Unbound IgG and efgartigimod are degraded in the lysosome
positive gMG in 20215 and is typically
dosed with 4 once-weekly infusions,
with subsequent cycles administered
according to individualized response’

With option to

Efgartigimod IV 10 mg/kg, Q2W (n=52) extend to Q3W

FcRn-bound efgartigimod and fewer IgG are recycled back into circulation

O Individualized cyclic administration T rrrrrrrrrr o1t 11 1711
of efgartigimod IV (10 mg/kg) Week 0 1 2 3 4 56 7 8 910111213141516 1718192021
demonstrated safety and efficacy in

randomized, double-blinded, placebo-

controlled trials in patients with gMG>#

Both study arms initially received 1 cycle of 4 once-weekly infusions. Subsequently, the fixed cycles arm received 3 cycles of 4 once-weekly
infusions (with 4 weeks between cycles), and the Q2W arm received infusions once every other week

Inclusion criteria Exclusion criteria
O Efgartigimod is approved to treat + Adults (218 years) with AChR-Ab+ gMG « 1gG<6g/L « History of malignancy
AChR+ gMG patients in the United *+ MG-ADL score 25 (>50% nonocular « Use of IVIg/SClg, eculizumab, any other IMP, * Received a thymectomy <3 months
States, as an add-on to standard autoantibodies N symptoms) monoclonal antibody, or rituximab within, before screening
/ *+ MGFAclass II, Ill, or IV respectively, 14 days, 1 month, 3 months or 5 * Active infection

therapy to treat adult patients with
AChR+ gMG in Europe, and in patients
with or without AChR antibodies with
insufficient response to steroids or

+ Concomitant gMG treatment required” half-lives, 5 half-lives, or 6 months of screening

*All participants entering Part B will be transitioned to Q2W with the option to extend to Q3W dosing; patients in the fixed cycles arm will receive another cycle before transitioning to
Q2W dosing. Green triangles indicate efgartigimod infusion. *Including NSISTs, corticosteroids, and/or AChEis. If receiving corticosteroids and/or NSISTs, must be on a stable dose for
>1 month prior to screening.

NSISTs in Japan?:210 _ )
OBJECTIVE RESULTS

Objective Clinical Efficacy Was Observed Consistently Across Both Dosing Regimens of Efgartigimod IV

To evaluate the efficacy, safety, and tolerability of efgartigimod IV (10 mg/kg) in a fixed cycle (4 infusions O Both fixed cycles and Q2W dosing resulted in similar CMI in MG -ADL scores that were observed as

once weekly with a 4-week break between cycles) or continuous dosing schedule (Q2W) early as Week 1 and maintained through Week 21 (Figures 2 and 3)

Clinical Efficacy Was Observed Consistently Across Both Dosing Regimens of Efgartigimod IV O Achievement of MSE was consistent across dosing regimens  (Figure 4 and Table 3)

O Efgartigimod IV was well tolerated; an increased incidence of TEAEs was not observed with the

O Baseline demographics and characteristics were similar between treatment arms (Table 1)
continuous dosing (Table 4)

O Clinical efficacy of efgartigimod in the change in MG-ADL Total Score was similar between treatment arms (Table 2)

TABLE 1 Baseline Demographics and Characteristics FIGURE 2 Mean Changes From Baseline in MG-ADL Total Score FIGURE 4 Percentage of Participants Achieving MSE
(Weeks 1-21)** (MG-ADL 0-1; Weeks 1-21)
o - mITT analysis set
Efg.amglmod v Efgartigimod IV 100 mITT analysis set
Fixed Cycles
17 -e- Efgartigimod IV Fixed Cycles (n=17)  -#- Efgartigimod IV Q2W (n=52) £ 80
Safety analysis set (n=17) s
o7 2 % 47.1 44.2
Age, years, mean (SD) 52.4(16.1) 57.1(16.5) s
-
Age 265 years, n (%) 5(29.4) 20(38.5) E ]
° @ I
Sex, female, n (%) 9(52.9) 34 (65.4) 282
s
w
Time since diagnosis, years, mean (SD) 7.4(6.6) 6.9(7.3) ig Efgartigimod IV Efgartigimod IV
MGFA classification at screening, n (%) B Fixed Cycles Qw
H 4
o
Class II 6(35.3) 17(32.7) =2
cl 11(64.7) 33(63.5) é g
ass 11l : ! - -
® TABLE 3 Percentage of Participants Achieving MSE*
Class IV 0 2(38) -6+ (MG-ADL 0-1) by Study Interval
Total MG-ADL score, mean (SD) 8.1(2.2) 9.8(3.3) Efgartigimod IV Efgartigimod IV
T T T T T T T T T T T T T T | T T T T T L 1 "
Total MG-ADL score categorization, n (%) 012 3 456 7 8 9 10111213 14 15 16 17 18 19 20 21 Fixed Cycles Qw
— Week mITT analysis set MSE, n (%) MSE, n (%)
5-12 17 (100 39(75.0)
*Solid data points indicate weeks in which efgartigimod was administered, and open data points indicate weeks in which Interval 7 8(47.1) 52 14(26.9)
>12 0 13 (25.0) efgartigimod was not administered, in each respective dosing regimen. ‘A mixed model for repeated measures, with Baseline — Week 7 17 8(47.1) 52 14 (26.9)
treatment, visit, and treatment by visit interaction as fixed effects, and baseline total MG-ADL score as covariate, was
Total MG-QoL15r score, mean (SD) 14.3(5.6) 17.7(6.1) performed Week 8~ Week 14 16 7(43.8) 52 18(34.6)
Week 15 - Week 21 16 5(31.3) 49 19(38.8)
Baseline MG therapy, n (%)
Week 8 - Week 21 16 7(43.8) 52 22 (42.3)
Any steroid 10(58.8) 30(57.7) FIGURE 3 Proportion of Participants With Increasing MG-ADL Thresholds Week 1 - Week 21 17 8(47.1) 52 23 (44.2)
Any NSIST 8(47.1) 19 (36.5) (Weeks 1-21) *A participant was reported as achieving MSE if an MG-ADL score of 0 or 1 was observed at least once
during the interval
Any AChEI 12(70.6) 49(94.2)
AChEl only 0(0) 17 (32.7) mITT analysis set

TABLE 4 Summary of Safety

g Efgartigimod IV Fixed Cycles (n=17) Efgartigimod IV Q2W (n=52) Total
3 Efgartigimod IV Efgartigimod IV ota
. . 2] 8 Efgartigimod IV
TABLE 2 Primary Endpoint: Mean of the Average MG-ADL Total Score - A eyt Q2w Population
X © (n=17) (n=52)
—21)* < =
Change From Baseline (Weeks 1-21) 8 [PYFU=6.9] [PYFU=20.9] (N=69)
i [PYFU=27.8]
2 | Safety analysis set % ER % ER
Efgartigimod IV Efgartigimod IV Efgartigimod IV P
Fixed Cycles Q2w Fixed Cycles vs Q2W g O] TEAE* 16 941 120 43 827 101 59 855 106
= Serious TEAE 1 59 04 7 135 03 8 116 04
=
mITT LS mean LS mean LS estimate g Grade 23 TEAE 3 176 13 7 135 04 10 145 06
. n n ;,
analysis set (95% CI) (95% C1) (95% C1) g Fatal TEAE 0 _ . 0 _ B 0 _ _
g_ Discontinueddueto AE 0 - - 1 19 <01 1 14 <01
Average 3
change from = T T T T T T T T T Most frequent TEAEs
C =518 -4.61 -0.52 100% 75% 50% 25% 0% 25%  50%  75% 100%
basell - d . 2 0. ! !
“:ée/;gi in 17 e -3767) 5% (-5.383-3.845) (-2.104, 1.067) covID-19 2 118 03 11 212 05 13 188 05
Participants, % Headache 5 294 12 8 154 06 13 188 0.8

total score*
Upper respiratory

2 118 04 5 96 04 7 101 04
infection

*ANCOVA, including treatment arm as a factor and baseline MG-ADL total score as a covariate, was performed.
*TEAES were reported by 210% of total participants. ‘ER was calculated as number of events/PYFU

KEY TAKEAWAYS

Both fixed cycl d Q2W dosi MSE hieved i
¢ |xel CYC ?S an' Q 0sing Efgartigimod was Clinical improvements ADAPT-NXT provides data Wwas acnieved in
resulted in similar clinically 47.1% and 44.2% of

. . . well tolerated were observed as on further options to . L
meaningful improvements in . N . . patients receiving
across both early as Week 1 in individualize efgartigimod )
MG-ADL scores that were . . fixed cycles and Q2W
L dosing regimens both groups for the treatment of gMG . .
maintained through 21 weeks dosing, respectively
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