Real-World Reduction in Oral Corticosteroid Utilization Following Efgartigimod Initiation in

L Patients With Generalized Myasthenia Gravis
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Objective of this study:
To use a real-world dataset to evaluate changes in oral corticosteroids

dosing after 6 months of efgartigimod treatment Dataset and study type OCS Tapering
Dataset | _ _ | Change in OCS ADD distribution after
Change in OCS daily dose and proportion of patients whose OCS ADD efgartigimod initiation over time (N=316)
« US-based insurance open claims-based dataset (IQVIA)* April 2016 to changed or stayed consistent during efgartigimod treatment (N=316)
I i i November 2023 Pre-EFG Post-EFG initiation 100%
Generalized Myasthenia Gravis (gMG) Retrospective cohort study T e ; 30 me
« gMG is a rare antibody-mediated, neuromuscular disorder leading to a failure of NMJ « Inclusion/exclusion criteria: 0CS dailv d O 80% = >20-30 mg
.. : .. : + y dose, mg/day e
transmission?:2 » =6 months of ongoing efgartigimod usage based on claims captured " o 50150 [ 15259 135 025 o = >10-20 mg
] ] ) ] ] . . : P : verage : : . : : : S
- gMG is characterized by fluctuating weakness in ocular, facial, bulbar, axial, and limb > First efgartigimod claim between January 1 to December 31, 2022 T co% >5-10 mg
muscles!-3 » OCS claims present during the 1 year prior to efgartigimod initiation P value* - P<.001 P<.001 o % >0-5 mg
o . o . . . 3 » Continuous quarterly claims activity to minimize missing data Proportion of patients whose OCS ADD tapered, increased, or % .0 m
- The majority of patients (=85%) are found to have autoantibodies against the AChR » No concomitant usage of eculizumab, rituximab, or ravulizumab with efgartigimod stayed consistent vs pre-EFG, n (%) % 40% 9
Outcome Tapered =5 mg - 125 (40) 144 (46) E
- Average Daily Dose (ADD) of OCS at baseline (before efgartigimod), 3 months (60-90 days after 210 mg _ 94 (30) 114 (36) g 20% E—
efgartigimod initiation) and 6 months (150-180 days after efgartigimod initiation) 220 mg - 70 (22) 85 (27) g [ "
. - Percentage of OCS tapering by =5, 10, or 20 mg reduction in OCS ADD from baseline (before To 0 mg - 46 (15) 58 (18) 15%
a‘“":ﬂ““y efgartigimod) Stable (<+5 mg) - 127 (40) 119 (38) 0% 3o T3 motre | 6 ot
e reserved), TPationts with a gap of »120 days between consecdtive EFG clms were exciuded. FBassline OGS Usage was defined a6 any OGS usags presentin the 0 to 30 days Immediatdly Increased 25 mg - 64 (20) 53 (17) Pre-EFG_| Post-EFG initiation
prior to efgartigimod initiation, and at least 290 days of cumulative OCS usage during the 1 year prior to efgartigimod initiation.
r© Study desig n a nd incl usion criteria *P values for ADD were calculated against the ADD at baseline (before efgartigimod) using Wilcoxon sighed rank tests. P<.05 was considered statistically significant.
- 4 Study design
endosome Efgartigimod : 2022 2023 : -
== Patient selection window = Key CO“CI usions

, Efgartigimod initiation

Efgartigimod - _ _ - Real-world data based on 316 patients suggested that OCS usage was
| | - « Baseline OCS usage | ooservation period significantly reduced over 6 months after efgartigimod initiation

* FCRn rec_yCIeS IgG to E)ftend Its I:]alf_llfe and regL”ate serum Concentratlor:' Months |-14|-13|-12|-11|-10| 9 | 8 | -7 | 6 | 5| -4 | -3 | -2 -1. 1]12]13]|4]|5]6s e 46% and 279%o of patients reduced OCS usage by =5 mg/day and =20

— FcRn is additionally involved in other cellular processes such as albumin | | L L mg/day on average, respectively, by 6 months after efgartigimod

recycling, as well as IgG-dependent phagocytosis and antigen presentation? po— - - 'I_ N — initiation
« Efgartigimod is a human IgG1 Fc fragment, a natural ligand of FcRn, engineered | (0-3 months pre-EFG) | (Post-EFG initiation) - 18% of patients were able to fully taper off OCS usage
. . C 5.7 _ _ : _

to hav.e I|ncreased affinity for FcRn and outcompete endggenous IgG | Inclusion criteria . 349 of patients with prior steroid usage had OCS ADD of <5 mg/day by
- Efgartigimod treatment has been approved for adults with AChR-Ab+ gMG in the N ) 6 months after efgartigimod initiation

United States (2021), the European Union (2022), and Canada (2023) and in — - _

Japan (2022) for adults regardless of autoa ntlbOdy sSu btype&ll Adults (=18 years of age) with first efgartigimod claim January 1 to December 31, 2022 1405 (100) Strengths

Continuous quarterly activity* 1233 (88)

« Efgartigimod binding to FcRn prevents IgG recycling and promotes its lysosomal

 The study enabled inclusion of a large sample size, with results supporting

: : : : : : 3-6 Remained on efgartigimod treatment for =6 months" 842 (60) - - - m - -
degradation, reducing I1gG levels without impacting IgG production : — — — —— reduction of OCS with the use of efgartigimod observed in a previously
_ Targeted reduction Of a” IgG SUbtypeS6’12 0 concomitant usage of eculizumab, rituximab, or ravulizumab with efgartigimo (57) published case series1°
_ No impact on levels of IgM, IgA, IgE, or IgD6’13 Evidence of chronic OCS usage prior to efgartigimod initiation* 316 (22) Limitations
. . . . . Final study cohort
— No reduction in albumin or increase in cholesterol levelsi2-15 e ey e
*Continuous quarterly activity was defined as 21 record in database every quarter from 1 year before efgartigimod to 6 months after efgartigimod initiation. TPatients with a gap of > ays - - - - - -
bgtw;en congec?uttiwleyefgtartgimod?:Iafimsdwer;exclgdgd.i%atsc_te)li_ne O_CS_)_/u(i,_aget w;s de]jinyed a:afny OCfJ% utsgage Srtesgnt in :Ee Of:o BJ%a;/gimr:edi;t;Iy prioPrtt) e;gartigr}mogd %iti;ti;ﬁ?adndyZQO ¢ ClaImS-baSEd data al‘lalyses al‘e SLI bJECt tO Several |nherent |ImltatI0nS
days of cumulative OCS usage during the 1 year prior to efgartigimod initiation. including aSSleptiOI‘lS, pOtential Coding errors, and I‘iSk of missing data
- - - Corticosteroid-related ad ide effect - - - - -
Oral Corticosteroids (OCS) in gMG reported in patients with GMIG (N=39)° Baseline patient characteristics - Insights into how prescribers are approaching OCS tapering on
| | . ; Patients (n . 2 P efgartigimod were not assessed and require alternative datasets to explore
» OCS are the mainstay therapy in the Pre-diabetes Age, years N=316 Common gMG comorbidities, N=316 NSIST/advanced therapy’ N=316
management of many autoimmune Weight gain (any) Megn (S(D()2 ) %1.? (215.??)) n (%) EERCTN0 usage du;ing 1-yeardperiod
“p - . . odal edema Median (IQR 5 (52-7 Hypertension : prior to efgartigimo
conditions, including gMG16é.17 I”"_’ Sex, n (%) Diabetes 94 (29.7) initiation, n (%)
. - - nsomnia Male 173 (54.7) Obesity 76 (24.1) NSIST onl 95 (30.0 ]
OCS are known to be associated with many Bruising Female 143 (45.3)  Hyperlipidemia 74 (23.4)  Advanced therapy’ only 58§18. 4§ Click here
Short- and Iong_term Slde effeCtS, eSpeC|a”y Osteopenia Igsur:ns:e tZIpeI f-OI' fil‘S(to/ )* 'CI';I'IIE)I/{[(;Id—reIated disorders g; E}j;g NSIST + advanced therapy 90 (28.5)
- N efgartigimod claim, n (% :
when used at hlgher doses (Z 10 mg/daY)18'19 ritabiity Commercial 168 (53.2)  Coronary artery diseases 29 (9.2) N NSIS+T or advanced
. - Osteoporosis Medicare 139 (44.0) Myocardial infarction 1(0.3) therapy 73 (23.1)
* Recent pUbIIShed Case reviews on reaI-WorId Infections (recurrent) Medicaid 14 (44) Sleep disorder 90 (2.8.5)
efficacy for efgartigimod note reduction of Acne Other/Unknown 4 (1.3)  Depression 3159((16161)) Click here
. - . _ steoporosis :
OCS Wlth the use Of efgart|g|m0d20 Striae *Percentages may not add up to 100% as patients may be tagged to multiple payer channels. tAdvanced therapy included 1VIg/SClg, PLEX, eculizumab, and rituximab.
. . . . . . . . Diabetes
* There is clinical interest in investigating Hypertension Largely consistent with previous reports of claims-based studies
whether novel gMG treatments can be used Diabeles worsening High proportion of comorbidities including hypertension
as steroid-sparing agents gh Prop 9 yp Click here

foonse (Johnoon S. ot al. Med Sa Mont. Oct 26 2021-27-6933296), >75% of patients used NSIST and/or other advanced gMG therapies™ concomitantly with OCS prior
to efgartigimod initiation



Corticosteroid-related adverse side effects
reported in patients with gMG (N=39)°
Patients (n)
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Study design
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OCS ADD assessments: Baseline 3 months 6 months
(0-3 months pre-EFG) (Post-EFG initiation)

Inclusion criteria

N (%)

Adults (=18 years of age) with first efgartigimod claim January 1 to December 31, 2022 1405 (100)
Continuous quarterly activity* 1233 (88)
Remained on efgartigimod treatment for =6 months" 842 (60)
No concomitant usage of eculizumab, rituximab, or ravulizumab with efgartigimod 803 (57)
Evidence of chronic OCS usage prior to efgartigimod initiation* 316 (22)
Final study cohort

*Continuous quarterly activity was defined as >1 record in database every quarter from 1 year before efgartigimod to 6 months after efgartigimod initiation. TPatients with a gap of >120 days between consecutive
efgartigimod claims were excluded. *Baseline OCS usage was defined as any OCS usage present in the 0 to 30 days immediately prior to efgartigimod initiation, and =90 days of cumulative OCS usage during the
1 year prior to efgartigimod initiation.




Change in OCS daily dose and proportion of patients whose OCS ADD
changed or stayed consistent during efgartigimod treatment (N=316)

Pre-EFG Post-EFG initiation
0-3 months | 3 months 6 months
OCS daily dose, mg/day
Average (SD) 18.6 (15.0) | 15.4 (14.9) | 13.5 (14.6)
P value* - P<.001 P<.001

Proportion of patients whose OCS ADD tapered, increased, or
stayed consistent vs pre-EFG, n (%)

Tapered =5 mg - 125 (40) 144 (46)
>10 mg - 94 (30) 114 (36)
>20 mg - 70 (22) 85 (27)
To 0 mg - 46 (15) 58 (18)

Stable (<5 mg) - 127 (40) 119 (38)

Increased =5 mg - 64 (20) 53 (17)

Proportion of patients receiving OCS, %

Change in OCS ADD distribution after
efgartigimod initiation over time (N=316)
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ABBREVIATIONS

Ab, antibody; AChR, acetylcholine receptor; ADD, average daily dose; EFG, efgartigimod; Fc, fragment crystallizable; FcRn, neonatal Fc receptor; GERD,
gastroesophageal reflux disease; gMG, generalized myasthenia gravis; IgG, immunoglobulin G; IQR, interquartile range; IVIg/SCIg, intravenous or subcutaneous
immunoglobulin; NMJ, neuromuscular junction; NSIST, nonsteroidal immunosuppressive therapy; OCS, oral corticosteroid; PLEX, plasma exchange; SD, standard
deviation.
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