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= 85% of Multiple Sclerosis (MS) patients are initially diagnosed with relapsing-remitting Study Design 3-year Observational Phase
MS (RRMS).* = Non-interventional study, observational phase: 2-3 years with study visits every 6
. . . = 60% will convert to secondary progressive MS (SPMS) within 20 years due to months (Fig. 1) Visit1 2 3 4 5 6 7 8 9 10 11 12 13
R e al W O r | d I n S I g h t I n to t h e evolvement of the disease over time. = = 673 siponimod-treated SPMS patients with disease activity at 104 sites in Germany
= In the EU, siponimod, a selective sphingosine-1-phosphate receptor modulator, is out of which 670 patients were available for the analysis
= - - - approved specifically for the treatment of active SPMS as evidenced by relapses or Siponimod (2 ma/1 m
C h ar aCter I St I C S Of S I p O n I I I l O d imaging features of inflammatory activity. Assessment P (2 mg )
. . = Randomized controlled trials (RCTs) impose rigid inclusion criteria and assessment = Clinic: Laboratory, ophthalmic, and physical evaluation
t r e at ed S P M S p at | e n tS | n G e r m an y schedules for outcome parameters, whereas the general patient population seen in = MS-activity: Magnetic Resonance Imaging (MRI), MS Activity Scale Score (MS-AS), Month 1 6 12 18 24 30 36
clinical routine is more variable. Thus, data from real world settings are mandatory to Expanded Disability Status Scale (EDSS)
fro m t h e A MAS IA S t u d complement data obtained from RCTs. = Functional domains: Symbol Digit Modalities Test (SDMT), EDSS A A
y OBJECTIVE = Patient’s perspective: United Kingdom Neurological Disability Scale (UKNDS), Fatigue Start I Documentation of all parameters every 6 months End
Scale For Motor And Cognitive Functions (FSMC), EuroQol-5D (EQ-5D)
= The non-interventional AMASIA study will provide real-world evidence on the long- = Physician’s perspective: Clinical Global Impression (CGl), progression questionnaire I Optional documentation of basic parameters

term effectiveness and safety of siponimod as well as its impact on quality of life.

= Socioeconomic factors: Multiple Sclerosis Health Resource Survey (MS-HRS.

RESULTS Previous Therapies Concomitant disorders
Olaf Hoffmannl*, Herbert SchreiberZ, Luisa K|OtZ3, Maurtin S. = Before switching to siponimod, most patients (89.7%) had received at least one » |n total, 579 patients (86.4%) reported at least one concomitant disorder, most often
Weber4 Cordula WGiSSS Tialf Ziemssen6 Demography treatment other than siponimod (Fig. 4) a nervous system disorder (43.3%) or a psychiatric disorder (35.7%) (Fig. 6).
! 1) = The baseline data of AMASIA patients after completion of recruitment (cut-off " The time between the end of the last pretreatment and study start varied between Fi 6 C itant di g t-off 20%): N=670
1Department of Neurology, St. Josefs-Krankenhaus, Allee nach Sanssouci 7, 14471 Potsdam, February 9th, 2023) are compared to the active SPMS subgroup population of the 0 months (min.) and 313.3 months (max.). The median time was 5.0 months. igure 6. Concomitant disorders (cut-o 6); n=670.
Germany; Medizinische Hochschule Brandenburg Theodor Fontane; 16816 Neuruppin, pivotal EXPAND RCT (Tab. 1) . = Nearly half of all patients (48.2%) were prescribed a moderately effective therapy as Musculoskeletal & connective tissue disorders [N 142; 21.2%
Germany; 2Neurological Practice Center Ulm, Pfauengasse 8, 89073 Ulm, Germany; 3University = The real-life population of AMASIA seems older with a longer disease history and a last treatment before switching to siponimod (Fig. 4). Out of these, the majority was Renal & urinary disorders [N 151 22.5%
Hospital Miinster, Department of Neurology with Institute of Translational Neurology, Albert- higher proportion of relapses within the 24 months before study start in comparison :Leated V‘gg‘d';‘/te”;erﬁns E_?’S'tl% I‘:Df paSt'emS who had received a moderately effective Metabolism & nutrition disorders [N 17s: 26.6%
Schweitzer-Campus 1, 48149 Minster, Germany; “Institute of Neuropathology, University to the active subgroup of EXPAND. erapy, 18.4% of all patients) (Fig. 5a). General disorders, administration site conditions NN 152; 27.2%
Medical Center Goettingen, Robert-Koch-Str. 40, 37075 Goettingen, Germany; Fraunhofer . L : = About one quarter of patients (23.9%) had received a highly effective therapy before ’ _ e
Institute for Translational Medicine and Pharmacology ITMP, Goettingen, Germany: SNovartis Table 1. Patient characteristics at baseline. study start (Fig. 4). Most reported fingolimod as their last pre-treatment (53.1% of Vascular disorders | 154; 27.5%
Pharma GmbH, Roonstr. 25, 90429 Nuremberg, Germany; ®Department of Neurology, Center of Variab| AMASIA SEP?APSANDb(aC“VG) patients who had received a highly effective therapy, 12.7% of all patients) (Fig. 5b). Psychiatric disorders | NEEEEG_— 2:9; 35.7%
’ e : ' ' ariable subgroup? , : - :
Clinical Neuroscience, Carl Gustav Carus University Clinic, University Hospital of Dresden, NPT ——— po— 7u799 up = 10.3% of patients were treatment naive when enrolling into the study (Fig. 4). Nervous system disorders [ NNNNRNEGEGEN 200; 43.3%
Fetscherstr. 74, 01307, Dresden, Germany. P ") _ . . . 0 100 200 300 400
Age, n=670 (years) (+ SD) 55+8.4 47 Figure 4. Last therapy before starting siponimod treatment. Patients (n)
Time since first MS diagnosis, n=633 (years) (£ SD) 17.3+9.5 13 400
EDSS, n=618 (score) (+ SD) 5.1+£1.5 6 323: D|Sab'“ty Status
CONCLUSIONS SDMT, n=529 (score) (+ SD) 39 7+13.1 38.3 48.2% = At baseline, about 87% of patients presented with an EDSS score of 3.5 or higher.
Patients with relapse (past 24 months) (%) 431 36 300 Overall, most patients had an EDSS score of 6 or 6.5 at study start (Fig. 7).
0 . i~
At study start, mean patient age was 55 years. 87% were 45 years or older. MS had been « Represents population of EMA label ;C; » The impact on functional domains at baseline varied considerably within the study
diagnosed about 17 years prior to study start. More than two thirds of patients are female. ' ‘g L60. population with ambulation and pyramidal functions being most affected (Fig. 8).
= The majority of the study population is female (69%) (Fig. 2). E 200 23 9% : .. . :
- - : - ' Figure 7. EDSS distribution at baseline; n=618.
The mean EDSS at baseline was 5.1. Almost 90% of patients presenting with an EDSS of = At baseline, most patients were between 50 and 60 years old (Fig. 3), the youngest 9
3.5 or higher. More than one third had an EDSS of 6 or 6.5. patient was 27 and the oldest 78 years of age. About 87% were aged 45 years or 100 15%;0/ 183%;0/ 47 EDSS <3 B £0: 6.5%
. .6% . ) T
. o | | older at baseline. ; 7.0% EDSS3or35 N 53 13 4%
Before switching to siponimod, nearly half of all patients had received a moderately - - - ' 1
i i i i : ST : EDSS4or45 [N 118; 19.1%
effective therapy, mostly interferons. Almost one quarter of patients had received a Figure 2. Gender distribution at baseline; n=670. 0 or 0
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highly effective therapy as last pretreatment. About 10% were treatment naive.

The majority of patients (86%) suffered from at least one comorbidity. Nervous system

and psychiatric disorders were the most often reported concomitant disorders. a Moderately effective treatment: interferons, dimethyl fumarate, teriflunomide, glatiramer acetate. B Highly effective treatment: EDSS8or8.5 [ 14;2.3%
F_ 3 A e d'Str-b t'on at basel_ne_ n—670 fingolimod, ocrelizumab, natalizumab, cladribine, alemtuzumab. ¢ Other: mitoxantrone, azathioprine, daclizumab, rituximab. EDSS 29 0
AMASIA provides insight into the average population treated with siponimod in routine 'gure s. Ag IStHbutl Ine, n= | -
clinical practice. Results underline the importance of timely diagnosis and treatment of Figure 5. Last therapy before starting siponimod treatment. 0 50 100 150 200 250
SPMS. They may facilitate the development of real-life therapeutic strategies. . . . . : i
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& a) b) _ 9; Figure 8. EDSS functional domain scores at baseline; n=256.
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