Solriamfetol for Excessive Daytime Sleepiness in Narcolepsy and OSA:
Psych Congress 2026

September 15.19, 2026 Post-Hoc Multi-Dimensional Composite Endpoint Analysis of Phase 3 Trials

New Orleans, LA, USA Ellen Wermter!, Sam A. Kashani?, Graham M. L. Eglit3, Samantha Floam3, Robert J. Thomas*

lRestorative Sleep Medicine, Charlottesville, VA, USA; 2David Geffen School of Medicine, UCLA, Los Angeles, CA, USA; 3Axsome Therapeutics, Inc., New York, NY, USA;
4Department of Medicine, Division of Pulmonary, Critical Care, and Sleep Medicine, Beth Israel Deaconess Medical Center, Boston, MA, USA

Key Objective Results Conclusions

Evaluate clinically meaningful change across multiple and composite endpoints, comprising a

e S o Baseline Characteristics in TONES 2 and TONES 3 Composite Endpoints in Participants With OSA
range of objective and subjective outcomes from Phase 3 trials in narcolepsy and OSA Solriamfetol treatment was
Table 1. Baseline Characteristics (Safety Population) Figure 3. Proportion of Participants Achieving Multiple Endpoints or a Composite of the Co-Primary and Key Secondary Endpoints in _ .
TONES 2 (Narcolepsy) TONES 3 (OSA) TONES 3 (mITT Population) associated with robust,
Introd UCtI.On | | | B Solriamfetol blaceho ekt Solriamietols Solriamfetol m Placebo (n = 99) Solriamfetol 37.5 mg (n = 49) = Solriamfetol 75 mg (n = 54) m Solriamfetol 150 mg (n = 106) dose-related efficacy, with most
. Exces§|ve daytlme sleepiness (EDS) is a symptom common tq both r)arcolep?sy and obstructl.velsleep apnea (OSA), (n = 59) 75 mg 150 mg (n = 119) 37.5 mg 75 mg 150 mg pa rtici pa nts ach leving efflca cy in
associated with adverse consequences and burden severely impacting multiple aspects of life (n = 59) GEEL) (n = 58) (n = 62) (n =117)
* Narcolepsy is a chroniczr;eurologic disorder, caused by dysregulation of neurotransmitter pathways regulating both 26.0 541 . ** * mMu |t| ple end points, d nd
sleep and wake states.? OSA is characterized by repetitive upper airway obstruction leading to intermittent hypoxia, A SD - 36.5 (12.8 - 57.1 (10.2 54.4 (11.5 ** * . . - . .
arousals, and sleep fragmentation®* ge, years (SD) (15.2) > (12.8) (11.4) 1(102) 4 (11.3) 9q 98 100 93 97 o 9 o Slgnlflca ntly more participants
» Solriamfetol (Sunosi®) is a dopamine-norepinephrine reuptake inhibitor, with agonist activity at the trace o 38 84 : : :
amine—associated receptor 1 (TAAR1) and serotonin 1A (5-hydroxytryptamine 1A [5-HT1A]) receptors>3 Sex, male, n (%) 2 () 22 R, et (802 35 (5213 = 80 80 80 . achlevmg a COmpOSIte Of the
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» The safety and efficacy of solriamfetol has been previously evaluated for the treatment of EDS associated with Aslan 4(3.4) 3(5.2) 1(1.6) 8 45 end POl nts vs place bo for all
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effects of solriamfetol spanning objective and subjective outcomes White 47 (79.7) 46 (78.0) 87 (73.1) 45 (77.6) 46 (74.2) .
» Through demonstrating efficacy across a broad range of outcomes, a composite analysis of multiple assessment | | | | . /5 mg or 150 Mg wWas associated
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Secondary Endpoints .. .
MWT sleep latency multi-dimensional, and
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of participants achieving up to > 5 combined endpoints, as compared to placebo. Statistical significance was not reached with . .
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EDS, further illustrating efficacy
Screening Double-Blind Phase Safety o ) ) , ] . . . .. . ) ) ) . L. .
) « Atotal of 177 and 356 participants were included in the current analysis of the safety populations, from the The percentage of participants with clinically meaningful change in the composite assessment of the co-primary and key secondary in particinants with narcoleps
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