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- Key Objective Results

* To evaluate the effect of solriamfetol on cognition in Table 2. Baseline Demographic and Clinical Characteristics
participants with excessive daytime sleepiness associated Participants 46
with obstructive sleep apnea in a real-world setting Age, mean 1 SD 45+ 14 Self-Report
g y Sex
Male, n (%) 30 (65.2) ESS — — 190
. Female, n (%) 16 (34.8) Bce.cl _ 161
Introduction ESS score, mean = SD 16.8 + 2.5 °

ESS, Epworth Sleepiness Scale. ]
Alertness/Processing Speed

= Excessive daytime sleepiness (EDS) is a common symptom of

obstructive sleep apnea (OSA)! TAP: Alertness With Warning —e— 1.40
= Although improvements in sleep quality and reductions of hypoxic TAP: Alertness Without Warning — —8— 1.40
events are observed with positive airway pressure (PAP), residual EDS 5
. : : o o : 5.5 P <0.001 WAIS-IV Coding Subtest — —@— 1.47
persists in approximately 10%—28% of PAP-treated patients =
o : : . : o o 20 - k= Verbal Fluency
" Up to 68% of patients with EDS associated with OSA show deficits in S } )
cognitive domains, including alertness, attention, executive function, V15 - l _4.74 o RWT: S Words — —eo— 0.12
and decision-making®®’ a =
: 10 - o RWT: Animals — —®— 0.02
e
oo 5 - - 5 © —
— Cognitive impairment can also persist despite PAP treatment? w 3
S 5 - » Visual Memory
= Solriamfetol (Sunosi®) is a dopamine-norepinephrine reuptake WIMS-IV: Visual Reproduction | — 0.02
inhibitor with agonistic properties at the trace amine-associated 0 '
. Baseline 3-month solriamfetol treatment ] ]
receptor 1 and serotonin 1A receptor approved for treatment of EDS . . - e o WMS-IV: Visual Reproduction Il — —e— 0.04
) ) $.10 = Solriamfetol resulted in a statistically significant reduction in EDS (P < 0.001)
aSSOC|ated Wlth narCOIepsy Or OSA EDS, excessive daytime sleepiness; ESS, Epworth Sleepiness Scale; SD, standard deviation. | | | | | |
-3 -2 -1 0 1 2 3
= Solriamfetol demonstrated improvements in cognitive performance in Glass’s Delta
pa rtICIpa nts With EDS and OSA |n the phase 4 randomlzed SHARP Effect sizes are presented where positive values indicate improvement.
study*! = Substantial effect sizes were observed for the improvements in EDS (1.90), self-reported cognitive
. _ _ b < 0.001 function (1.61, BC-CCl), alertness (1.40, TAP: Alertness with or without warning), and processing speed
" Here, we report a post hoc aljaly5|s of neuropsycho!oglcal outcomes in 17 - - (1.47, WAIS-IV coding subtest)
participants treated with solriamfetol for EDS associated with OSA in " T _ * No meaningful effects on verbal fluency or visual memory were observed
the real-world SURWEY study, including subjective and objective o 10 _g — Neither verbal fluency nor visual memory were impaired at baseline or after solriamfetol initiation
measu rements Of Cogn Itlon 2 8 - §. 3 BC-CClI, British Columbia Cognitive Complaints Inventory; EDS, excessive daytime sleepiness; RWT, Regensburger Word Fluency Test; TAP, Test of Attentional Performance; WAIS-IV, Wechsler Adult Intelligence
B 3 52 g f<D Scale-IV; WMS, Wechsler Memory Scale.
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= SUnosi Real World Experience StudY (SURWEY) was a retrospective,
observational study using data from physicians who prescribed 0 el o o = =003 [35% € = =0.57, 0.20)) B = 0547 = 0.11 (95% CI = ~0.19, 0.38); P = 0.482
: : : : ' - t ' tol treat t e ] 0
solriamfetol for EDS associated with OSA in Germany | | paseline ~ >rmonth sofriamietol treatment ° R °
= Mean baseline score on the British Columbia Cognitive Complaints Inventory (BC-CCl) indicated ° ° N . e .
—_ . . U -21 o ® ® ® o ® ® w o
= The present analysis is of a subgroup of 46 patients with OSA who moderate cognitive impairment S S < 4. .
underwent cognitive assessments (Table 1) at baseline and 3 months = Solriamfetol substantially and statistically significantly improved subjective cognitive function as S8 - - o .
. . o) ® ® ® o)
after initiating solriamfetol measured by the BC-CCI (40.8% improvement from baseline to 3-month follow-up: P < 0.001) Q g o - : ° . § 5
BC-CCl, British Columbia Cognitive Complaints Inventory; SD, standard deviation. l'a'; -6 ° o ; "q': 2 S S ™ ¢ % o
oo - o
. . 5 ¢ ° ’ u_") o o ® o ® o ® e ©
" Results are pooled across dosages, and most patients received less than & 5 . <&
150 mg/day, the maximum recommended dose | | | | : | . i il el ———
-12 -10 -8 -6 -4 -2 0 -12 -10 -8 -6 -4 -2 0
= Change from baseline on neuropsychological outcomes was analyzed | | _ . == CISOES EOm BSeine =S/ ChaNEE Fom Baseline
with repeated-measures analysis of variance TAP: Without Warning TAP: With Warning
P Y 350 1 P<0.001 350 - P<0.001 r = -0.16 (95% Cl = -0.43, 0.14); P = 0.300 r = -0.14 (95% Cl = -0.42, 0.15); P = 0.347
: . . 4o (oo st 8 8 8 6 0 e el e 5 8 Do e et R st e o B 4 8 5 0 3 i 8
" Linear regression was used to analyze the association between changes 2 300 - 2 300 - — £ . " . # o ' o
in EDS and changes in cognition G 250 - 1 { -30.7 QE; 250 - 1 } -30.5 -3 r§ ¢ 0| B . " s s . Egol B s
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Table 1. Cognitive Assessments = = o EE™ . s * . 3 g 40 .« o ® i
o 150 - @ 150 - D o L o g i ) :
| Assessment | Task | Domain 2 2 3 5 o H o
% 100 - g 100 - * £ & 0 o 9 & el o
Rate level of impairment on 6 2 2 é 25 O . TS ) s
o items, including memory, Subjective cognitive >0 1 50 -~ @ = 1L , | , , | B s , , , , | ,
- . . . . =12 =10 -8 -6 -4 -2 0 -12 -10 -8 -6 -4 -2 0
concentration, and expressing 'mpalrment 0 0 ESS Change From Baseline ESS Change From Baseline
Baseli 3- th solriamfetol : i} : _— : : i :
thoughts asefine mo:reast;r;:n =to Baseline 3-month solriamfetol = ESS change was not predictive of improvements in self-reported cognitive function, alertness, or
treatment .
, . Push button in response to , , . , , , processing speed
TAP: Alertness, without warning . , Sustained alertness = Baseline scores indicated impaired alertness on both Test of Attentional Performance (TAP) assessments
dISpIayed Slgnal . .. . . . o BC-CCl, British Columbia Cognitive Complaints Inventory; ESS, Epworth Sleepiness Scale; TAP, Test of Attentional Performance; WAIS-IV, Wechsler Adult Intelligence Scale-IV.
= Solriamfetol statistically significantly improved alertness on both TAP measures (both 11.4%, P < 0.001)
PUSh bUtton |n reSponse to SD, standard deviation; TAP, Test of Attentional Performance.
TAP: Alertness, with warning  displayed signal preceded by Acute alertness I .
warning tone COnC usions
Variation of the Digit Symbol
WAIS-IV: Coding subtest Substitution Test; match symbols  Processing speed > < 0.001 = At baseline, participants reported moderate subjective cognitive impairment;
to numbers based on key 12 - : .. : : : :
v objective assessments revealed impairment in alertness and processing speed
. O .. . . .
Write down as many words S 10 A 3 — Substantial improvements in these domains were observed following treatment
: _ . . u_n . . o A . .
RWT: S-words stz.artmg with “s” as possiblein1  Verbal fluency 2 . 317 'g with solriamfetol
c w 0 . . . . . —_ . .
8 6 - T Q = A regression analysis found this improvement in cognitive impairment was not
. . n o o : : : : _ :
RWT: Animals Write down as many animal Veeilom) Elureriay o 4. 2 9o associated with changes in EDS, suggesting that the cognitive benefits observed
names as possible within 1 minute = n with solriamfetol treatment are independent of its effects on EDS
s 2 2
V) . . . .
_ . Reproduce displayed images from . S . * These real-world results show that solriamfetol not only reduces EDS in participants
WMS: Visual Reproduction | Visual memory 0 : : : : .
memory Baseline 3-month solriamfetol treatment with OSA but also has the potential to improve OSA-associated cognitive
Reproduce displayed images from * Solriamfetol substantially and statistically significantly improved processing speed as evaluated impairment
WMS: Visual Reproduction | fror a del Visual memory using the Wechsler Adult Intelligence Scale-1V (WAIS-1V) coding subtest (30.5%: P < 0.001)
memory arter a e ay SD, standard deviation; WAIS-1V, Wechsler Adult Intelligence Scale-IV.
BC-CCl, British Columbia Cognitive Complaints Inventory; RWT, Regensburger Word Fluency Test; TAP, Test of Attentional Performance; WAIS-IV, Wechsler Adult
Intelligence Scale-1V; WMS, Wechsler Memory Scale.
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