Effects of Oxybate on Sleep, Sleep Architecture, and Disrupted Nighttime Sleep
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Results

Table 1. Overview of Studies

Study Design Timing of PSG Assessments

Introduction

e Sleep disturbances are the third most common narcolepsy symptom, after excessive

daytime sleepiness and cataplexy (type 1only)'; sleep disturbances encompass and impact self- Table 2. Oxybate Effects on Sleep Architecture in Adult Participants

Table 3. Oxybate Effects on Sleep Architecture in Pediatric Participants
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57% (somewhat)

ON-SXB, once-nightly sodium oxybate; NT1, narcolepsy type 1; NT2, narcolepsy type 2; PSG, polysomnography; SXB, sodium oxybate.

sleep architecture measures, including lengthened slow-wave sleep and shortened REM sleep

LSM, least squares mean; LSMD, least squares mean difference; ON-SXB, once-nightly sodium oxybate; PSQI, Pittsburgh Sleep Quality Index; REM, rapid eye movement; SXB, sodium oxybate.

%Per hour values at 9 g translate to reductions of approximately 30.8 (N2/3/REM to N1/wake), 21.7 (N2/3 to N1/wake), and 53.2 (REM sleep to N1/wake) total shifts per night, assuming a total sleep time of 7 hours but not accounting for time
spent in individual sleep stages.

bAssessed as total number of transitions from sleep to wake or N1 from N1, N2, N3, and REM.

Assessed with 4-point Likert-type scale (0, excellent; 1, good; 2, fair; 3, poor).

9Baseline scores were 53.8 and 55.9 in ON-SXB and placebo groups, respectively.

TP<0.05 vs placebo. TP<0.01 vs placebo. TTP<0.001 vs placebo.

e Reductions in sleep-stage shifts and improvements in participant-reported sleep
quality were observed in all trials in which these variables were measured

e The study designs differed in several important parameters:

— Timing of PSG: Differed across studies; in study b, PSG was not performed during the randomized withdrawal period e For many measures, greater improvements were seen with increasing doses of oxybate e Study 1 reported shifts per hour, while studies 2 and 3 reported total shifts per night
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