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Results

Figure 2. Mean Decrease in Body Weight Over Time Based on Baseline BMI Categories®"

Introduction

e Treatment with sodium oxybate (SXB; Xyrem®) has been
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e This analysis assessed weight changes after 12 to 16
weeks of open-label LXB treatment in adults with idiopathic
hypersomnia in the phase 3 clinical study

Note: n’s represent the number of participants with vital signs collected at the indicated time point.

BMI, body mass index; OLT, open-label titration and optimization period; SD, standard deviation; SDP, stable-dose period.
aSafety population includes all participants who took =1 dose of study drug.

Underweight category (BMI, <18.5 kg/m?) not shown; at baseling, 2 (1.3%) participants were underweight.

e At the end of the SDP, mean (SD) change in body weight in the safety population (n=108) was —2.5 (4.1) kg

Figure 4. Most Participants Remained Within Their Baseline BMI Category at the End of SDP?
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e Mean (SD) decreases in body weight at the end of the SDP were numerically greater in participants with
higher baseline BMI (overweight, —2.8 [3.1] kg, P=0.3407; obese, —3.2 [5.9] kg, P=0.3253) compared with
normal baseline BMI (—1.8 [3.0] kg)

Methods

Figure 1. Study Design , , o - L .
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e Participants began LXB treatment in a 10- to 14-week,
open-label, optimized treatment and titration period (OLT),
followed by a 2-week stable-dose period (SDP) on their
optimized dose of LXB

e Pvalues for changes in weight from baseline are from a
linear mixed model with weight as the response variable,
baseline weight and baseline body mass index (BMI)
subgroup as covariates, and visit as the random effect

— Due to no adjustments for multiplicity, the P values
presented are nominal

BMI, body mass index; SD, standard deviation; SXB, sodium oxybate.

ncludes participants who were taking an alerting agent (stimulant or wake-promoting agent) at study entry. °Includes participants not taking SXB or an alerting
agent (stimulant or wake-promoting agent) at study entry. ¢Includes all participants who took =1 dose of study drug. 9Participants ranged from 19 to 75 years of age.

®Includes declined to state.

e (ver half of the participants (58%) were overweight or obese at baseline
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whereas 16.7% of those who were overweight at baseline became normal weight, and 12.1% of those
who were obese at baseline became overweight

TEAEs of decreased weight were reported by 5 (3.2%) participants; none were severe or serious, or
resulted in discontinuation
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