The Effect of Gabapentin Enacarbil on Individual ltems of the International Restless Legs Scale and Post-Sleep
Questionnaire in Adult Patients With Severe Primary Restless Legs Syndrome: Pooled Analyses From 3 Randomized Trials

Mark J. Buchfuhrer,! Mansoor Ahmed,? Ryan Hays,® Diego Garcia-Borreguero,* Mark Jaros,” Richard Kim,®* Gwendoline Shang®

'Stanford University Medical Center, Stanford, CA; ?Cleveland Sleep Research Center, Middleburg Heights, OH; *University of Texas Southwestern Medical Center, Dallas, TX;
286 *Sleep Research Institute, Madrid, Spain; *Summit Analytical, LLC, Denver, CO; °XenoPort, Inc., Santa Clara, CA

Introduction * GEn 600 mg significantly improved all PSQ items compared with
Figure 1. LS mean changes from baseline per week for placebo, except overall quality of sleep, from baseline to week 12, and
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e Gabapentin enacarbil (GEn) is an actively transported prodrug of severe RLS at baseline (MITT population)? IRLS rating scale items GEn 1200 mg S|gn|flcantly |mprovedlall PSQ items compared with
placebo from baseline to week 12 (Figure 2).
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with moderate-to-severe primary RLS have been published previously.=

In all three studies, patients were diagnosed with RLS using the IRLS
Study Group criteria,® RLS symptoms with a duration >15 days during the
month before screening (or, if on treatment, similar symptom frequency
before the start of treatment), documented RLS symptoms for >4 of the 7
consecutive evenings/days during the baseline period, and IRLS rating
scale total score >15. Patients discontinued prior RLS treatment >2
weeks prior to baseline.

Pooled analysis

Table 2. IRLS rating scale treatment differences in the
change from baseline to week 12 (MITT population)
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LS mean change from baseline

C. Number of nights with RLS symptoms in past week
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symptoms emerge for many of these analyses, although GEn 1200 mg GEn = gabapentin enacarbil; RLS = restless legs syndrome.

GEn = gabapentin enacarbil; RLS = restless legs syndrome; IRLS = International Restless

Legs Syndrome.

demonstrated a greater degree of statistical significance compared
with placebo for the PSQ measurements. However, none of these
studies were powered to detect significant treatment effects
between these two doses. It remains unknown whether patients

Tolerability
* The most common TEAEs reported in >5% of the safety population with
GEn 600 mg and 1200 mg were somnolence and dizziness.

Patients Bl SSvEE RLS tind Inually oo ot iesigans 1o s GiEn B0 irg e Other common TEAEs reported in >5% of the safety population across
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. . . - including severity of sleep disturbance, daytime tiredness, and severity
baseline. Demographic and baseline characteristics were generally | |
- . . of mood disturbance (Figure 1).
similar across treatment groups for this patient cohort (Table 1). _
Disclosures
References | DGB served as a consultant for UCB, XenoPort, Inc.,
1. Horizant [prescribing Information]. Santa Clara, CA: XenoPort, Inc; 2013. Impax Pharmaceuticals, and Otsuka. MJ is a consultant
2. Kushida CA, et al. Neurology. 2009;72:439-446. to XenoPort, Inc. RK and GS are employees of and own
3. Lee DO, et al. J Clin Sleep Med. 2011 ,7282—292 stock in XenoPort’ Inc.
4. Lal R, et al. Clin Neuropharmacol. 2012;35:165-173.
5. Allen RP, et al. Sleep Med. 2003;4:101-119.
Receive an electronic PDF of this poster on your mobile phone:

Acknowledg ments * Go to getscanlife.com from your mobile browser to download the free
These studies and this analysis were conducted by XenoPort, Inc., Santa Clara, CA. barcode reader application
Support for medical writing was provided by XenoPort, Inc. - Scan the code and get access to content

Associated Professional Sleep Societies 28th Annual SLEEP Meeting; Minneapolis Convention Center, Minneapolis, MN — May 31-June 4, 2014




