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GEMTESA® (vibegron)  
Phase 3 EMPOWUR Trial 

Inclusion and Exclusion Criteria 

GEMTESA® (vibegron) is a beta-3 adrenergic agonist indicated for the treatment of overactive 
bladder (OAB) with symptoms of urge urinary incontinence, urgency, and urinary frequency in 
adults.1 Please see accompanying full Prescribing Information. 
This information is intended for healthcare professional use only. This information is provided as 
a professional courtesy in response to your unsolicited request for medical information. It is 
intended to provide pertinent data that will assist you in forming your own opinion and making 
your own decisions. Do not copy or distribute. For informational purposes only. 
Summary 

• The 12-week phase 3 trial demonstrated once-daily vibegron 75 mg provided statistically 
significant reductions in daily micturitions, urge urinary incontinence (UUI), episodes of 
urgency, and increased the volume of urine per micturition relative to placebo. Among 
adverse events (AEs) of clinical interest, the rates of hypertension, increased blood 
pressure, urinary tract infection and urinary retention were similar to placebo.2 

o AE incidence of hypertension (1.7% for vibegron and for placebo), blood 
pressure increase (0.7% for vibegron, 0.9% for placebo), urinary tract infection 
(5.0% for vibegron, 6.1% for placebo), urinary retention (0.4% for vibegron, 0.6% 
for placebo). 

• If stress urinary incontinence was present, the total number of UUI episodes must have 
been greater than the total number of stress urinary incontinence episodes from the 
previous visit diary (based on the Patient Voiding Diary returned both at the Run-in Visit 
and Baseline Visit).3 

• Key exclusion criteria included subjects with lower urinary tract pathology that could be 
responsible for urgency, frequency, or incontinence; subjects with a history of cerebral 
vascular accident.4 

o Lower urinary tract pathology included, but not limited to, urolithiasis, interstitial 
cystitis, prostate cancer, gastrointestinal (GI) cancer, tuberculosis, stone disease, 
urothelial tumor, prostatitis, and clinically relevant benign prostatic hypertrophy 
(BPH) or bladder outlet obstruction (BOO), as judged by the investigator.3 

 
Phase 3 EMPOWUR Trial 
This international, randomized, double-blind, placebo- and active-controlled study consisted of a 
1- to 5-week screening period; a 28-day washout period; a 2-week single-blind (subject) placebo 
run-in period; a 12-week randomized, double-blind treatment period; and a 4-week follow-up 
safety evaluation.1,2 

Key Inclusion Criteria: 
• Males or females ≥ 18 years of age. Up to 15% of subjects could be male.2 
• History of OAB for at least 3 months prior to the Screening Visit. OAB was defined as 

urgency, with or without urge urinary incontinence (UUI), usually associated with 
frequency and nocturia.2 
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• Met either the OAB Wet or OAB Dry criteria described below, based on the 7-day Patient 
Voiding Diary returned both at the Run-in Visit and Baseline Visit: 
 

o OAB Wet criteria:2,3 
− An average of ≥ 8.0 micturitions per Diary Day; and 
− An average of ≥ 1.0 UUI episodes per Diary Day; and 
− If stress urinary incontinence was present, the total number of UUI 

episodes must have been greater than the total number of stress 
urinary incontinence episodes from the previous visit diary. 

o OAB Dry criteria:2.3 
− An average of ≥ 8.0 micturitions per Diary Day; and, 
− An average of ≥ 3.0 urgency episodes per Diary Day; and 
− An average of < 1.0 UUI episodes per Diary Day; and 
− If stress urinary incontinence was present, the total number of UUI 

episodes must have been greater than the total number of stress 
urinary incontinence episodes from the previous visit diary. 

Note: Up to 25% of subjects that met OAB Dry criteria may have been enrolled.2,4 
Key Exclusion Criteria 

Urological Medical History 

• History of 24-hour urine volume greater than 3,000 mL.4 
• Lower urinary tract pathology that could, in the opinion of the investigator, be responsible 

for urgency, frequency, or incontinence; including, but not limited to, urolithiasis, 
interstitial cystitis, prostate cancer, GI cancer, tuberculosis, stone disease, urothelial 
tumor, prostatitis, and clinically relevant BPH or BOO, as judged by the investigator.3 

Other medical history 

• History of cerebral vascular accident.4 
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