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Vibegron in Patients Aged ≥65 Years 
 
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. Please see accompanying full Prescribing Information.  
 
EMPOWUR was a phase 3 clinical trial designed to compare the safety and efficacy of once 
daily vibegron 75 mg tablets with placebo and tolterodine 4 mg extended-release (ER) tablets 
(active control). The study design consisted of a 1 to 5-week screening period, a 4-week 
washout period, a 2-week single-blind placebo run-in period, a 12-week, double-blind treatment 
period, and a 4-week safety follow-up. Patients were randomized 5:5:4 to once daily vibegron 
75 mg, placebo or tolterodine 4 mg ER (active control).1  
The co-primary efficacy endpoints were the change from baseline at week 12 in the average 
number of baseline daily micturitions and the change from baseline at week 12 in the average 
number of baseline daily urge urinary incontinence (UUI) episodes among subjects with 
symptoms of OAB for at least 3 months with an average of 8 or more micturitions per day and at 
least 1 UUI per day, or an average of 8 or more micturitions per day and an average of at least 
3 urgency episodes per day. UUI was defined as leakage of urine of any amount because the 
patient felt an urge or need to urinate immediately.1 
Additional endpoints included change from baseline in average daily number of “need to urinate 
immediately” (urgency) episodes and average volume voided per micturition. The study 
population included OAB medication-naïve patients as well as patients who had received prior 
therapy with OAB medications. Safety was assessed through adverse events (AEs). Efficacy 
analyses compared vibegron with placebo; no efficacy comparisons were made between 
vibegron and tolterodine (active control).1 

Enrolled patients were randomized to vibegron (n=547), placebo (n=540), or tolterodine (active 
control, n=431), were mostly female (85%) with wet OAB (77%). The mean age of enrolled 
patients was approximately 60 years and 628 (42.9%) were ≥65 of whom 488 (77.7%) had wet 
OAB. Vibegron demonstrated significant improvement in the change in the mean number of 
daily micturitions and UUI episodes vs. placebo (for each, p<0.001), urgency episodes vs. 
placebo (p<0.01) and was numerically greater to tolterodine (active control) in all evaluable 
efficacy variables.2 

Among patient ≥65 years, mean changes from baseline in the average number of daily 
micturitions, UUI episodes and urgency episodes were maintained in older vibegron-treated 
patients and unchanged or worse among subjects treated with placebo or tolterodine relative to 
the overall population. For this older population, week 12 improvements were statistically 
significant for micturitions (p<0.001), UUI episodes (p<0.001), and urgency episodes (p<0.01) 
vs placebo (Figure 1, Figure 2, Figure 3, respectively).2 
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Figure 1. Change from baseline in average daily number of micturitions for patients  
≥65 years.  

 
ER, extended release; LS, least squares. *P<0.05, **P<0.01, ***P<0.001 vs placebo using mixed model for repeated 
measures 
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Figure 2. Change from baseline in average daily number of UUI episodes for patients  
≥65 years. 

 
ER, extended release; LS, least squares, UUI, urgency urinary incontinence. *P<0.05, **P<0.01, ***P<0.001 vs 
placebo using mixed model for repeated measures 
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Figure 3. Change from baseline in average daily urgency episodes at week 12 for patients 
≥65 years  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
LS, least squares. *P<0.05, **P<0.01, ***P<0.001 vs placebo using mixed model for repeated measures 
 
The rate of adverse events was similar across treatment groups among subjects ≥65 years old 
(placebo, 37.3%; vibegron, 44.7%; tolterodine (active control), 42.7%) and the total study 
population (placebo, 33.3%; vibegron, 38.7%; tolterodine (active control), 38.6%). Adverse 
events occurring in ≥2% of vibegron-treated patients aged ≥65 years and more frequently than 
placebo are summarized in Table 1.2 

 
Table 1. Adverse Events 

 
AE, adverse event; URTI, upper respiratory tract infection; BP, blood pressure 
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Among patients who received vibegron, rates of both hypertension and increased blood 
pressure were similar or lower among adults aged ≥65 years compared with patients who 
received placebo or tolterodine (active control).2 
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. 
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