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GEMTESA® (vibegron) 
Blood Pressure 

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 

• Vibegron is a selective human beta-3 adrenergic receptor agonist. Activation of the beta-
3 adrenergic receptor increases bladder capacity by relaxing the detrusor smooth 
muscle during bladder filling.1 

• In a 4-week, randomized, placebo-controlled, ambulatory blood pressure study in OAB 
patients, daily treatment with vibegron 75 mg was not associated with a statistically or 
clinically significant changes in blood pressure. Subjects enrolled in this study had a 
mean age of 59 years and 75% were female. Thirty-five percent of subjects had pre-
existing hypertension at baseline and 29% of all subjects were taking at least 1 
concomitant antihypertensive medication.1 

• In the 12-week EMPOWUR study, the reported rate of hypertension was 1.7% for 
vibegron and placebo. There was no clinically relevant difference in post-treatment blood 
pressure between subjects who were or were not hypertensive at baseline.2 

• In the 40-week EMPOWUR Extension study, the adverse event rate for hypertension 
was vibegron 8.8% vs active control 8.6%.3 

 
Ambulatory Blood Pressure Monitoring Study 
A phase 1b, randomized, double-blind, placebo-controlled trial was designed to evaluate the 
potential pressor effects of steady-state vibegron 75 mg, the dose used in the phase 3 trial, vs 
placebo over a 24-hour dosing interval in the target OAB population (N=214 randomized). 
Ambulatory blood pressure is an established, sensitive method to evaluate small changes in 
blood pressure (BP) and heart rate (HR). Specifically, the study was designed to rule out a 
clinically meaningful increase (≥3.5 mmHg) in daytime ambulatory systolic BP or HR.4  
197 subjects received greater than or equal to 1 dose of vibegron (N=96) or placebo (N=101) 
and had valid baseline and day 28 ambulatory blood pressure measurements. Mean age of the 
full analysis set (FAS) was 59 years and 75% were female; 40% and 31% of subjects receiving 
vibegron or placebo, respectively, had pre-existing hypertension.4 

Treatment with vibegron 75 mg once daily for 28 days did not produce a statistically significant 
or clinically meaningful increase in mean daytime ambulatory systolic BP compared with 
placebo in the FAS population (treatment difference in least square mean change from baseline 
[LSM CFB]: 0.81 mmHg; 90% CI: -0.88 mmHg, 2.49 mmHg). The upper bound of the 90% CI for 
the treatment difference (< 2.5 mmHg) was lower than the prespecified threshold of 3.5 mmHg.4 

Consistent with the results for the primary endpoint, treatment with vibegron 75 mg once daily 
for 28 days did not result in a statistically significant (the 90% CI includes zero) or clinically 
meaningful change compared with placebo in mean daytime ambulatory diastolic BP in the FAS 
population (treatment difference in LSM CFB: -0.04 mmHg; 90% CI: -1.20 mmHg, 1.11 mmHg) 
or mean daytime ambulatory heart rate (treatment difference in LSM CFB: 0.88 bpm;  
90% CI: -0.26 bpm, 2.03 bpm).4 



 

Page 2 of 2 
 

The safety profile of vibegron was consistent with other studies of vibegron in subjects with 
OAB. The reported rate of the treatment-emergent adverse event (AE) of hypertension was 
similar in the vibegron (n=5; 4.7%) and placebo groups (n=4; 3.7%); no event of hypertension 
with vibegron was considered study treatment related by the investigator. Of the hypertension 
events that occurred in the vibegron group, 1 event was reported in a subject who was taking a 
prohibited medication (phentermine) that is known to have a risk of increasing blood pressure.4 
Phase 3 EMPOWUR Trial 
This randomized, double-blind, placebo- and active-controlled study enrolled adult subjects with 
wet or dry OAB (urinary urgency with or without urge incontinence).2 Subjects were randomized 
5:5:4 to receive a once daily vibegron 75 mg tablet, placebo or tolterodine ER (active control) 4 
mg tablet each morning. On the 7 days preceding run-in the beginning of double-blind treatment 
(baseline), and the end of treatment weeks 2, 4, 8 and 12, patients completed a voiding diary, 
including micturitions, urgency, incontinence and whether incontinence episodes were due to 
urge or other reasons.2 

Among subjects in the vibegron group, AEs with an incidence ≥2.0% and greater than placebo 
were headache (4.0% vs 2.4%), nasopharyngitis (2.8% vs 1.7%), diarrhea (2.2% vs 1.1%), 
nausea (2.2% vs 1.1%), and upper respiratory tract infection (2.0 vs 0.7%).1,2 
The reported rate of hypertension was 1.7% for vibegron and placebo. There was no clinically 
relevant difference in post-treatment blood pressure between subjects who were or were not 
hypertensive at baseline.2 
Phase 3 EMPOWUR Extension Trial 
Following the 12-week EMPOWUR trial,3 a 40-week extension trial was conducted with 
EMPOWUR completers.4 Subjects previously randomized to receive vibegron 75 mg or 
tolterodine ER 4 mg (active control) continued their same once daily blinded treatment for an 
additional 40 weeks (52 total weeks of treatment). Subjects previously randomized to receive 
placebo were randomized 1:1 to receive blinded vibegron 75 mg or tolterodine ER 4 mg (active 
control) once daily for 40 weeks. Following enrollment in the extension study, subjects were 
evaluated at Weeks 16, 24, 36, 44 and 52 relative to Day 1 of 12-week EMPOWUR trial.3 

Among subjects treated with vibegron (n=273), 171 subjects (62.6%) reported at least one AE 
and four subjects (1.5%) discontinued due to an AE. Among tolterodine-treated (active control) 
subjects (n=232), 126 subjects (54.3%) reported at least one AE and eight (3.4%) discontinued 
due to an AE. AEs reported with an incidence >5% among subjects receiving vibegron were 
hypertension (n=24, 8.8%), urinary tract infection (n=18, 6.6%), and headache (n=15, 5.5%). 
These AEs were reported by 20 (8.6%), 17 (n=7.3) and 9 (3.9%), respectively, by subjects in 
the tolterodine group (active control).3 
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