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GEMTESA® (vibegron):  
EMPOWUR Patient Global Impression of Improvement (PGI) Results 

GEMTESA® is a beta-3 adrenergic agonist indicated for the treatment of overactive bladder 
(OAB) with symptoms of urge urinary incontinence (UUI), 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 informing your own opinion and making 
your own decisions. Do not copy or distribute. For informational purposes only. 

Summary 

• Urovant’s Phase 3 vibegron registration program includes data from a 12-week safety 
and efficacy trial (EMPOWUR), and a long-term 40-week efficacy and safety extension 
study for a total of 52 weeks. 

• EMPOWUR demonstrated vibegron treated patients experienced statistically significant 
improvements in objective measures of OAB symptoms, including change from baseline 
in the average number of daily micturitions and change from baseline in the average 
daily number of UUI episodes, and secondary subjective endpoints including Patient 
Global Impression (PGI) measures.2 

• PGI-severity, PGI-I control, PGI-frequency, PGI-leakage, and PGI-change are single 
item patient-reported outcome (PRO) measures used during the EMPOWUR trial to 
capture the patients’ impression of improvements in their OAB symptoms.3  

• At week 12 of the EMPOWUR trial, the least square (LS) mean change from baseline to 
week 12 was significantly improved with vibegron for all PGI measures compared to 
placebo.3  

• Results from a post hoc analysis showed a greater proportion of vibegron treated 
patients reported the most favorable responses on PGI measures compared with 
placebo.3  

Patient Global Impression (PGI) Measures 

Introduction 

Validated PROs serve as important and clinically relevant subjective measures in the study of 
patients with OAB and capture the patients' perception of their symptoms.4 During the 
EMPOWUR trial, patients completed the PGI-severity, PGI-control, PGI-frequency, PGI-
leakage, and PGI-change at baseline and weeks 4, 8, and 12. Patients self-rated their 
symptoms for each PGI measure using a one week recall period. The PGI-severity and PGI-
control were secondary endpoints, and PGI-frequency, PGI-leakage, and PGI-change were 
exploratory endpoints in EMPOWUR. 

The PGI-severity and PGI-change measures have been previously validated. The PGI is scored 
from 1 to 4 for severity; 1 to 5 for control, frequency, and leakage; and 1 to 7 for change, with 
lower scores indicating better QOL [Table 1].3  

  



Table 1: Patient Global Impression (PGI) Measures Questions and Response Options Used in 
EMPOWUR 

PGI Measure PGI Questions Asked Patients About  PGI Scoring* 
Severity 
 

Severity of their symptoms 1=none, 2=mild, 3=moderate, 
4=severe 

Control 
 

Control of their symptoms 1=complete control, 2=a lot of 
control, 3=some control, 4=only 
a little control, 5=no control 

Frequency Frequency of symptoms 1=never, 2=rarely, 
3=sometime,4= often, 5=very 
often 

Leakage Frequency of urine leakage 1=never, 2=rarely, 
3=sometime, 4=often, 5=very 
often 

Change Severity of symptoms compared with the 
start of the study 

1=much better,2= moderately 
better, 3=a little better, 4=no 
change, 5=a little worse, 
6=moderately worse, 7=much 
worse 

*Lower score indicates better quality of life 

EMPOWUR Trial Overview 

Study design 

EMPOWUR was an international Phase III, randomized, double-blind, placebo-, and active- 
controlled study and it was conducted to evaluate the safety and efficacy of vibegron in patients 
with symptoms of OAB. Patients were required to be at least 18 years of age, and to have a 
history of OAB to be eligible for study participation. Patients with OAB wet and dry were 
included in the study; however, enrollment was limited to 25% for patients with OAB dry.2 
Following a 1-to-5-week screening period, a 28-day washout period, and a 2-week single-blind 
(patient) placebo run-in period, eligible patients were randomized into a 12-week treatment 
period followed by a 4-week follow-up safety evaluation.2,3 Patients were randomized into one of 
three treatment groups, vibegron 75 mg, placebo, or 4 mg tolterodine ER (active control); all 
treatments were self-administered, once daily every morning.2 Patients completed the OAB-
questionnaire long form (OAB-q LF) for a 1-week recall period at baseline and at week 12. 
Patients also completed the PGI-severity, PGI-control, PGI-frequency, PGI-leakage, and PGI-
change at baseline and at weeks 4, 8 and 12.3  

The study was powered to detect a treatment difference between vibegron and placebo; all 
other efficacy comparisons between study groups were considered supportive and given 
nominal p values.2  



Co-primary endpoints 

The two co-primary endpoints were change from baseline to week 12 in the average daily 
number of micturitions for each patient and change from baseline to week 12 in the average 
daily number of urge urinary incontinence (UUI) episodes on OAB wet patients.2   

Secondary and exploratory endpoints  

Key secondary efficacy endpoints included change from baseline to week 12 in the average 
number of daily urgency episodes, the coping subscale on the OAB-q LF, the percentage of 
OAB wet patients with ≥75% reduction in daily UUI episode, the average number of daily total 
incontinence episodes, change in average volume voided per micturition and PGI- severity and 
PGI-control.2 Additional secondary and exploratory endpoints at week 12 included changes in 
the OAB-q LF subscales scores related to concern, sleep, social interaction, health-related 
quality of life total score, symptom bother scale and PGI-frequency, PGI-leakage, and PGI-
change.3  

Results 

Co-primary endpoints 

A total of 1,518 patients were randomized into the study. Patient baseline characteristics were 
well balanced across the three treatment groups.2 Approximately 85% of subjects were women 
and 15% men with a mean age of 60 years; of these, 77% had a diagnosis of OAB wet and 23% 
OAB dry.2,3 At the end of the study, at week 12, the change from baseline in the average 
number of daily micturitions in the vibegron group (n=492) was -1.8 episodes per day, 
compared to placebo (n=475) -1.3 episodes per day, resulting in a statistically significant least 
square (LS) mean difference of -0.5 (95% CI -0.8, -0.2; p<0.0010).2 For the co-primary endpoint 
of change from baseline in the average daily number of UUI episodes in OAB wet patients, 
statistically significant reductions from baseline were observed at week 12 in the vibegron group 
(adjusted mean – 2 episodes per day) compared to the placebo group (adjusted mean -1.4 
episodes per day), resulting in a statistically significant LS mean difference of -0.6 (95%CI -0.9, 
-0.3; p<0.0001). efficacy was demonstrated as early as 2 weeks.2  

Patient Global Impression (PGI) Secondary and Exploratory Measures 

Vibegron treated patients experienced LS mean changes from baseline at week 12 that were 
significantly greater for all PGI measures than placebo, and numerically greater than the 
tolterodine group [Table 2].3  

Table 2: Least Squared Mean Difference in PGI Scores vs Placebo at Week 12 

 
PGI Measure† 

Vibegron Tolterodine 
LSMD (95% CI)‡ P value LSMD (95% CI) ‡ P value 

PGI-severity -0.2 (-0.3 to -0.1) <0.0001 -0.1 (-0.2 to 0) 0.0055 
PGI-control -0.3 (-0.4 to -0.2) <0.0001 -0.2 (-0.3 to -0.1) <0.001 
PGI-frequency -0.3 (-0.4 to -0.2) <0.0001 -0.2 (-0.3 to -0.1) 0.0023 
PGI-leakage± -0.2 (-0.4 to -0.1) <0.001 -0.1 (-0.2 to 0) 0.1768 
PGI-change -0.4 (-0.6 to -0.3) <0.0001 -0.3 (-0.5 to -0.1) <0.001 

The PGI is scored from 1‒4 for severity; 1‒5 for control, frequency, and leakage; and 1‒7 for change. 
Lower scores indicate better QOL; decreases in score indicate improvement. 



Abbreviations: CI, confidence interval; LSMD, least-squares mean difference; PGI, patient global 
impression 
†Vibegron, n=494; tolterodine, n=382; placebo, n=484 
‡Verses placebo 
±Vibegron, n=382; tolterodine, n=289; placebo, n=378 
Table modified from Frankel et al., 2020 (Table 3) 

Results from a post hoc exploratory analysis found a greater proportion of vibegron treated 
patients reported the most favorable responses on PGI measure at week 12 compared with 
placebo. By the end of the study, patients treated with vibegron were statistically significantly 
more likely to report a more favorable for each PGI measure compared to placebo with odds 
ratios and 95% CI >1.0 for all PGI measures [Table 3].3  

Table 3: Odds ratios (95% CI) for Patients who Reported Favorable Responses on PGI 
measures at week 12 (Post hoc analysis results) 

 
PGI Measure 

Vibegron vs. Placebo  
OR (95% CI)  

Tolterodine vs Placebo 
OR (95% CI)  

PGI-severity 2.2 (1.4 to 3.5)  1.4 (0.8 to 2.3)  
PGI-control 2.2 (1.5 to 3.3)  1.7 (1.1 to 2.6)  
PGI-frequency 2.4 (1.4 to 4.3)  1.7 (0.9 to 3.3)  
PGI-leakage 1.6 (1.1 to 2.4)  1.0 (0.6 to 1.5)  
PGI-change 2.2 (1.6 to 2.9)  1.6 (1.1 to 2.2)  

Abbreviations: CI, confidence intervals; PGI, Patient Global Impression OR, odds ratio  
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