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OPEN

Efficacy and Safety of Vibegron for the Treatment of
Overactive Bladder in Women: A Subgroup Analysis From
the Double-Blind, Randomized, Controlled EMPOWUR Trial

Importance The international phase 3 EMPOWUR trial demonstrated
efficacy and safety of vibegron, a newer b3-adrenergic receptor agonist, in
adults with overactive bladder (OAB). Women are disproportionately
affected by OAB, especially those with bothersome symptoms, such as urge
urinary incontinence (UUI).
Objective This subgroup analysis from EMPOWUR assessed efficacy and
safety of vibegron in women.
Study Design In EMPOWUR, patients with OAB were randomized 5:5:4 to
12 weeks of treatment with once-daily vibegron 75 mg, placebo, or
tolterodine 4-mg extended release. Efficacy end points included change
from baseline at week 12 in mean daily number of micturitions, UUI
episodes, and urgency episodes. Safety was assessed through adverse
events (AEs).
ResultsOf the patients included in the analysis, 1286 (84.9%) were women
(vibegron, n = 463; placebo, n = 459; tolterodine, n = 364). At week 12,
women receiving vibegron showed significant reductions (95% confidence
intervals of least squares mean differences does not include 0) from baseline
versus placebo in mean daily micturitions, UUI episodes, and urgency
episodes, with least squares mean differences (95% confidence intervals) of
−0.5 (−0.8 to −0.2), −0.7 (−1.0 to −0.4), and −0.8 (−1.3 to −0.4),
respectively. Treatment-emergent AE incidence was similar with vibegron
(39%) and placebo (35%); the most common AE with incidence higher with
vibegron (4.3%) than placebo (2.6%) was headache.
Conclusions In this subgroup analysis, women receiving vibegron showed
significant reductions in key efficacy end points versus placebo and
favorable safety profile, consistent with the overall results from EMPOWUR,
suggesting that vibegron is efficacious and safe for the treatment of OAB in
this patient population.

Urogynecology 2023;29:48–57

DOI: 10.1097/SPV.0000000000001258

O veractive bladder (OAB) is a chronic disorder characterized by the
sudden, intense urge to urinate, with or without urge urinary in-
continence (UUI), usually accompanied by frequency and

nocturia.1 While the overall prevalence of OAB in the United States is
similar between women andmen (17% and 16%, respectively), women are
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WHY THIS MATTERS
Anticholinergics are commonly used and
can be effective in the treatment of
overactive bladder (OAB); however,
long-term use is of concern because of
the associated elevated risk of dementia
and falls or fractures. The prevalence of
anticholinergic burden is greater in
women compared with men, as is the
rate of falls among older women
(�65 years) with urge urinary
incontinence (UUI). In the EMPOWUR
trial, treatment with the b3-adrenergic
receptor agonist vibegron for 12 weeks
was shown to be safe and efficacious in
the treatment of OAB. In this
prespecified subgroup analysis of
women with OAB, patients receiving
vibegron showed significant reductions
from baseline versus placebo in mean
daily micturitions, UUI episodes, and
urgency episodes. In addition, significant
improvements in quality-of-life measures,
the OAB questionnaire and Patient
Global Impression, scores were seen.
Results were consistent with the overall
EMPOWUR trial. The frequency of
treatment-emergent adverse events with
vibegron was similar to placebo (39%
and 35%, respectively), including
hypertension (1.9% and 1.7%,
respectively), and to the overall
EMPOWUR trial. The significant
improvements in OAB symptoms
observed in this analysis suggest
that vibegron may be a beneficial
and safe treatment option
among women with OAB.
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disproportionately affected by one of the most bother-
some symptoms, namely UUI, compared with men.2,3

Moreover, the prevalence of OAB with UUI increases
with age at a greater rate in women comparedwithmen
(P<0.0001).3 As such, a higher percentage of
women than men with OAB report experiencing
symptoms of UUI and/or urinary urgency at least
sometimes (43.1% vs 27.2%, respectively) or often
(32.6% vs 15.8%).4 In addition, women with OAB
with or without UUI have significantly decreased scores
in measures of quality of life (QoL), depression, sexual
function, and quality of sleep compared with individ-
uals without OAB.3,5

Behavioral therapies (eg, pelvic floor muscle exer-
cises and bladder training), alone or in combination
with pharmacotherapy, are recommended as first-line
treatment in managing symptoms of OAB.1 Recom-
mended second-line treatments include anticholinergics
and b3-adrenergic receptor agonists. Anticholinergics
are commonly prescribed for the treatment of OAB and
are more likely to be prescribed for women than for
men.6,7 However, their use is associated with
persistence-limiting side effects.1,8 Accumulating
evidence suggests that long-term use of anticholinergics
increases the risk of developing cognitive impairment
and dementia.9–12 For this reason, the American
Urogynecologic Society recommends consideration of
alternative medications such as b3-adrenergic receptor
agonists for all patients as well as avoidance of anti-
cholinergics to treat OAB in women older than
70 years.13

Vibegron is a selective b3-adrenergic receptor ago-
nist approved in 2020 in the United States for the
treatment of adult patients with OAB.14,15 In the in-
ternational, randomized, double-blind, placebo- and
active-controlled, phase 3 EMPOWUR trial, vibegron
for 12 weeks showed efficacy and was safe and well
tolerated among adults with OAB.16 Patients who re-
ceived vibegron demonstrated significant improve-
ments from baseline in micturitions, UUI episodes, and
urgency episodes versus placebo (P<0.01 each).16

Furthermore, vibegron showed significantly greater
improvements versus placebo at week 12 in OAB
questionnaire (OAB-q) scores and Patient Global Im-
pression (PGI) scores (P<0.001 each).17 Given the
disproportionate bother and prevalence of symptoms
of OAB experienced by women, as well as the greater
impact on QoL, we performed these subgroup analyses
of the EMPOWUR trial to assess the efficacy, QoL
outcomes, and safety of 12 weeks of treatment with
vibegron in women from the EMPOWUR trial.

METHODS

Study Design
EMPOWUR (NCT03492281)was a phase 3, 12-week,
double-blind, placebo- and active (tolterodine)-
controlled trial of vibegron in adults with OAB. De-
tailed methods have been previously reported.16 Briefly,
the trial enrolled adults 18 years or older with a history
of OAB for �3 months before the screening visit
who met prespecified criteria for OAB wet or dry (ie,
with or without UUI, respectively). Patients completed a
24-hour voiding diary for 7 days before baseline and the
weeks 2, 4, 8, and 12 study visits. Patients completed the
OAB-q at baseline and at week 12 and the PGI subscales
at baseline and at weeks 4, 8, and 12. Criteria for OAB
wet included an average of �8 micturitions and
�1 UUI episode per day based on the 7-day patient
voiding diary at baseline; criteria for OAB dry included
an average of �8 micturitions, �3 urgency episodes,
and <1 UUI episode per day based on the 7-day patient
voiding diary at baseline. After a 2-week, single-blind
(patient), placebo run-in period, participants were
randomly assigned 5:5:4 to receive once-daily vibegron
75 mg, placebo, or tolterodine 4 mg extended release
(active control), respectively, for 12weeks. Randomization
occurred via stratification by sex (male, female) and by
OAB type (wet, dry).

The EMPOWUR trial was performed in accordance
with International Conference on Harmonisation of
Technical Requirements for Pharmaceuticals for Human
Use Good Clinical Practice. Investigators received insti-
tutional review board, research ethics board, or indepen-
dent ethics committee approval. All patients provided
written informed consent.

Outcomes
The coprimary efficacy end points were change from
baseline at week 12 in mean daily number of micturi-
tions and UUI episodes (prespecified subgroup analysis
in women). A key secondary efficacy end point was
change from baseline at week 12 in mean daily number
of urgency episodes (post hoc subgroup analysis in
women). Exploratory outcomes included change from
baseline at weeks 2, 4, and 8 in mean daily number of
micturitions, UUI episodes, and urgency episodes. The
QoL outcomes included changes from baseline at week
12 in OAB-q and PGI subscales (severity, control, fre-
quency, leakage, and change; post hoc subgroup
analysis). Details regarding the QoL outcomes have
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been previously reported.17 Safety (post hoc subgroup
analysis) was assessed through adverse events (AEs),
clinical laboratory assessments, and postvoid residual
urine volume.

Statistical Analyses
The full analysis set (FAS), which included all ran-
domized women who received �1 dose of the
double-blind study drug and had �1 evaluable change
from baseline measurement for micturitions, was used
for analysis of micturitions, urgency episodes, and QoL
outcomes not related to incontinence. The FAS for in-
continence included all randomized women with OAB
wet at baseline (based on randomized stratification into
OAB wet) who received �1 dose of the double-blind
study drug and had�1 evaluable change from baseline
measurement for UUI episodes and was used for
analysis of UUI episodes and QoL outcomes related to
incontinence. Safety was assessed in the safety set,
which included all randomized women who received
�1 dose of the double-blind study drug.

In analyzing the subgroup of women, the statistical
methods used in the original EMPOWUR trial were
used for these analyses to maintain consistency. A
mixed model for repeated measures (MMRM) with
restricted maximum likelihood estimation was used to
analyze changes from baseline at weeks 2, 4, 8, and 12
in efficacy outcomes and PGI scores (week 12 only);
covariates included in the MMRM were study visit,
OAB type (for analysis of micturitions and urgency
episodes), region (U.S. vs non-U.S.), baseline efficacy by
outcome, and visit-by-treatment interaction. Themodel
corrects for missing data and accounts for the fact that
measurements were taken on the same patient over
time and that these measurements tend to be correlated.

Statistical significance was determined if the 95%
confidence interval (CI) of least squares mean differ-
ence (LSMD) at the time point did not include zero. If
significance at the 0.05 α level for the coprimary end
points was achieved, then the key secondary end points
were tested sequentially in a predefined order. The
MMRM accounts for partial missingness in longitudi-
nal outcomes by estimating a random within-subject
effect. This results in unbiased estimates under the as-
sumption that data are missing at random. An un-
structured correlation structure was specified because
the visit variables are included in the model as classifi-
cation variables. An analysis of covariance was used to
analyze changes from baseline in the OAB-q; covariates
included OAB type, region, and baseline score. Indi-

vidual OAB-q scores were imputed as the mean of the
remaining items if <50% of the items were
missing, with no further imputation for the OAB-q
analysis of covariance. The primary comparison of in-
terest in these subgroup analyses was vibegron with
placebo; all other outcomes, including comparisons
between tolterodine and placebo, were considered de-
scriptive. Safety outcomes were analyzed using de-
scriptive statistics.

The overall trial planned to enroll 1400 patients
(500 to vibegron, 500 to placebo, 400 to tolterodine).
Assuming a 10% dropout, this would provide 98%
power to detect a between-group difference of 0.6 in
mean daily micturitions and 98% power to detect a
between-group difference of 0.51 in mean daily UUI
episodes, each using a 2-sided α level of 0.05.

RESULTS

Study Participants
Of the 1515 patients included in the safety set, 1286
(84.9%) were women (vibegron, n = 463; placebo,
n = 459; tolterodine, n = 364; Fig. 1). The mean age of
the women was 59.5 years; 40.8%were�65 years old,
and 10.9% were �75 years old (Table 1). Overall,
78.9% of women were White, and 18.7% were of
child-bearing potential. Most women (80.9%) were
randomized to OAB wet (ie, incontinence at baseline).
At baseline, the mean daily number of micturitions,
UUI episodes, and urgency episodes were comparable
between treatment groups, as were OAB-q and PGI
scores (Table 1).

Efficacy Outcomes
Among women, vibegron was associated with statisti-
cally significantly greater reductions (95%CI of LSMD
does not include 0) from baseline at week 12 versus
placebo in the mean daily number of micturitions (LS
mean, −1.9 vs −1.4, respectively; Fig. 2A; Supplemen-
tary Table 1, http://links.lww.com/FPMRS/A346); a
statistically significant reduction was seen as early as
week 2 and was maintained at weeks 4 and 8 with
vibegron versus placebo (Fig. 2A). Vibegron was asso-
ciated with statistically significantly greater reductions
(95% CI of LSMD does not include 0) from baseline at
week 12 versus placebo in mean daily number of UUI
episodes among women (LS mean, −2.1 vs −1.4, re-
spectively; Fig. 2B; Supplementary Table 1, http://links.
lww.com/FPMRS/A346); the reduction from baseline
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was significant beginning at week 2 andwasmaintained
at weeks 4 and 8with vibegron versus placebo (Fig. 2B).
Among women, vibegron was associated with statisti-
cally significantly greater reductions (95% CI of LSMD
does not include 0) from baseline at week 12 versus
placebo in mean daily number of urgency episodes
(LS mean, −2.8 vs −1.9, respectively; Fig. 2C; Supple-
mentary Table 1, http://links.lww.com/FPMRS/A346); a
statistically significant reduction was also seen at weeks
2, 4, and 8 with vibegron versus placebo (Fig. 2C).

Quality of Life Outcomes
Women receiving vibegron had significantly greater
improvement from baseline to week 12 in OAB-q
health-related QoL (HRQL) total, coping, concern,
sleep, and symptom bother subscale scores compared
with placebo (P<0.01 each; Fig. 3A; Supplementary
Table 2, http://links.lww.com/FPMRS/A346). Simi-
larly, women receiving vibegron had significantly
greater improvement in all PGI end points
(severity, control, frequency, leakage, and change) ver-
sus placebo (P<0.01 each; Supplementary Table 2,
http://links.lww.com/FPMRS/A346); at week 12,
greater percentages of women receiving vibegron com-

pared with placebo reported the most favorable re-
sponses on each PGI scale (Fig. 3B).

Safety
The incidence of treatment-emergent AEs (TEAEs) was
39.3%with vibegron, 34.9%with placebo, and 39.6%
with tolterodine (Table 2). Overall, 1.5%, 1.1%, and
3.8% of women, respectively, discontinued treatment
because of TEAEs. The most common TEAE in women
receiving vibegron reported at a higher rate than pla-
cebo was headache (4.3% vs 2.6%, respectively). In
addition, the rate of TEAE of hypertension with
vibegron, placebo, and tolterodine was 1.9%, 1.7%,
and 2.7%, respectively. No clinically meaningful
changes were seen in laboratory parameters (eg, he-
matologic tests, urinalysis) or in postvoid residual urine
volume (Supplementary Table 3, http://links.lww.com/
FPMRS/A346).

DISCUSSION
In this prespecified subgroup analysis of women with
OAB in the EMPOWUR trial, treatment with vibegron

FIGURE 1. Patient disposition. ER, extended release.
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for 12 weeks resulted in statistically significant reduc-
tions from baseline compared with placebo in the av-
erage daily number of micturitions, UUI episodes, and

urgency episodes. Women receiving vibegron demon-
strated improvements in OAB symptoms as early as
week 2, with statistically significant improvement

TABLE 1. Demographics and Baseline Clinical Characteristics of Women From the EMPOWUR Trial

Characteristic* Placebo (n = 459) Vibegron 75 mg (n = 463) Tolterodine 4 mg ER (n = 364) Overall (N = 1286)

Mean (SD) age, y 59.1 (13.3) 59.9 (13.3) 59.4 (13.2) 59.5 (13.2)

Age subgroup, n (%)

�65 y 183 (39.9) 205 (44.3) 137 (37.6) 525 (40.8)

�75 y 45 (9.8) 59 (12.7) 36 (9.9) 140 (10.9)

Race, n (%)

White 362 (78.9) 375 (81.0) 278 (76.4) 1015 (78.9)

Black or African American 70 (15.3) 67 (14.5) 61 (16.8) 198 (15.4)

Asian 22 (4.8) 19 (4.1) 21 (5.8) 62 (4.8)

Other 5 (1.1) 2 (0.4) 4 (1.1) 11 (0.9)

Diabetes mellitus, n (%) 67 (14.6) 80 (17.3) 61 (16.8) 208 (16.2)

Preexisting hypertension, n (%)† 43 (9.4) 36 (7.8) 36 (9.9) 115 (8.9)

Child-bearing potential, n (%) 88 (19.2) 84 (18.1) 68 (18.7) 240 (18.7)

HRT, n (%)

Receiving any HRT 25 (5.4) 17 (3.7) 20 (5.5) 62 (4.8)

Receiving transvaginal HRT 5 (1.1) 1 (0.2) 1 (0.3) 7 (0.5)

OAB type, n (%)‡

Wet 374 (81.5) 372 (80.3) 295 (81.0) 1041 (80.9)

Dry 85 (18.5) 91 (19.7) 69 (19.0) 245 (19.1)

Mean (SD) micturitions per day§ 11.7 (4.0) 11.3 (3.5) 11.4 (3.0) 11.5 (3.6)

Mean (SD) UUI episodes per day§ 2.9 (3.0) 3.0 (3.2) 2.8 (2.6) 2.9 (3.0)

Mean (SD) urgency episodes per day§ 8.0 (4.6) 8.1 (4.4) 7.8 (3.7) 8.0 (4.3)

Mean (SD) OAB-q score, n 443 447 351 1241

Total HRQL 63.2 (23.6) 62.6 (24.7) 64.4 (22.7) 63.3 (23.7)

Coping 57.8 (27.2) 57.1 (28.0) 59.6 (26.0) 58.0 (27.1)

Concern 62.9 (26.1) 61.6 (27.1) 63.2 (26.1) 62.5 (26.4)

Sleep 57.0 (26.7) 58.4 (27.9) 60.0 (25.1) 58.4 (26.7)

Social interaction|| 78.4 (25.3) 76.9 (25.8) 78.5 (24.5) 77.9 (25.2)

Symptom bother 50.8 (20.9) 50.2 (21.9) 48.7 (20.5) 50.0 (21.2)

Mean (SD) PGI score, n 444 448 352 1244

PGI-severity 3.0 (0.6) 3.0 (0.6) 3.0 (0.6) 3.0 (0.6)

PGI-control 3.2 (1.0) 3.3 (0.9) 3.2 (0.9) 3.2 (0.9)

PGI-frequency 3.8 (0.8) 3.8 (0.8) 3.6 (0.9) 3.7 (0.8)

PGI-leakage¶ 3.4 (0.9) 3.4 (0.8) 3.3 (0.9) 3.4 (0.9)

PGI-change 3.6 (1.1) 3.6 (1.1) 3.5 (1.1) 3.5 (1.1)

*Analyzed in the safety set (all randomized womenwho took�1 dose of double-blind study treatment), except for OAB-q and PGI scores, which were analyzed in the FAS or
FAS-I (all randomized women who took�1 dose of double-blind study treatment and had�1 evaluable change from baseline micturition or UUI measurement, respectively).
†Based on baseline vitals and prior medical history.
‡Based on randomization.
§Placebo, n = 457; vibegron, n = 462; tolterodine, n = 364; overall, n = 1283.
||Placebo, n = 442; vibegron, n = 447; tolterodine, n = 352; overall, n = 1241.
¶Placebo, n = 364; vibegron, n = 360; tolterodine, n = 284; overall, n = 1008.

ER, extended release; FAS, full analysis set; FAS-I, FAS for incontinence; HRQL, health-related quality of life; HRT, hormone replacement therapy; OAB, overactive
bladder; OAB-q, OAB questionnaire; PGI, patient global impression; UUI, urge urinary incontinence.
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FIGURE 2. LS mean (SE) change from baseline in mean daily (A) micturitions, (B) UUI episodes, and (C) urgency episodes in women. CI, confidence interval; ER,
extended release; LS, least squares; LSMD, LS mean difference; SE, standard error; UUI, urge urinary incontinence.
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versus placebo at week 12. Both vibegron and
tolterodine showed improvement versus placebo in
each outcome; however, the 95% CI of the LSMD for
tolterodine versus placebo overlapped 0 (ie, was not
statistically significant) for micturition and urgency
episodes. Furthermore, the clinical meaningfulness of
these improvements in OAB outcomes is supported by
significant improvements in patient-reported outcomes
related to OAB with vibegron versus placebo. Women
receiving vibegron showed significantly greater im-
provements versus placebo at week 12 for OAB-q
coping, concern, sleep, and symptom bother subscale

scores andHRQL total score. Treatment with vibegron
in women was also associated with greater improve-
ment in PGI scores, with consistently higher percent-
ages of women reporting the most favorable response
in each PGI measures compared with placebo at week
12. Vibegron in women with OAB was generally safe
and well tolerated, and no clinically meaningful differ-
ences were reported for vibegron versus placebo in the
overall incidence of TEAEs.

The efficacy and safety results from this subgroup
analysis of women with OAB were consistent with
those observed in the overall study population of the

FIGURE 3. Quality of life outcomes in women. (A) LS mean change from baseline at week 12 inOAB-q scores. For coping, concern, sleep, social interaction, and HRQL
total, increases indicate improvement; for symptom bother, decreases indicate improvement. (B) Percentage of women reporting the best response for each PGI
measure at week 12. *P< 0.05; **P < 0.01; ***P < 0.001. †Placebo, n = 431; vibegron, n = 436; tolterodine, n = 339. ‡Placebo, n = 340; vibegron, n = 341; tolterodine,
n = 256. HRQL, health-related quality of life; LS, least squares; OAB-q, overactive bladder questionnaire; PGI, patient global impression.
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EMPOWUR trial.16 The LSMD for vibegron versus
placebo was generally comparable in women and the
overall population for micturitions (women, −0.5;
overall, −0.5), UUI episodes (−0.7; −0.6), and urgency
episodes (−0.8; −0.7). In an analysis of clinical mean-
ingfulness of the EMPOWUR trial, significantly more
patients receiving vibegron versus placebo achieved
meaningful reductions in efficacy end points (ie,�15%
reduction in micturitions, �50% reduction in urgency
episodes, and �75% and 90% reduction in UUI epi-
sodes), which were associated with patient-perceived
improvement.18

Although slightly higher rates of certain TEAEs,
such as headache, occurred more frequently with
vibegron than with placebo among women (4.3% vs
2.6%, respectively), the incidence of headache with
vibegron versus placebo aligns with the overall safety
results of the overall population from the EMPOWUR
trial (4.0% vs 2.4%, respectively).16 In addition,
TEAEs of hypertension in women displayed similar
rates for vibegron and placebo (1.9% and 1.7%,
respectively).

Urinary incontinence (UI), and in particular UUI, is
a common symptom of OAB that is highly prevalent in
women. The use of anticholinergics to treat UI due to
OAB is associated with adverse effects, particularly dry
mouth,19 limiting long-term treatment adherence and

persistence.8 Indeed, a systematic review of randomized
controlled trials of anticholinergics for women with UI
showed the incidence of dry mouth was 3 times more
common with anticholinergics than placebo (relative
risk, 3.00 [CI, 2.70–3.34]).20 Similarly, this analysis
showed that among women receiving tolterodine, the
incidence of dry mouth was greater than with vibegron
and placebo (6.6% vs 1.7% and 0.9%, respectively).

Although anticholinergics can be efficacious in
treating symptoms of OAB, long-term anticholinergic
use is being shown to be associated with an elevated
risk of dementia10 and falls or fractures.21–23 This is
especially concerning among older women as the
prevalence of anticholinergic burden �3 is greater in
women comparedwithmen,24 leading to recurrent falls
in postmenopausal women.22 Furthermore, a previous
report showed falls to be more frequent in adults
�65 years old (39.4%) with UUI compared with
those without UUI.25 Higher fall rates in this popula-
tion may be partly due to a slower gait speed and in-
creased variability in gait among older women
(�65 years) with severe UI experiencing urinary ur-
gency.26,27 As such, the significant improvements ob-
served in this analysis with vibegron in both UUI epi-
sodes and urgency episodes suggest that vibegron may
be a beneficial and safe treatment option among older
women with OAB.

TABLE 2. Summary of Safety in Women (Safety Set*)

AE, n (%) Placebo (n = 459) Vibegron 75 mg (n = 463) Tolterodine 4 mg ER (n = 364)
≥1 TEAE 160 (34.9) 182 (39.3) 144 (39.6)

≥1 treatment-related TEAE 51 (11.1) 62 (13.4) 57 (15.7)

≥1 TEAE leading to study drug discontinuation 5 (1.1) 7 (1.5) 14 (3.8)

≥1 serious TEAE 4 (0.9) 6 (1.3) 8 (2.2)

Resulting in death 0 0 1 (0.3)†

≥1 treatment-related serious TEAE 0 1 (0.2)‡ 0

TEAEs occurring in �1% of women in the vibegron group and more than placebo

Headache 12 (2.6) 20 (4.3) 10 (2.7)

Nasopharyngitis 9 (2.0) 15 (3.2) 9 (2.5)

Nausea 5 (1.1) 11 (2.4) 5 (1.4)

Diarrhea 6 (1.3) 9 (1.9) 9 (2.5)

Hypertension 8 (1.7) 9 (1.9) 10 (2.7)

Constipation 6 (1.3) 8 (1.7) 5 (1.4)

Dry mouth 4 (0.9) 8 (1.7) 24 (6.6)

Upper respiratory tract infection 4 (0.9) 8 (1.7) 2 (0.5)

Dizziness 4 (0.9) 5 (1.1) 3 (0.8)

*All randomized women who took �1 dose of double-blind study treatment.
†Patient reported AEs of urinary tract infection, sepsis, and cerebrovascular accident around the time of death; no AE was considered related to study treatment
by the investigator.
‡Noncardiac chest pain, which resolved and was considered not related to study drug by the sponsor.

AE, adverse event; ER, extended release; TEAE, treatment-emergent AE.
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Given the symptoms associated with OAB can be
burdensome and significantly affect patient QoL, the
International Continence Society recommends evaluating
QoLmeasures in addition to symptommeasures.28 These
subgroup analyses showed that women receiving
vibegron experienced significant and clinically meaning-
ful improvements versus placebo in patient-reportedQoL
measures, including the OAB-q and PGI. This is clinically
important given that women with OAB show high rates
of symptoms of depression, poor sleep quality, and rela-
tively lowQoL.3Notably, these results are consistentwith
previous analyses in patient-reported QoL measures in
the overall population from the EMPOWUR trial.17

A limitation of the analysis was the relatively short
study duration of 12 weeks. However, a 40-week
double-blind extension of the EMPOWUR trial (52
total weeks of treatment)29 demonstrated long-term
efficacy and safety of vibegron. Sample size was calcu-
lated for the overall population, and therefore, power
was reduced to identify differences between groups in
this subgroup analysis. Consistent with the
placebo-controlled trials of OAB and previously ob-
served in other similar analyses,30 a relatively high
placebo response rate was observed. However,
vibegron was associated with statistically significant
improvements versus placebo in OAB symptoms in
women despite the high placebo response.

CONCLUSIONS

The results of this subgroup analysis of women with
OAB are consistent with results from the 12-week

EMPOWUR trial, demonstrating that once-daily
vibegron 75 mg was associated with statistically sig-
nificant reductions versus placebo in efficacy end
points, including UUI and urgency, with a favorable
safety and tolerability profile. Furthermore, treatment
with vibegron among women with OAB significantly
improved QoL measures compared with placebo.
These results suggest that vibegron is efficacious and
safe for the treatment of women with OAB.
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