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Abstract

Objective : To evaluate the short-term efficacy and safety of add-on vibegron therapy
in patients with Overactive Bladder (OAB) associated with Benign Prostatic Hyperplasia
(BPH) whose symptoms were insufficiently improved by silodosin monotherapy.

Methods : Thirty male patients who continued to experience OAB symptoms after
>4 weeks of silodosin 8mg/day were enrolled, and vibegron 50mg/day was added
for an additional 4 weeks. Assessments were performed at baseline and after 4 weeks
of combination therapy. The primary endpoints were the International Prostate
Symptom Score (IPSS) and the urgency subscore of the Overactive Bladder Symptom
Score (OABSS-Q3). Secondary endpoints included total OABSS, Quality of Life (QOL)
score, and Postvoid Residual Urine Volume (PVR). Adverse events were assessed based
on vital sign measurements and patient reports, and were classified according to the
Common Terminology Criteria for Adverse Events (CTCAE) version 5.0.

Results : The median IPSS decreased significantly from 16.5 to 125, and the OABSS-Q3
also decreased from 3.0 to 2.0. Total OABSS and QOL score also significantly decreased,
whereas no significant change was observed in PVR. The only adverse event observed
was an increase in PVR in one patient (3.3%), which resolved following discontinuation
of vibegron, and no serious adverse events were observed.

Conclusion : Add-on therapy with vibegron to silodosin was effective and well tolerated
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at the short-term evaluation in patients with OAB associated with BPH whose symptoms

were insufficiently controlled by silodosin monotherapy.

Key words : benign prostatic hyperplasia, overactive bladder, vibegron, silodosin
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