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INTRODUCTION & OBJECTIVES: Vesomni™ is a fixed-dose combination tablet containing 6mg

solifenacin and 0.4mg tamsulosin used to treat men with lower urinary tract symptoms (LUTS)

associated with benign prostatic hyperplasia (BPH). The EUROPA study evaluated the impact of

Vesomni on Quality of Life (QoL) and treatment satisfaction in men with storage LUTS associated with

BPH in routine clinical practice.

MATERIAL & METHODS: EUROPA was an observational study conducted in 6 European countries.

Men with storage LUTS associated with BPH not adequately responding to monotherapy (ie, α-blocker

and/or 5α-reductase inhibitor) were treated with Vesomni and observed for 1 year. This interim analysis

included patients who completed 3 months of observation. The primary end point was change from

baseline in QoL, measured by the Overactive Bladder Questionnaire (OAB-q; scale: 1–100) symptom

bother subscale. Secondary end points included change from baseline in total and coping, concern,

sleep, and social interaction subscale scores of the OAB-q, and change from baseline in treatment

satisfaction via the visual analog scale (TS-VAS; scale: 0–100). Safety/tolerability was assessed by the

incidence of treatment-emergent adverse events (TEAEs). Data are reported as mean (95% CI); no

formal statistical comparisons were made.

RESULTS: For this analysis, data were available for 292 patients who received ≥1 dose of Vesomni

(safety analysis set) and 252 with baseline and ≥1 post-baseline assessment of QoL from 4 countries

(full analysis set; Czech Republic, 73.4%; UK, 15.5%; Spain, 7.9%; Belgium, 3.2%). Most (74.6%)

switched from monotherapy to Vesomni, 15.1% added Vesomni to their current regimen, 0.4% added

Vesomni to combination therapy, and 9.9% had missing baseline treatment data. Treatment with

Vesomni yielded a clinically meaningful improvement in QoL, indicated by change of OAB-q symptom

bother score from 43.0 at baseline to 25.0 at weeks 4–8 (change, –17.6 [–19.7, –15.6]) and 23.2 at

weeks 9–18 (change, –16.8 [–22.0, –11.6]).

Clinically meaningful improvements were observed for the total (13.1 [11.3; 14.9]) and coping (15.0

[12.6, 17.3]), concern (13.1 [11.1, 15.2]) and sleep (15.0 [12.5, 17.4]) subscale scores of the OAB-q at

weeks 4–8, and the total (11.4 [7.0, 15.8]) and coping (12.7 [7.1, 18.2]) and sleep (15.5 [8.6, 22.4])

subscale scores at weeks 9–18. TS-VAS scores also improved from 41.2 at baseline to 65.0 (change,
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24.0 [19.4, 28.6]) at weeks 4–8 and 69.5 (change, 26.6 [15.2, 38.0]) at weeks 9–18. 39 patients reported

106 TEAEs, 87 of which were mild to moderate. The most common TEAEs were constipation (4.5%), dry

mouth (2.7%), and dyspepsia (2.4%). No serious adverse events or cases of acute urinary retention

were reported.

CONCLUSIONS: EUROPA is the first report of the treatment benefit and safety/tolerability of Vesomni in

routine clinical practice. Treatment with Vesomni was associated with a clinically meaningful

improvement in QoL and treatment satisfaction, and was well tolerated with no cases of acute urinary

retention reported. These results support Vesomni as a treatment option for men with LUTS not

adequately responding to monotherapy.

Powered by TCPDF (www.tcpdf.org)

Eur Urol Suppl 2017; 16(3);e930

http://www.tcpdf.org



