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Efficacy and Safety of Solifenacin Succinate for Urinary Difficulty in Brain
Lesion —Multicenter Prospective Study—
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Objective: We studied the efficacy and safety of solifenacin for urinary difficulty in brain lesion from
multicenter prospective study.

Method: Eighty patients with brain lesion who visited from 5 multicenter department of rehabilitation
medicine from May 2009 to June 2010 were included. Patients were treated with solifenacin 5 mg to
10 mg for 12 weeks. The outcome measure was mean change in daily micturation frequency, daily
frequency of incontinence, urgency episodes, and nocturia episodes from baseline to week 12. Patient’s
attitude to drug was assessed using the BSW Questionnaire (Benefit, Satisfaction and Willingness to
Continue Questions).

Results: Sixty-one of 80 were evaluated for effect. All voiding parameters showed significant
improvement after 12 weeks of treatment (p<<0.05). There was no significant difference in efficacy of
solifenacin between ischemic and hemorrhagic stroke. A twenty-two patients experienced 27 adverse
events (AE). The most frequent AE were dry mouth (12.5%) and constipation (6.3%). Treatment related
adverse events with solifenacin were mainly mild in severity, and only led to discontinuation in 6.3%
of patients.

Conclusion: Solifenacin succinate improve urinary difficulty symptoms with acceptable efficacy and safety
in patient with brain lesion. (Brain & NeuroRehabilitation 2012; 5: 75-81)
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Table 1. Demographic and Clinical Features at Baseline

Category Number %
Age (years)
<50 15 18.75
50~59 28 35.0
60~ 69 16 20.0
>70 21 26.25
Gender
Male 44 55
Female 36 45
Etiology
Stroke
Infarct 36 45
Hemorrhage 29 36.25
TBI 11 13.75
etc. 4 5
Premedication drugs
Antihypertension 49 61.25
ACEI 2 25
ARB 16 20
Beta blocker 2 25
CCB 22 275
Diuretics 7 8.75
Anticholinergics 0 0
Anticoagulants 2 25
Antiplatelet agents 33 41.25
Anticonvulsants 11 13.75
Antidepressants 8 10
SSRI 5 6.25
TCA 3 3.75
Hypnotics 3 3.75

TBI: Traumatic brain injury, ACEI: Angiotensin converting
enzyme inhibitor, ARB: Angiotensin receptor blocker, CCB:
Calcium channel blocker, SSRI: Selective serotonin reuptake
inhibitors, TCA: Tricyclic antidepressant.

Table 2. Changes of Urination after Solifenacin

L0 - =07 I_;-

4 B = g 397193
W, og Rargom

rigk

_|>i

o
0

o

fu

5

Y

A G+ v 349 H3l= solifenacin £ A 9.51

+ 1.783]0) 4 EoF 47 T 8,12 + 2.16, 83 T 7.54 =
1.64, 1253 & 6.93 = 1462 AR} T4 He= FAHE XY
o, 7 Msks BAT o2 FoSHITF = 58.611, p
<0.001) (Table 2, Fig. 1).

9 23} i W 2 3 A 05 8
AF A%, ofk Aol Wk 2
£ HYgon, % SO ThF = 33.9, p<0.001, F =
26.1, p<0.001, F = 77.7, p<0.001) (Table 2, Fig. 1).

S B A0 B 2793 MR B
S BAR 2 T RE
2 QAF 314 oF

2 Apolo] zfol iz

011*1 oY -5‘7* B 314,
e FYsHA Aastilen, &
Sl A cHFig. 2).
ANE T4 FEFY T2 F ST BSW AR 2
Tz A1 88.5%00 A o] 9 (benefit)S H Tk Q1A|st
o0, 86.9%¢°| A TFE3ttta T3lgth T3 91.8%9]
H 2% Rokg A%3171S WstATkTable 3)

274 3

2) X8 Bt

ArSAE 80W F 229W(Q7.5%)C2HE & 27
(3.8009] olgurgol wusigich U ol 45

2L Z7tm Wulst 2z 143(17.5%) T 671(7.5%)2.
FESEE, 1 el 2A(17), B71F5(1), F2A
jol AQom, Aok 33 Z4, 2 F4 2 e
%e— B15%] FYTHTable 4). WHAH o[4S 5
(77.8%)0] AZO AT, FEFL SA8.5%), FFL
(3.79%)010ck. F2o] AT 1472 10 mg FlZ(397)
oA 107(25.6%), 5 mg FelZA1H)el A 47(9.80)°]
oAtk A% olhee) AS Fabo] AAEAY 1 AT}
Aulste] Foke A|&atgitt. ol e Balstel soli-

SN
l‘ic?’1
nS'iHUOPNrE

],

L&

% 21

rﬁr

Clinical findings Baseline 4 Week 8 Week 12 Week F p value
Micturation frequency 9.51 + 1.78 8.12 = 2.16* 7.54 + 1.64% 693 + 1467 58.6 <0.001
Urgency episodes 294 + 296 1.93 + 2.20% 149 + 227+7 097 + Le6+TT 339 <0.001
Incontinence frequency 0.69 + 0.92 0.37 + 0.64* 0.18 + 045+ " 0.13 + 035+ " 26.1 <0.001
Nocturia episodes 292 + 120 2.12 + 1.04* 165 + 095+T 133 + 084x™T 777 <0.001

Values are mean * standard deviation.

*p<0.01 for the comparison of the value at the follow up time with the baseline value by post

Hoc test of Bonferroni F. Tp<0.01 for the comparison of the value at the follow up time with the week 4 value by post Hoc test
of Bonferroni F. Tp<0.01 for the comparison of the value at the follow up time with the week 8 value by post Hoc test of Bonferroni F.
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Fig. 1. Changes of of urination after solifenacin (*p<0.001).
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Fig. 2. Comparison of changes of urination according to stroke subtype.

Table 3. Results of BSW Questionnaire

Table 4. Incidence Rates of Adverse Events after Solifenacin

Subscales Number (%)
Patient perception of treatment No benefit 7 (11.5)
benefit Little benefit 13 (21.3)
Much benefit 41 (67.2)
Patient satisfaction with Dissatisfied 8 (13.1)
treatment Satisfied 53 (86.9)
Patient willingness to continue =~ Unwilling 5 (8.2)
with treatment Willing 56 (91.8)

BSW: benefit, satisfaction, willingness to continue.
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Adverse event  Mild (%) Moderate (%) Severe (%)
Dry mouth 10 (12.5) 3 (3.8) 1 (1.3)
Constipation 5 (6.3) 1 (1.3) 0 (0.0)
Blurred vision 0 (0.0) 0 (0.0) 0 (0.0)
Nausea 1 (1.3) 0 (0.0) 0 (0.0)
Dizziness 2 (2.5 0 (0.0) 0 (0.0)
Palpitation 1 (1.3) 0 (0.0) 0 (0.0)
Tinnitus 1 (1.3) 0 (0.0) 0 (0.0)
Seizure 1 (1.3) 0 (0.0) 0 (0.0)
Inguinal hernia 1 (1.3) 0 (0.0 0 (0.0
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