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Abstract: Overactive bladder (OAB) significantly affects the quality of life in women due to symptoms such as urgency, increased
frequency, and incontinence. Solifenacin, a muscarinic receptor antagonist, has been widely used to treat OAB, but its efficacy
needs further validation in diverse populations. Objective: To determine solifenacin’s efficacy for treating overactive bladder in
women. Descriptive Case Series Department of Urology, Institute of Kidney, from 1st January 2023 to 30th June 2023.Methods:
Seventy-seven female patients with overactive bladder diagnosed by consultant urologist on clinical presentation were included in
this study. The WHO Sample Size calculator calculated the sample size with 92.20% efficacy of solifenacin, 80% power of the test,
and 5% significance level. Clinical evaluation was done, and the baseline severity of symptoms was recorded. Baseline severity
was defined according to the number of incontinence episodes/24 h, number of urgency episodes/24 h, and micturition frequency/24
h. Patients were advised of solifenacin 5 mg OD for twelve weeks. Patients were followed up in the twelfth week, and efficacy was
determined regarding improvement in the severity of OAB symptoms, i.e., improvement of at least 03 points from the baseline.
Results: As per the efficacy of Solifenacin in treating OAB symptoms, 37 (86.0%) showed effective results. Conclusion: Solifenacin

showed significant effectiveness in terms of improvement in the severity of OAB symptoms in female patients.
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Introduction

Overactive bladder (OAB) syndrome is a chronic condition
that affects both men and women, accompanied by a marked
impairment of the patient's quality of life. Although it is
more common over the fourth decade, it can affect children
and young individuals (1).

Overactive bladder syndrome is a little-known condition,
with different manifestations from patient to patient, which
causes a great deal of frustration to the medical staff
involved. The patient requires a clear explanation and the
full support of the attending physician. Establishing a
correct diagnosis and effective individualized treatment (2).
Although  several studies (3-7) concluded that
antimuscarinic drugs are safe, tolerable, and efficacious in
improving patients' quality of life with OAB, the evidence
comparing different drugs is less robust. Some randomized
controlled data suggested that extended-release oxybutynin
and tolterodine may have superior efficacy to the
immediate-release preparations. In addition, solifenacin is
as effective as extended-release tolterodine, and
fesoterodine is superior to it. However, the incidence of
adverse effects increases with an increasing dose (8).

A study reported significant improvement in OAB
symptoms in 71 (92.21%) of patients treated with
solifenacin compared to baseline values, as the UDI score
was significantly improved after solifenacin (22.26 +/- 5.91)
9).

This study aimed to determine solifenacin's efficacy for
treating overactive bladder in women, as there is much
disparity in the data on the efficacy of Solifenacin in terms
of urgency and episodes of urge incontinence. This study
was an attempt to identify a more efficacious agent for

OAB. The findings of this study will be shared with local
clinicians, who will help them robustly manage such
patients in our population.

Methodology

This descriptive case series was conducted at the
Department of Urology, Institute of Kidney Diseases,
Peshawar, from 1% January 2023 to 30" June 2023.

Ethical approval was obtained from the Ethical Committee.
The WHO Sample Size calculator calculated the sample size
with 92.20%? efficacy of solifenacin, 80% power of the test,
and 5% significance level. A nonprobability consecutive
sampling technique was used for data collection.

Female patients aged 40 to 70 years with symptoms of OAB
diagnosed by a consultant urologist on clinical presentation
were included in the study.

Pregnant women, patients with stress incontinence,
malignancy in the pelvic organs, pelvic organ prolapse,
bladder stones, UTI, neurological conditions (e.g., Spinal
injury, multiple sclerosis, Parkinson's disease, diabetic
neuropathy), and medical conditions contraindicating the
use of study drugs.

Written informed consent was obtained from all after a
complete description was given. Overactive bladder (OAB)
was diagnosed on a clinical presentation by a consultant
urologist. Patients with urinary frequency of >07 times/day,
at least 01 episode of urinary urgency/week with or without
urinary incontinence, nocturia at least 01 episode/night,
with duration of these symptoms more than three months
and having OABS score > 4 were labeled as having
overactive bladder. (The OABS score is a symptom
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assessment questionnaire designed to quantify OAB
symptoms into a single score (10). The questionnaire
consists of 4 questions on OAB symptoms with maximum
scores ranging from 2 to 5: daytime frequency (2 points),
night-time frequency (3 points), urgency (5 points), and
UUI (5 points). The total score ranges from 0 to 15 points,
with higher scores indicating higher symptom severity).
After a detailed history, physical examination, and
calculating  pre-treatment OABS score, necessary
investigations like Ultrasound of the abdomen and pelvis,
Post void residual urine volume (PVRV), retrograde
urethrogram, Micturating cystourethrogram (MCUG), and
MRI were performed where needed.

Patients were advised of Solifenacin (5mg, OD) for 12
weeks. They were called for follow-up visits to determine
the drug efficacy by observing significant differences in
OABS scores before and after treatment. Patients improving
at least 03 points in pre-treatment OABS score were
considered positive responders.

All statistical analysis was performed using Statistical
Package for the Social Sciences (SPSS) version 23.0.
Mean+SD were calculated for numerical variables like age,
duration of symptoms, and pre and post-treatment OAB
score. Frequencies and percentages will be calculated for

categorical variables like age groups and efficacy. Efficacy
was stratified with age and duration of symptoms. Post-
stratification chi-square test was applied for categorical
variables and independent samples t-test for numerical
variables, keeping p-value < 0.05.

Results

A total of seventy-seven patients were included in this
study. Mean+SD for age, duration of symptoms, pre and
post-treatment OABS score was 51.28+6.78 years,
4.49+1.98 days, 12.69+1.65, and 2.97+1.77, respectively
(p-value < 0.001). 33 (76.7%) patients were recorded in the
< 55 years age group, while 10 (23.3%) patients were
recorded in the> 55 years age  group,
As per the efficacy of Solifenacin in treating OAB
symptoms, 37 (86.0%) showed effective results. (Table-1)
28 (75.7%) patients in the < 55 years age group, while 09
(24.3%) patients in the> 55 years age group showed
effective results (p-value 0.680). 23 (62.2%) patients in <5
days duration of symptoms while 14 (37.8%) patients in >5
days duration of symptoms showed effective results (p-
value 0.067). (Table II).

Table 1: Demographic and Clinical Characteristics of Study Participants with Overactive Bladder (n=43)

Numerical Variables
o Age (Years)
e  Duration of Symptoms (Days)
e  Pre-Treatment OABS Score
e  Post Treatment OABS Score
Categorical Variables
Age Groups, n (%)
e <55 Years
e >b55Years
Efficacy, n (%)
e Yes
e No

Mean+SD p-value

51.28+6.780
4.49+1.98

12.698+1.65 <0.001
2.907+1.77

33 (76.7%)

10 (23.3%)

37 (86.0%)

6 (14.0%)

Table 2: Stratification of Efficacy with age and duration of symptoms (n=43)

Age Groups, n (%) Efficacy p-value
Yes No 0.680
e < b55Years 28 (75.7%) 05 (83.3%)

e >D55Years 9 (24.3%) 01 (16.7%)
Duration of Symptoms, n (%) Yes No
e <5Days 23 (62.2%) 06 (100%) 0.067
e >5Days 14 (37.8%) 0 (0.0%)
Discussion widely used to treat OAB, the superior drug remains unclear

The quality of life of many patients is negatively impacted
by the common but unpleasant urological illness of
overactive bladder (11). Anti-muscarinic drugs are the
backbone of treatment for patients with overactive bladder
syndrome to preserve the bladder's retentive and conserving
capabilities.

Due to their efficacy, safety, and stability, anti-muscarinic
medications such as tolterodine, solifenacin, oxybutynin,
trospium chloride, propiverine, and fesoterodine have been
in widespread use for quite some time (12). These
medications block muscarinic (M3) receptor signals in the
bladder's smooth muscle. Although anti-muscarinics are

(13).

Many studies have been done previously regarding OAB
prevalence in women, with a reported value of 16.9%,
which increased with the advancement in age, i.e., 4.8% in
women with age <25 years, rising to 30.9% in those with
age >65 years. (14). Another epidemiological survey done
in Europe revealed an OAB prevalence of 16.6% in a
population aged>40 years and again was found to increase
with age (15). Findings of this study purport that mean+SD
for age was 51.28+6.78 years, 33 (76.7%) patients were
recorded in < 55 years age group while 10 (23.3%) patients
were recorded in > 55 years age group, 37 (86.0%) showed
effective results. (Table 1) Keeping in view the efficacy,
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solifenacin 5mg OD was quite an effective drug in
improving OAB symptoms. Moreover, if 5mg OD
solifenacin fails as the primary drug, then 3mg TDS
oxybutynin needs to be considered as it offers efficacy
similar to 10mg OD solifenacin. Various studies, including
randomized controlled trials, justified the superiority of
solifenacin  amongst  other  anti-muscarinic  drugs,
considering its safety, clinical efficacy, and cost (16, 17).
However, some contrast the findings of this study, which
denies the superiority of solifenacin. Kakar etal*® compared
oxybutynin, solifenacin, fesoterodine, and tolterodine with
a conclusion that while tolterodine and solifenacin were
equally effective for treating OAB, the oxybutynin, and
solifenacin showed improved efficacy, but more adverse
effects were also reported. Various clinical trials (16-18).
There have been reported differences in the efficacy of
various anti-muscarinic agents. However, in routine clinical
practice, the veracity of such differences is not correctly
validated, and therefore, many clinicians do not recommend
these drugs. This study had certain limitations, including a
small sample size and non-availability of data regarding the
tolerability of the study drugs and assessment of drug
responses at various doses.

Conclusion

Solifenacin showed significant effectiveness in terms of
improvement in the severity of OAB symptoms in female
patients. However, large multicentered randomized
controlled clinical trials are required for better evaluation of
the efficacy of solifenacin in our local population. This was
a single center with a tiny sample size. The follow-up period
was also kept short due to the paucity of study duration. The
emphasis was only on ascertaining the drug's effectiveness,
and we did not study any long-term adverse effects
associated with Solifenacin.
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