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Abstract

Background: Stent-associated symptoms can have a significant impact on patient quality
of life. Hematuria, urgency, frequency, dysuria, and both bladder and flank pain are the
most prevalent symptoms related to indwelling ureteral stents. Among them irritative
lower urinary tract symptoms and low back pain are more frequent. Despite the stent
related symptoms, because of its importance stent is being kept in situ with varieties of
medication. Several alpha-adrenergic blocker and antimuscarinic drugs are used to relief
these symptoms like Tamsulosin, Solifenacin, Alphazosin etc.  Both Tamsulosin and
Solifenacin are not costly as use daily single dose. So combination of Tamsulosin and
Solifenacin may act as a reliever of stent related symptoms and also cost effective.

Methods and materials: For this purpose, a total of 126 patients having unilateral
double-J ureteral stent for 7 days with stent related irritative LUTS and low back pain
were included in this study. This hospital based prospective randomized clinical trial
was carried out in Urology department of Bangabandhu Sheikh Mujib Medical
University, Dhaka, during January 2014 to June 2015, to compare the irritative IPSS,
improvement of quality of life score component of IPSS ,the low back pain score for
double-J ureteral stent using Tamsulosin, Solifenacin and combination of both
(Tamsulosin and Solifenacin)..

Results: Regarding the irritative sub group of International Prostate Symptom Score
(IPSS) was observed during 2nd and 4th weeks follow up IPSS was significantly (p<0.05)
higher in solifenacin and Tamsulosin group with compared to Tamsulosin+Solifenacin
group.

During 4th weeks follow up the mean quality of life (QOL) score was significantly
(p<0.05) higher in solifenacin group and Tamsulosin group with compared to
Tamsulosin+Solifenacin group.During 2nd weeks and 4th weeks follow up visual
Analogue Pain Scale (VAPS) was significantly (p<0.05) higher in solifenacin group
followed by Tamsulosin group and Tamsulosin+Solifenacin group.

Conclusion: Combined use of Tamsulosin and Solifenacin is more effective than use of
single drug (either Tamsulosin or Solifenacin) in the treatment of ureteral double-J stent
related irritative LUTS and low back pain.
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Introduction

Ureteral stents are one of the most common device
used by the Urologists.One of the most preferred
stents is the double-j stent with j-shaped ends on both
sides. The duration of keeping the stent in situ may
differ according to the reason of the application and
the experience of the urologist. (Kuyumcuoglu et al.
2012).

Some of the patient might encounter stent related
morbidities, among them irritative lower urinary tract
symptoms (LUTS), stent related low back pain  are
most frequent (Lee et al. 2013).There are several oral
agents such as alpha-1-blockers and antimuscarinics
available to relieve irritative LUTS and low back pain
associated with ureteral double-J stents.

In the present study  evaluation was done about the
effectiveness of alpha-1-blocker (Tamsulosin),
antimuscarinic (Solifenacin), and combination of both
medications in reducing ureteral double-J stent-related
irritative LUTS and low back pain using the irritative
sub group of International Prostate Symptom Score
(IPSSs), quality of life component of the IPSS (IPSS/
Qol) and Visual Analogue Pain Scale (VAPS)
questionnaire.

The IPSS (Irritative) questionnaire consists of three
questions relating to storage (irritative) symptoms and
those symptoms are frequency, urgency and nocturia.
Responses were graded on a five-point rating scale.
The maximum scores for storage symptoms is 15. The
higher the score, the worse are the symptoms
(McConnell, 1994).Visual analogue pain scale (VAPS)
is a linear scale by which we can measure the degree
of pain.

Objectives

General Objective:

To compare the effect of Tamsulosin, Solifenacin and
combination of both medications  for the treatment for
double-J ureteral stent related irritative LUTS and low
back pain.

Specific objectives:
To compare the occurrence of irritative LUTS
(frequency, urgency and nocturia) for double-J ureteral
stent after using Tamsulosin, Solifenacin and
combination of both.

To compare the improvement of quality of life score
component of International Prostatic Symptom Score
and pain score for double-J ureteral stent according to
Visual Analogue Pain Scale after using Tamsulosin,
Solifenacin and combination of both.

Methods and materials

For this purpose, a total of 126 patients having
unilateral double-J ureteral stent for 7 days with stent
related irritative LUTS and low back pain were
included in this study. This hospital based prospective
randomized clinical trial was carried out in Urology
department of Bangabandhu Sheikh Mujib Medical
University, Dhaka, during January 2014 to June 2015,
to compare the irritative IPSS, improvement of quality
of life score component of IPSS ,the low back pain score
for double-J ureteral stent using Tamsulosin,
Solifenacin and combination of both (Tamsulosin and
Solifenacin)..

Patients (with post double-J ureteral stent related
irritative LUTS and low back pain) are randomly
allocated into 3 groups by lottery and starts Tamsulosin
0.4mg OD, Solifenacin 5mg OD and combination of
both (Tamsulosin and Solifenacin)  onwards from 8th

post operative day. All of them are followed up on 2nd

and 4th post operative week for irritative LUTS by
IPSS(irritative), quality of life by quality of life
component of the IPSS (IPSS/Qol)and low back pain
by Visual Analogue Pain Scale (VAPS) questionnaire.

Results

The mean age was found 29.0±7.0 years and more than
a half (54.0%) of the patients belonged to age <30 years.
Male to female ratio was 1:1.2. Almost one third (32.2%)
patients were housewives followed by 34(27.0%) were
service holder, 19(15.1%) were student, 18(14.3%) were
other occupational status and 14(11.1%) were
businessmen.More than one third (34.9%) patients
underwent ureterorenoscopy+ICPL operation and
41(32.5%) ureterolithotomy and 23(18.3%) underwent
PCNL.

Regarding the irritative sub group of International
Prostate Symptom Score (IPSS) was observed
during 2nd and 4th weeks follow up IPSS was
significantly (p<0.05) higher in solifenacin and
Tamsulosin group with compared to Tamsulosin+
Solifenacin group.

During 4th weeks follow up the mean quality of life
(QOL) score was significantly (p<0.05) higher in
solifenacin group and Tamsulosin group with
compared to Tamsulosin+Solifenacin group.

During 2nd weeks and 4th weeks follow up visual
Analogue Pain Scale (VAPS) was significantly (p<0.05)
higher in solifenacin group followed by Tamsulosin
group and Tamsulosin+Solifenacin group.
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Table-I : Comparison of the IPSS score for ureteral Double-J stent after using Tamsulosin, Solifenacin and combination
(of both) in 4th week follow up (n=117)

International Prostate                   Drug P
Symptom Score (IPSS)         Tamsulosin (n=39)        Solifenacin (n= 40)    Tamsulosin+ Solifenacin (n =38) value

n % N % N %

d”5 35 89.7 34 85.0 38 100.0

>5 4 10.3 6 15.0 0 0.0
Mean±SD                 3.2 ±1.5                   3.2 ±1.9                      0.5 ±0.9 0.001s

Range (min-max)                  0 -6                  0 -4                        0 -7

s=significant;    P value reached from ANOVA test

Table-II : Comparison of the improvement of quality of life (QOL) score after using Tamsulosin, Solifenacin and
combination(of both) in 4th week follow up (n=117)

Quality of life                 Drug P

(QOL) score                  Tamsulosin (n=39)         Solifenacin (n= 40)  Tamsulosin+ Solifenacin (n =38) value

n % N % N %

0-1 11 28.2 14 35.0 35 92.1

2-3 28 71.8 26 65.0 3 7.9

Mean±SD 1.7 ±0.8 1.7 ±0.8 0.5 ±0.7 0.001s

Range (min-max) 0 -3 0 -3 0 -3

s=significant

P value reached from ANOVA test

Table-III : Comparison of the low back pain  for ureteral Double-J stent according to Visual Analogue Pain Scale
(VAPS) after using Tamsulosin, Solifenacin and combination of both in 4th weeks follow up (n=117)

VAPS            Drug P
                    Tamsulosin (n=39)     Solifenacin (n= 40)  Tamsulosin+ Solifenacin (n =38) value

n % N % N %

d”5 36 92.3 34 85.0 38 100.0

>5 3 7.7 6 15.0 0 0.0

Mean±SD 3.79 ±1.32 4.28 ±1.41 1.39 ±0.86 0.001s

Range (min-max) 1 -6 1 -10 1 -5

s=significant

P value reached from ANOVA test

At 4th weeks follow up mean IPSS was found 3.2±1.5
in Tamsulosin group, 3.2±1.9 in Solifenacin group and
0.5±0.9 in Tamsulosin+Solifenacin group. In 4th weeks
follow up mean IPSS was significantly (p<0.05) lower
in Tamsulosin+Solifenacin group than Tamsulosin and
Solifenacin group.

At 4th weeks follow up mean QOL was found 1.7±0.8
in Tamsulosin group, 1.7±0.8 in Solifenacin group and

0.5±0.7 in Tamsulosin+Solifenacin group. In 4th weeks
follow up mean QOL was significantly (p<0.05) lower
in Tamsulosin+Solifenacin group than Tamsulosin and
Solifenacin group.

At 4th weeks follow up mean VAPS was found
3.79±1.32 in Tamsulosin group, 4.28±1.41 in Solifenacin
group and 1.39±0.86 in Tamsulosin+ Solifenacin group.
In 4th weeks follow up mean VAPS was significantly
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(p<0.05) lower in Tamsulosin+ Solifenacin group than
Tamsulosin and Solifenacin group.

Conclusion

Combination therapy with Tamsulosin and Solifenacin
should be strongly considered then single use of either
drug for patients who complaint of double-J stent-
related irritative lower urinary symptoms and low back
pain. In the future, large-scale, prospective, and
randomized study will be needed.

Limitation of study

1. The study was conducted in a single centre and
small sample size. So that the results of the study
may not be reflect the exact picture of the country.

2. Lack of patients homogeneity (patient with
different urologic procedures).

3. Only one type of stent was used in present study.

4. Other double-J stent related complication should
consider.
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