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ABSTRACT:
BACKGROUND & OBJECTIVE: Benign prostatic hyperplasia (BPH) is a prevalent cause of voiding 
problems in older males and is most commonly associated with acute urological complications, most 
important of which is acute urinary retention (AUR). α1-antagonists are the treatment of choice for 
the management of patients with BPH. Our objective was to evaluate the efficacy of tamsulosin for 
the treatment of patients with AUR due to BPH in terms of trial without catheter (TWOC).

METHODOLOGY: This randomized control trial was conducted in a Urology Section, Department 
of Surgery, SIUT Karachi, from 21-12-2016 to 20-06-2017.Our study included 136 patients who 
presented AUR due to BPH as per selection criteria. Patients were randomized into two groups. Group A 
patients received tamsulosin (0.4 mg), and group B patients received placebo drug immediately after 
insertion of Foley catheter. The success of TWOC was evaluated after 3 days of medical treatment. 
Statistical analysis was carried out using SPSS v20.0.

RESULTS: The mean age of the study patients was 59.45 +8.05 years. The mean duration of BPH 
disease was 15.39+ 6.84 months. There were 33 (48.5%) patients in the tamsulosin group in which 
TWOC was successful and only 22 (32.4%) patients in placebo group in which TWOC was successful 
(p-value 0.04). There was no effect of age and duration of BPH disease on the outcome of this study.

CONCLUSION: Tamsulosin is effective for the treatment of patients with AUR due to BPH.
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INTRODUCTION:
Benign prostatic Hyperplasia (BPH) is a 
common cause of voiding dysfunction in men. 
The prevalence of this disease increases with 
advancing age. The incidence of BPH is more 
than 80% in men having age above 70 years 
[1]. Prostate enlargement impairs physiologic 
and functional status and interferes with daily 
life routine. BPH is rarely a life-threatening 
condition and is most commonly associated with 
acute urological complications, most important 
of which is acute urinary retention (AUR), which 
is defined as sudden and painful inability to 
void voluntarily [2]. Urethral catheterization is 
considered a gold standard treatment for the 
management of acute urinary retention [3]. 
Catheterization is an avoidable risk factor of 
bleeding after transurethral resection of the 
prostate (TURP). So, a trial without a catheter 
(TWOC) is preferable instead of leaving the 
catheter in place. The success rate of TWOC is 
reported to be 28% [4].
Nowadays, α-1 receptor antagonists are the 
treatment of choice for the management of 
patients with BPH[5]. α-blockers reduce bladder 
outlet resistance, improve flow rate and help in 
emptying the urinary bladder[6]. Some studies 
have concluded that use of alpha blockers such as 
Tamsulosin can prevent the occurrence of acute 
urinary retention in the follow up period and thus 
can avoid the need of repeated catheterization 
and surgery[7]. 
In one study the success rate of trial without 
catheter (TWOC) in the Tamsulosin group was 
48% and in the placebo group was only24% 
[8]. But we did not find any study conducted 
in Pakistan on the efficacy of Tamsulosin in 
patients of BPH in terms of successful TWOC in 
our population. Therefore, we conducted this 
study in patients with acute urinary retention 
in a tertiary care center to find out the efficacy 
of tamsulosin in the management of AUR. So 
those better therapeutic measures can be used 
in future for the welfare of patients based on the 
results of this study. The objective of the study 
is to evaluate the efficacy of Tamsulosin for the 
treatment of patients with AUR due to BPH in 
terms of TWOC.

METHODOLOGY:
This randomized control trial was conducted at a 
Urology section, Department of Surgery, Sindh 
Institute of Urology and Transplantation (SIUT), 
Karachi, from 21-12-2016 to 20-06-2017. The 
study has been approved by the ethical review 
committee of Sindh Institute of Urology and 
Transplantation (Ref# SIUT-IRB-152).
We enrolled a total number of 136 patients who 
presented with acute urinary retention (AUR) 
due to BPH for the first time, for which per-
urethra catheterization was done, having age 
40-70 years. Patients with a previous history 
of stricture urethra, prostatic surgery, urethral 
intervention, active hematuria, infection, 
traumatic catheterization, BPH with complications 
and prostatic malignancy were excluded from 
the study. Patients were randomly allocated into 
two equal groups (68 in each group) by the draw 
randomization method. Group A: allotted to 
patients in whom tamsulosin (0.4 mg) was given 
immediately after insertion of foley catheter 
and Group B (control group): allotted to the 
patients in whom placebo drug was given after 
insertion of foley catheter. Foley catheter was 
removed after a period of 3 days after starting 
the medical treatment, and trial without catheter 
(TWOC) was evaluated. Successful TWOC was 
defined as patient voiding after TWOC without 
the need for catheterization upto one month. 
Data analysis was carried out using SPSS v20.0. 
Chi-square test was applied to compare the 
success of TWOC in the Tamsulosin group and 
Placebo group. Post-stratification Chi-square test 
and Fisher Exact test was applied, taking p-value 
<0.05 as significant.

RESULTS:
In this study, a total number of 136 patients 
were included with a mean age of 59.45 + 8.05 
years. The minimum age was 40 years, and the 
maximum age was 70 years. The mean duration 
of BPH disease was 15.39+6.84 months. 
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The minimum duration of BPH symptoms was 
one month, and the maximum duration was 24 
months,i.e.,2 years (Table-I).  

The trial without catheter (TWOC) was successful 
in 55 (40.4%) patients and was unsuccessful in 
81 (59.6%) patients. There were 33 (48.5%) 
patients in Tamsulosin group in which trial 
without a catheter was successful, and only 
22 (32.4%) patients in placebo group in which 
trial without catheter (TWOC) was successful. 
Moreover, this difference in TWOC success rate 
between the groups was statistically significant 
(p-value 0.040) (Table-II).

Variables Mean Standard 
Deviation

Age (Years) 59.45 8.05

Duration of 
symptoms (months)

15.39 6.84

TWOC Total

Unsuccessful Successful

Groups

Tamsulosin 
Group

N 35 33 68

% 51.5% 48.5% 100.0%

Placebo 
Group

N 46 22 68

% 67.6% 32.4% 100.0%

Total
N 81 55 136

% 59.6% 40.4% 100.0%

Table-I: Descriptive Statistics.

Table-II: Cross tabulation among group and TWOC.

Chi-square value = 3.694							       p-value = 0.040
Age stratification was done into two subgroups. In group-A (Tamsulosin), patients with age< 60 
years had successful TWOC in 45.5% (n=15) patients as compared to 54.5% (n = 18) patients who 
were aged > 60 years. However, in group B (placebo), patients aged<60 years had successful TWOC 
in 40.9% (n=9) as compared to 59.1% (n=13) in patients aged >60 years.

p-values are 0.040 which were insignificant 
(Figure-I).
Figure-I: Stratification of patients according 
to age.

We stratified the duration of BPH disease into 
three subgroups to determine the effect of 
duration of BPH disease on outcomes of the 
study. There was no effect of duration of disease 
on the success rate of TWOC in the both groups. 
In patients with the duration of BPH disease less 
than 6 months, there were 12.1 % (n=4) cases 
of successful TWOC in the group A (Tamsulosin) 
and only 4.5 % (n = 1) case in group B (placebo). 
In patients with the duration of BPH disease 6 
months to 12 months, there were 27.3% (n=9) 
cases of successful TWOC in Tamsulosin group 
and 22.7% (n=5) cases in Placebo group In 
patients with the duration of BPH disease >12 
months, there were 60.6 % (n=20) cases of 
success in Tamsulosin and only 72.7% (n=16) 
cases in Placebo group.
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p-values are 0.539 which were insignificant 
(Figure-II)

Figure-II: Stratification of patients  
according to the duration of BPH symptoms.

DISCUSSION:
In our study, patients had a success rate of 
approximately 50% in the Tamsulosin group 
for not requiring re-catheterization upto one 
month,while the patients in the placebo group had 
a success rate of approximately 30%. Moreover, 
individuals who have prescribed Tamsulosin for 
TWOC have 2.21 times higher odds of having a 
successful TWOC as compared to placebo.
In three studies, the requirement of re-
catheterization was used as a clinical tool 
to assess TWOC. Out of these, two studies 
compared alfuzosin with placebo and the third 
study compared Tamsulosin with Placebo. 
Both studies compared Alfuzosin with placebo 
taken for 24-hour post-catheterization. One 
of these studies was a pilot project, whereas 
the other was a randomized clinical trial 
involving multiple centers. Successful TWOC in 
these trials was declared in patients who had 
successful voiding after catheter removal and 
did not require re-catheterization [9]. In another 
interesting prospective study, alfuzocin was 
declared an efficient and safe option in patients 
presenting with AUR [10].However, they did not 
assess the duration of preceding lower urinary 
tract symptoms. One study which compared 
Tamsulosin with placebo also found a significant 
effect of Tamsulosin on success of TWOC, with 
a success rate of 48% in the Tamsulosin group 
and only 26.0% in Placebo group. In this study, 

there was no effect of age on the success rate of 
TWOC [8].
A prospective randomized study was conducted 
which compared Tamsulosin with silodosin 
and concluded comparable results in terms of 
successful TWOC[11]. In another study, Tamsulosin 
and alfuzosin were found to be effective for 
treatment of urinary retention and BPH [12]. 
One recent study evaluated the predictors of 
successful TWOC after AUR and concluded that 
patients age, intravesical prostatic protrusion, 
prostate volume and residual volume are 
independent predictors of successful TWOC [13].  
Assessment of severity of preceding LUTS using 
IPSS was found to be significantly associated 
with success of TWOC in one study [14]. 
Many studies have been conducted to assess 
the involvement of the autonomic nervous 
system and alpha receptors in establishing the 
pathophysiology of benign prostatic enlargement. 
The studies have made way for clinical trials that 
assessed the use of α-1 adrenergic receptor 
(α-1 AR) antagonists to treat lower urinary tract 
symptoms (LUTS) caused by enlargement of the 
prostate. These studies concluded that α-1 AR 
antagonists relax the smooth muscles present in 
the prostate, thereby relieving the voiding LUTS 
and improving the urine outflow. Additionally, α-1 
AR blockers were also found helpful in improving 
storage LUTS, possibly due to a reduction in 
post-void residual urine [15,16].
On the basis of the analysis of the involvement of 
α-1 ARs and the evidence provided by the available 
clinical trials in which α-1 AR blockers were used, 
it is widely accepted that α-1 AR antagonist is 
the first-line treatment option for patients having 
LUTS secondary to BPH. α-1 ARare divided into 
subgroups which include α-1a, α-1b and α-1d 
[17,18]. Out of theses mooth muscles of the vessels 
have α-1b AR [19]. Although all the three α-1 AR 
subtypes are present in the prostate, α-1a AR 
subtype is the predominant subtype when it 
comes to human prostatic smooth muscles [20]. 
One study has revealed that the α-1 AR present 
in the prostatic smooth muscles have 69% α-1a, 
27% α-1d and 3.3% α-1b ARs [21].However, one 
study reported that α-1a AR subtype in patients 
having BPH increased to 85%. Therefore, the 
other two subtypes α-1d and α-1b reduced to 
14% and <1%, respectively. Non-selective α-1 
AR antagonists who were widely used previously 
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had successful symptom control, but this efficacy 
was at the cost of the significant number of side 
effects caused by vasodilatation nor-adrenaline 
release. These included dizziness, orthostatic 
hypotension and syncope attacks attribut able to 
α-1b AR blockade and subsequent vasodilatation 
[22].These side effects have significantly reduced 
by the use of subtype-selective α-1 AR blockers 
like Tamsulosin. 
Several studies have also compared the long-
term safety and efficacy of Tamsulosin for the 
management of symptoms of BPH and have 
found that once daily treatment with Tamsulosin 
is safe as well as effective for the management 
of patients with BPH.
Limitations of our study are the absence of follow 
up for a longer time duration andsmaller sample 
size. Another limitation of our study is that it 
lacks standardization according to intravesical 
prostatic protrusion, prostate volume and 
residual volume. Therefore, we suggest studies 
on a large scale with longer follow-ups. 
Based on the results of present study and the 
existing literature, this can be concluded that 
Tamsulosin is a safe and effective drug for the 
acute and long-term management of patients 
with BPH.  

CONCLUSION:
Tamsulosin is an effective drug for the treatment 
of patients with acute AUR due to BPH.
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