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ABSTRACT

Background: Benign prostatic hyperplasia (BPH) is common amongst the elderly. Even after transurethral resection
of prostate (TURP), retention of urine may persist in some leading to significant morbidity adversely affecting the
quality of life. The role of alpha blockers in this situation as a combination is unclear. The present study was conducted
to evaluate and compare the efficacy of tamsulosin versus tamsulosin and deflazacort in relieving the postoperative
retention of urine following TURP.

Methods: After obtaining ethics approval and written informed consent, 72 patients satisfying the eligibility criteria
were included. After TURP, patients with urinary retention following catheter removal were randomized into group A
(tamsulosin hydrochloride) and group B (tamsulosin hydrochloride and deflazocort). baseline international prostate
symptom score (IPSS) score was done to assess quality of life and findings of radiological investigations were noted.
Thereafter, medical therapy was done as per assigned group and postoperative findings were documented and analyzed.
Results: Both the groups were similar in terms of demographic characteristics and baseline characteristics. The relief
of symptoms was significantly more in group B along with lower IPSS score and residual volume.

Conclusions: We recommend addition of deflazacort to tamsulosin hydrochloride as medical therapy for the
management of postoperative retention of urine (POUR), especially following TURP.

Keywords: Benign prostatic hyperplasia, Deflazacort, Postoperative urinary retention, Transurethral resection of
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INTRODUCTION

Benign prostatic hyperplasia (BPH) is commonly observed
in the elderly population above 50 years of age with an
increasing prevalence with age; about 20% to 62% in men
beyond 50 years of age.! BPH leads to the lower urinary
tract symptoms (LUTS), especially in association with

bladder outlet obstruction, leading to urinary retention.?
The persistence of LUTS also seriously compromises the
quality of life of the patient.3*

Transurethral resection of prostate (TURP) remains the
gold standard for the treatment of BPH.5>7 It is the most
effective surgical procedure for removal of the prostatic
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tissue causing obstructive symptoms. However, even after
resection of all prostatic tissue, successful resolution of
symptoms is not seen in all patients with the persistence of
symptoms such as painful micturition, incontinence, and
hematuria, which may further aggravate retention of urine.
The postoperative retention of urine (POUR) has been
attributed to several causes like anesthesia, medications,
pain, altering of the normal nervous signalling pathways
involved in urination.®1! It is of recent view that such
patients may benefit from medical therapy, especially with
alpha-blocker. However, there are no specified guidelines
regarding the dose and duration of usage of medical
therapy before the trial without catheter (TWOC).

Therefore, the present pilot study was conducted to
compare the effectiveness of medical therapy with alpha-
blocker (tamsulosin) alone and in combination with a
steroid (tamsulosin with deflazacort) in relieving the
retention of urine in patients undergoing TURP.

METHODS

This prospective randomized controlled trial was
conducted at department of urology, M.S. Ramaiah
Medical College, Bengaluru from January 2018 to January
2023. Patients consenting to participate in the study and
who met the inclusion and exclusion criteria as below,
were included in the study.

Inclusion criteria

Male patients aged >55 years, with prostate volume 40-60
cc and all patients undergoing bipolar TURP were
included.

Exclusion criteria

Patients aged <b5 years with residual prostate as
confirmed by transrectal ultrasound, patients allergic to
any of the study drugs, and patient having active UTI/clot
retention of urine were excluded.

All the patients attending outpatient department (OPD)
during the study period and diagnosed with BPH and
underwent TURP followed by POUR were included in the
study after obtaining approval of the institutional ethics
committee and voluntary written/informed consent.

Baseline demographic characteristics were noted for all
patients. Detailed past and personal histories were
recorded. After taking fitness for anaesthesia, patients
underwent TURP as per the standard guidelines. Bipolar
resectoscope with standard bipolar wire loop was used.
Once the resection was completed and haemostasis
achieved a 20 Fr Foley’s catheter was inserted and
irrigation initiated. It was removed after 2 days if the urine
was clear. If the patient voided, they were excluded. If the
patient did not void, they were re-catheterized and
included in the study.

[ Enrollment ]

Assessed for eligibility (n= 100)

Excluded (n= 28)
+ Not meeting inclusion criteria (n=24)

+ Declined to participate (n=4)

Randomized (n=72)

(n=36)
+ Received allocated intervention (n=36)
+ Did not receive allocated intervention (n=0)

.

| Allocation ) S
GROUP A Group B
Allocated to Tamusulosin Hydrochloride Allocated to Tamsulosin Hydrochloride and

Follow-Up v

Deflazacort (n=38)
+ Received allocated intervention (n=36)
+ Did not receive allocated intervention (n=0)

Lost to follow-up (n=0)

Discontinued intervention (n=0)

Analysis v

Lost to follow-up (n=0)

Discontinued intervention (n=0)

Analysed (n=36)
+ Excluded from analysis (n=0)

Analysed (n=36)
+ Excluded from analysis (n=0)

Figure 1: Consolidated standards of reporting trials (CONSORT) 2010 flow diagram.
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Preoperatively, international prostate symptom score
(IPSS) was used to assess the quality of life in patients of
BPH.? Abdominal ultrasonography and uroflowmetry
were performed. Patients were randomly divided into two
groups: group A (tamsulosin hydrochloride 0.4 mg for 5
days) and group B (tamsulosin hydrochloride 0.4 mg +
deflazacort 30 mg for 5 days). The consolidated standards
of reporting trials (CONSORT) 2010 flow diagram are
mentioned in Figure 1.

After 5 days of treatment with either tamsulosin/
tamsulosin and deflazacort, catheter free trial was given
and the findings recorded. Radiological and hematological
investigations were done and the values were recorded.
IPSS was used to assess the symptoms and quality of life.
In cases where the patients did not void after the catheter
free trial, they were re-catheterized and treated
appropriatelyThe data was analyzed using the statistical
package for the social sciences (SPSS) software version
22.0. All the qualitative data was expressed as percentages.
The p values were assessed by Chi square test (Fischer’s
exact test was used when more than 20% of the cells had
value less than 5). All the quantitative data was expressed
as meanzstandard deviation. P values were assessed by the
student t test. P value of less than 0.05 was considered as
“statistically significant” and indicated by “*” in the
tables.

RESULTS

A total of 72 patients were included in the study. In the
present study, both the groups were similar in terms of
demographics and baseline characteristics; p value: more
than 0.05 (Table 1).

Table 1: Distribution of baseline characteristics in the
study population (n=72).

Parameters Group A Group B ’
value

Age (years) 67.89+4.51  69.23+5.42 0.324

IPSS score 17.33+2.34 16.78+2.92 0.219

FrosER 52424212  5523+233  0.313

volume (ml)

Residual 235+10.41  245%9.72 0.510

urine (ml)

Serum

creatinine 93.92+16.12 90.92+15.54 0.641

(nmol/I)

All p values are statistically insignificant

Table 2: Distribution of symptoms after medical
therapy in the study population (n=72).

Group Group B

Parameters A (% % P value
Dysuria 11.11 2.78 0.001*
Increased frequency 11.11 2.78 0.001*
Did not void urine 8.33 0 0.001*

*Indicates statistically significant p value

In the post -treatment period, the persistence of symptoms
was significantly less in group B as compared to group A
(Table 2). The IPSS score and the residual volume of urine
was also significantly less in group B than in group A
(Table 3).

Table 3: Distribution of post-treatment findings in the
study population (n=72).

Parameters Group A Group B P value
IPSS score 11.99+2.14 8.92+2.46  0.001%
(Rrﬁf)'d“a' urine  1009+135 67.33:9.8  0.001*

*Indicates statistically significant p value
DISCUSSION

In the present study, we observed that the two groups were
similar in terms of baseline characteristics. After the
medical therapy, we observed significant relief of patient’s
symptoms in the patients of group B (treated with
tamsulosin hydrochloride and deflazacort) as compared to
group A (tamsulosin hydrochloride). We also observed
that there was an improvement in the IPSS in both the
groups. The IPSS scores were less after medical therapy in
both the groups as compared to the baseline scores.
However, on comparison between the groups, we observed
that the IPSS scores were significantly less in the patients
in group B as compared to group A, indicating significant
improvement in the quality of life with tamsulosin and
deflazacort as compared to treatment with tamsulosin
alone. Similarly, the volume of residual urine was also
significantly less in group B as compared to group A.

There is no current consensus regarding the treatment
protocol for BPH. Several large multicentric studies have
divided views on the surgical and medical management.**
15 However, TURP is considered the gold standard for
surgical management of BPH.57 It has been observed that
even after successful resection of the obstructive prostatic
segments, POUR due to functional causes is bothersome.
Urinary retention is a well-known complication of any
urosurgical procedure. It is an emergency condition
requiring urgent catheterization. Catheterization may
further lead to increased incidence of ascending
infection.’® All these factors ultimately lead to increased
morbidity and delay the discharge of the patient.

One of the main causes of this is hypothesized to be the
sympathetic overactivity of the autonomic nervous system
following surgical procedures. Therefore, alpha-blockers
are of value in relieving such retention of urine following
urosurgical procedures as they block the receptor activity
and relieve the sympathetic overdrive, thereby relaxing the
prostatic capsule and smooth muscle of the neck of the
urinary bladder and facilitate the voiding of urine.!”!8
There have been studies assessing the efficacy of alpha
blockers, especially tamsulosin as it is a selective alpha-
adrenergic antagonist. Some studies have found
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tamsulosin to be effective in reducing the incidence of
POUR while others have uncertain results.-22

Clearly, this indicates that the use of a single drug acting
on a particular mechanism or pathway for relieving POUR
may not translate into appreciable results in the reduction
of POUR. Therefore, there is a room for addition of drugs
with a different mechanism of action leading to synergistic
effects translating into a clinically significant reduction in
the incidence of POUR.

Deflazacort is a synthetic heterocyclic corticosteroid,
oxazoline derivative of prednisolone with high efficacy,
strong anti-inflammatory activity and good tolerability,
repair, muscle proteolysis and immunosuppression.?
Deflazacort in combination with tamsulosin is used at a
much lower dose of 30 mg/day to reduce inflammation and
edema particularly in stone disease.?*2?* Same principles is
applied with the intention to reduce postoperative edema
in patients post TURP.

Limitations

This is a pilot study requiring larger cohorts for further
validation of treatment.

CONCLUSION

POUR is a bothersome problem following urological
surgeries, particularly TURP, which adversely affects the
quality of life of patient. Based on the results of the present
pilot study, we recommend addition of deflazacort to
tamsulosin hydrochloride as they may have synergistic
effect in relieving POUR by acting along different
pathways. However, multicentric trials may be needed to
establish its efficacy.
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