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ABSTRACT Background- The prophylactic effect of tamsulosin in reducing POUR has not been investigated in a large

randomized double blind study.Therefore the present study was conducted to investigate the efficacy of

tamsulosin compared with placebo in preventing POUR.

Methods- This prospective randomized double blind, placebo controlled was performed in General Surgery Department of S.P
Medical College and associated group of hospitals, Bikaner, Rajasthan.

Results-14 patients had surgery duration more than 45 minutes, out of which 9(64.28%) patients developed POUR, On other side
in 86 patients had surgery time less than 45 minutes, out of which 36 patients (42.8%) developed POUR.

Conclusion-Based on our study, pre-perative and peri-operativetamsulosin administration reduces the incidence of
postoperative urinary retention and the need for catheterization in males after surgeries under spinal anesthesia.
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INTRODUCTION

Post-operative urinary retention (POUR) is defined as the
inability to void after surgery when the bladder is full. “POUR
is common and represents upto 70% of all surgeries,’
especially after hernia surgery™ and anorectal surgery®”.
Typically, this phenomenon is painful and can result in
increased cost of hospitalization, prolonged length of hospital
stay, and urinary tract infection (UTI) which can occur
primarily or secondarily to catheterization'®. Urethral
catheterization, a mainstay of initial management for patients
with POUR, is associated with some complications and
increase in cost of care."*® Therefore, pharmacological
therapy is considered as an interesting approach for patients
developing urinary retention following surgery.”

Spinal anesthesia will block the afferent and efferent neural
transmission from and to spinal segments S,-S, after 30-60
sec of spinal anesthetic injection, sensation of urgency to void
disappears after 2 to 5 minutes because the detrusor
contraction is completely abolished and its recovery depends
on the duration of sensory block above S2 and S3 sacral
segments, which is 5 to 6 hours. Complete normalization of
detrusor strength occursin 8 to 10 hours. *'°

Therefore, inhibition of alpha-adrenergic receptors located on
the bladder neck and proximal urethra may prevent POUR
and improve voiding. Several drugs including alpha-blockers
and parasympathomimetics had been under investigation for
their effectiveness in preventing POUR. Recent evidence has
shown that the use of alpha-blockers facilitatevoiding by
decreasing the resistance of the proximal urethra and bladder
neck and improving the urine flow.

Tamsulosin is a safe selective alpha l-adrenergic receptor
blocker characterized by its favorable side effect profile. The
prophylactic effect of tamsulosin in reducing POUR has not
been investigated in a large randomized double blind
study.Therefore the present study was conducted to
investigate the efficacy of tamsulosin compared with placebo
in preventing POUR.

MATERIAL AND METHODS

This prospective randomized double blind, placebo
controlled was performed in General Surgery Department of
S.P Medical College and associated group of hospitals,
Bikaner, Rajasthan.

Subjects

Male patients below 60 years who will be admitted in our
center for elective surgery of inguinal hernia, varicocele,
hydrocoele or other scrotal surgeries, fissure in ano, fistula in
ano, perianal abcess, hemorrhoids or other surgeries under
spinal anesthesia will be included in our study.

Study Period: 1 March, 2019 to 30 November, 2020.

Study design: Observational prospective randomized double
blinded placebo control study.

Sample Size: Totalpatients to be taken 100, 50 patients will be
taken in case group and 50 patients in control group.

EXCLUSION CRITERIA

1) Patients who have urinary symptoms before surgery,

2) A known history of neurological, urological or significant
systemic disease (such as diabetes mellitus),

3) Previous history of urinary retention,

4) Previous urological surgery,

5) History of using medications that could interfere with
natural voiding function such as benzodiazepines,
cholinergic drug prior to surgery, or current treatment with
alpha or beta agonists,

6) Surgical procedures last more than 90 minutes.

Method

After obtaining written informed consent from all participants,
patients will randomized to receive either two doses of 0.4mg
of tamsulosin or placebo. Dose modifications will not be made
in this study. If a subject has an intolerable adverse event or
side effects related to the study treatment, the drug will be
discontinued and the subject will be removed from the
protocol.

All patients had undergone a clinical examination and blood
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and urine analysis before surgery. Then, eligible patients
included into the study based on clinical, laboratory,
exclusion and inclusion criteria. After receiving the
demographic data, the patients were randomly assigned
(ratio 1:1) into two groups of intervention (50 subjects,
administered 0.4 mg tamsulosin) and control (50 subjects
received placebo at similar times in the intervention group).
Duration of surgery was less than 90 minutes for both groups.
For all patients, intravenous fluid less than 1500ml was
prescribed in the operating room. Surgery was performed
after short-term spinal anesthesia (lidocaine 5%). For
postoperative pain control non steroidal anti-inflammatory
drugs (NSAIDs) were used. Patients more than 60 years of age
was not included in this study due to the higher prevalence of
acute urinary retention in elderly people. It was considered to
prevent bias from the high incidence of urinary retention in the
elderly. Follow up outcome data will still be collected to allow
for intent-to-treat analysis.

Interventions

Half-life of tamsulosin is 9-15 hours, so we will administer two
doses with 12 hours intervals. The medications will be
administered 14 and 2 hours before surgical operation. In
case group patients were given oral tamsulosion tablet 0.4 mg
and in control group patients were given placebo tablet in
same schedule. These tablets were coded and given by
investigator who was not involved in further study for ensuring
double blinding. Patients will be asked to empty their bladder
prior to surgery. Surgery will be performed under spinal
anesthesia. Then the patients will be closely monitored by
blinded research associates for the presence of urinary
retention, any voiding difficulty and side effects during 12 hour
after surgery, and the occurrence of POUR will be compared
between both groups. Patients will be allowed to void once
they felt they have a full bladder. NSAIDs prescribe for
postoperative analgesia. Opioid analgesics will not
administered to any patient postoperatively.

Measurement

The diagnosis of urinary retention will be established when
the patient had a painful and palpable mass in his
suprapubic area, and was unable to void during the first 12
hours after surgery. The diagnosis will be confirmed by
emptying of more than 400mL of urine by catheterization. A 14-
French nelaton catheter will placed to decompress the
bladder of patients who have palpable bladder or who did not
urinate 12 hours after surgery. Catheter will be removed after
48 to 60 hours of chaterization and start voiding trial. If
patient fails a voiding trial and develop urinary retention,
outpatient urology consultation recommended. Patient will be
discharged after a successful voiding trial without catheter.

DATA ANALYSIS:

Allobtained data weretabulated andimportantstatistical
analysiswas done withthe help of SPSSsoftware (version 23).
Microsoft excel and Microsoft word were usedto obtainvarious
types of graphs such as bardiagram. Chi-squared testand t
test were used as test of significance for qualitative data. p
value (Probability that the result is true) of <0.05 was
considered as statistically significant after assuming all the
rules of statistical tests.

RESULTS

In this study, 50 patients included in tamsulosin group and 50
patients in control or placebo group. POUR in patients who
received tamsulosin was significant lower than patients who
received placebo, as 30% of patients treated with tamsulosin
and 60% patients in placebo group reported urinary retention
following surgery (p value =0.005).

Effectiveness of preoperative and perioperative tamsulosin in prevention of POUR
in patients undergoing elective spinal surgeries

Number

Tamsulosin/Case Group (n=50) Placebo/Control Group (n=50)

Study Group

BPOUR Yes WPOURNO

Relation of age with POUR in both groups

All POUR

Yes NO

Mean age+SD| 38.38+13.10 | 43.6+12.5 [34.0+12.2| 0.0001
(in years)

P value

In this study, we found mean age of patients with POUR
(43.6x12.5years) was significantly higher than mean age of
patients without POUR (34.0+12.2years). (Pvalue=0.0001)

Relation of age with POUR in both groups

Moan Age

POUR

Distribution of patients according to duration of surgery
with development POUR inall groups

Duration of surgery Total POUR
<45min 86 36
>45min 14 9

Chi square 12.776
p-value 0.018*

*p-value <0.05 is significant

14 patients had surgery duration more than 45 minutes, out of
which 9(64.28%) patients developed POUR, On other side in 86
patients had surgery time less than 45 minutes, out of which
36 patients (42.8%) developed POUR.

DISCUSSION

Postoperative urinary retention is a well established and
commonly encountered problem across all surgeries in
patients undergoing spinal anaesthesia .Many factors
associated with POUR like underlying disease, effects of
anaesthetic agents, perioperative fluid therapy, surgical
intervention, bladder outlet problems, postoperative
immobilization, postoperative pain and use of narcotics for
the same, duration of surgery, gender and age.

Three methods have been used to diagnose POUR:

1) History and physical examination (lower abdominal pain
and discomfort and palpation or percussion of bladder in
suprapubic area);

2) Bladder catheterization;

3) Ultrasonographic assessment of bladder postoperatively.

We used 1°criteria to confirm POUR in our study: patients
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discomfort or palpable bladder or inability to void more than
12 hours after induction of anesthesia .We included patients
upto 60 years old, because in older age there is a decrease in
contractility of detrusor and increase in incidence of some
diseases such as benign hyperplasia of prostate that present
with urinary symptoms and may interfere with study results
(development of urinary retention).

Present study is prospective randomized double blind,
placebo controlled and was performed in General Surgery,
Department of S.P Medical College and associated group of
hospitals, Bikaner to determine if tamsulosin administered
preoperatively and perioperatively is more effective than
placebo in preventing postoperative urinary retention in
patients undergoing elective spinal surgery.

In this study, 100 male patients below 60 years who were
admited in our center for elective surgery of inguinal hernia,
varicocele, hydrocoele or other scrotal surgeries, fissure in
ano, fistula in ano, perianal abcess, hemorrhoids or other
surgeries under spinal anesthesia were included . After
obtaining written informed consent from all participants,
patients were randomized to receive either two doses of 0.4mg
of tamsulosin or placebo. Dose modifications will not be made
inthis study.

The key finding of this study was, Patients who received
tamsulosin preoperative less likely developedPOUR.In case
group 50 patient given tamsulosin out of which 15(30%)
developedPOUR and in control group how received placebo
30 patient (60%) develop POUR. This observation was
statically significant (P value < 0.05).

Similar findings were obtained in a study by Madani et al.
where they studied effectiveness of tamsulosin in prevention of
postoperative urinary retention. They found that POUR in
patients who received tamsulosin was significantly lower than
placebo, as 5.9% of the patients treated with tamsulosin and
21.1% placebo group, reported urinary retention following
surgery (p = 0.001)."

In a study among 626 patients, undertaken by Ahmad et al. to
assess preventive effects of tamsulosin on POUR post
anorectal surgeries under spinal anaesthesia, they found that
use of tamsulosin (0.4 mg oral tamsulosin 6 hours
preoperatively and 6-8 hours postoperatively) led to reduction
in incidence of post operative urinary retention. Similar to
findings of our study.

Mohammadfallah et al. also found that perioperative
tamsulosin represents effective strategy to reduce the risk of
POUR in patients undergoing inguinal herniorrhaphy.

Another study was undertaken by Akkoc et al. where they
studied prophylactic effects of alpha blockers on
postoperative urinary retention in 180 patients undergoing
surgery under spinal anaesthesia. They also found that
incidence of urinary retention (defined in their study as painful
suprapubic bulge, confirmed by 500ml of urinary evacuation
post catheterization) was significantly lower in tamsulosin
group, being 5%, compared to 25% in control group. They also
thus suggested as in our own study that pre
operativetasmsulosin reduces incidence of POUR and also
need for urinary catheterization after surgeries under spinal
anaesthesia.”

Petros and colleagues reviewed 295 inguinal herniorrhaphies
in spinal anesthesia, age less than 53 years, and
perioperative fluid less than 1200ml significantly reduced the
incidence of POUR." Lee and colleagues declared that POUR
increases with age, with the risk increasing by 2.4 to 2.8 times
in patients over 50 years of age.' MohammadFallah et al. no

statistically significant differences were found between the
two groups in terms of age (p=0.18).° In our study we
observed POUR is more common in older age group. 58.33%
paients developed POUR in 51 to 60 years age group compare
10 38.8% in 20to 30 years age group.

Prolonged duration of surgery can cause POUR. Pavlin et al.
found a significant correlation between bladder volume and
the duration of surgery but failed to show a relationship
between the bladder volume and the total amount of fluids
administered.” In contrast, Peterson did not find any causal
relationship between the duration of surgery and the risk of
POUR.*

In our study we found that patient who have longer duration of
surgery have more chances of developing POUR, 14 patients
have surgery duration more than 45 minutes out of which
9(64.28%) patient developedPOUR, On other side in 86
patients have surgery time less than 45 minutes 36 patients
(42.8%) developedPOUR.

In our study, only men were included and the other limitation
of our study was that we did not record preoperative and
postoperative fluid intakes of the patients.

CONCLUSSION

Based on our study, preperative and perioperativetamsulosin
administration reduces the incidence ofpostoperative urinary
retention and the need for catheterization in males after
surgeries under spinal anesthesia.

However, we recommend that this study be carried out more
extensively on larger samples on different populations to
arrive at final conclusion regarding validity of preoperative
tamsulosin drug usage.

REFERENCES

1. Baldini G, Bagry H, Aprikian A, Carli F: Postoperative urinary retention:
anesthetic and perioperative considerations. Anesthesiology. 2009; 110:
1139-57.

2. BuckleyBS, Lapitan MC: Drugs for treatment of urinary retention after surgery
in adults. Cochrane Database Syst Rev. 2010; 10: Cd008023.

3.  Petros JG, Rimm EB, Robillard R], Argy O: Factors influencing postoperative
urinary retention in patients undergoing elective inguinal herniorrhaphy. AmJ
Surg. 1991; 161:431-3; discussion 434.

4. Chen], Matzkin H, Lazauskas T, Lelcuk S, Braf Z: Posthernioplasty urinary
retention: a noninvasive work-up for prediction. Urol Int. 1993; 51: 243-5.

5. Barone JG, Cummings KB: Etiology of acute urinary retention following
benign anorectal surgery. Am Surg. 1994; 60: 210-1.

6. Zaheer S, Reilly WT, Pemberton JH, Ilstrup D: Urinary retention after
operations for benign anorectal diseases. Dis Colon Rectum. 1998; 41: 696-
704.

7.  Toyonaga T, Matsushima M, Sogawa N, Jiang SE, Matsumura N, Shimojima Y,
et al.: Postoperative urinary retention after surgery for benign anorectal
disease: potential risk factors and strategy for prevention. Int] Colorectal Dis.
2006; 21:676-82.

8. Darrah DM, Griebling TL, Silverstein JH: Postoperative urinary retention.
AnesthesiolClin. 27: 465-84

9.  Kamphuis ET, Ionescu TI, Kuipers PW, de Gier ], van Venrooij GE, Boon TA.
Recovery of storage and emptying functions of the urinary bladder after
spinal anesthesia with lidocaine and with bupivacaine in men.
Anesthesiology. 1998 Feb;88(2):310-6.

10. Matsuura S, Downie JW. Effect of anesthetics on reflex micturition in the
chronic cannula-implanted rat. NeurourolUrodyn. 2000;19(1):87-99.

11. Madani A, Aval H, Mokhtari G, Nasseh H, Esmaeili S, Shakiba M, et al.
Effectiveness of tamsulosin in prevention of post —operative urinary retention:
A randomized double—blindplacebo—controlled study. IntBraz ] Urol
2014;40:30-6.

12. Ahmad MM, Wani HA, Jeelani A, Thakur S, Waseem M, Nazir I. Preventive
effect of tamsulosin on postoperative urinary retention in benign anorectal
surgeries. Saudi Surg] 2014;2:33-7.

13. Mohammadi—Fallah M, Hamedanchi S, Tayyebi—Azar A. Preventive effect of
tamsulosin on postoperative urinary retention. Korean ] Urol 2012;53:419

14. Akkoc A, Aydin C, Topaktas R, et al. Prophylactic effects of alpha-blockers,
tamsulosin and Alfuzosin, on postoperative urinary retention in male patients
undergoing urologic surgery under spinal anaesthesia. International
Brazilian Journal of Urology: official journal of the Brazilian Society of Urology
2016;42(3):578 84

15. Petros JG, Mallen JK, Howe K, Rimm EB, Robillard R]. Patient-controlled
analgesia and postoperative urinary retention after inguinal herniorrhaphy.
SurgGynecol Obstet. 1993 Aug;177(2):172-5

GJRA - GLOBAL JOURNAL FOR RESEARCH ANALYSIS = 191



VOLUME - 10, ISSUE - 05, MAY- 2021  PRINT ISSN No. 2277 - 8160 ¢ DOI : 10.36106/gjra

16. Lee SJ, Kim YT, Lee TY, Woo YN: Analysis of risk factors for acute urinary
retention after non-urogenital surgery. Korean ] Urol. 2007;48:1277-84

17. Pavlin D], Pavlin EG, Gunn HC, Taraday JK, Koerschgen ME. Voiding in
patients managed with or without ultrasound monitoring of bladder volume
after outpatient surgery. AnesthAnalg. 1999 Jul;89(1):90-7.

18. Petersen MS, Collins DN, Selakovich WG, Finkbeiner AE: Postoperative
urinary retention associated with total hip and total knee arthroplasties.
ClinOrthopRelat Res 1991; 269:102-8

192 = GJRA - GLOBAL JOURNAL FOR RESEARCH ANALY SIS



