Monotherapy versus combination therapy in the ....... Zanco J. Med. Sci., Vol. 24, No. (3), December, 2020
https://doi.org/10.15218/2zjms.2020.039

Monotherapy versus combination therapy in the treatment of benign prostatic
hyperplasia: A single center study
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Abstract

Background and objectives: Most benign prostatic hyperplasia patients do not present
obvious indicators for surgical intervention, so most of these patients are treated initially
with medical therapy. This study aimed to compare the incidence of acute urinary retention
after treatment with monotherapy with the incidence after combination therapy and
determine the need for surgery in both methods.

Methods: This is a retrospective study of the medical records of 248 benign prostatic
hyperplasia patients who had attended Rizgary Teaching Hospital from May 2012 to June
2017. These patients were divided into two groups of 138 and 110 patients who have been
treated by 0.4 mg tamsulosin capsule once daily and 0.4 mg tamsulosin capsule plus 5mg
finasteride tablet once daily, respectively. Benign prostatic hyperplasia outcomes (acute
urinary retention, benign prostatic hyperplasia related surgery) were compared between
these two groups according to prostate volume and serum prostate specific antigen.
Results: The combined treatment had significantly reduced the incidence of acute urinary
retention and benign prostatic hyperplasia related surgery than monotherapy (P = 0.006
and 0.044, respectively). Similarly, when prostate volume and prostate specific antigen
were above the cutoff value, both acute urinary retention and benign prostatic hyperplasia
related surgery were lower in the combination therapy group than the monotherapy group.
Conclusion: Combined therapy (0.4 mg tamsulosin plus 5mg finasteride) was significantly
superior to 0.4 mg tamsulosin alone in the reduction of the incidence of acute urinary
retention and benign prostatic hyperplasia related surgery among benign prostatic
hyperplasia patients.

Keywords: Benign prostatic hyperplasia; Acute urinary retention; Benign prostatic
hyperplasia related surgery; Prostate volume; Prostate specific antigen.

Introduction Symptoms (MTOPS) study reported that
Benign prostatic hyperplasia (BPH) is the long term treatment of BPH by combination
most common older men's urological therapy significantly decreases the
problem." Since most patients do not incidence of acute urinary retention and
present obvious indicators for surgical BPH related surgeries. It is indicated
intervention, most of these patients are by the Medical Therapy of Prostatic
treated initially with medical therapy.? Symptoms (MTOPS) study that
Among the medical therapies used to treat combination therapy was superior to
BPH, alpha blockers, and 5 alpha monotherapy when the prostate volume
reductase inhibitors were the most (PV) was > 40 ml and the serum prostate
efficacious as the 1% line medical specific antigen (PSA) concentration
therapies.® Previously, no significant was > 4.0 ng/ml.° This study aimed to
differences were reported between compare the incidence of acute urinary
monotherapy and combination therapy until retention after treatment with monotherapy
the Medical Therapy of Prostatic with the incidence after combination
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therapy and determine the need for surgery
in both methods.

Methods

A retrospective comparative study of the
medical records reported Rizgary Teaching
Hospital from May 2012 to June 2017 was
carried out. A total of 248 BPH patients
treated by medical therapy for at least one
year were included in this study. Patients
under the age of 50 years had international
prostate symptom score of less than or
equal to 7, previously received medical
therapy for BPH or combined therapy
with anticholinergics, had a history of
lower urinary system surgery (BPH
related surgery, urinary bladder
surgery (urethroplasty, diathermy), patients
confirmed to have prostate cancer and
BPH, patients who had low urinary flow
rate, patients who had lower urinary tract
symptoms related to causes other than
BPH, and patients lost to be followed up
were all excluded from this study. Patients
involved in the current study were divided
into two groups. The ' group, or the
monotherapy group, included 138 patients
treated by a-blockers (0.4 mg tamsulosin
capsule once daily). The 2™ group, or the
combination group, included 110 patients
treated by a combination of a-blockers plus
5 a-reductase inhibitors (0.4 mg tamsulosin
capsule/5mg finasteride tablet once daily).
Incidences of acute urinary retention and
BPH-related surgeries were compared
between these two groups and between
patients classified by PV and serum PSA
level. The follow-up period of this study
was determined by the onset date of
acute wurinary retention or BPH-related
surgery date in the medical records. All

the collected data were entered into
a computer using the statistical package
for the social sciences (version 23) soft-
ware. Appropriate statistical tests were
performed, Chi-square was used for
categorical variables, and Fisher's exact
test was used when more than 20% of the
cells of the tables had an expected count
of less than 5. The student's t-test
was used to compare means. In all
statistical analyses, the level of
significance (P value) was set at <0.05.

Results

A total of 248 patients participated in the
current study. These patients were divided
into 138 patients on the monotherapy
group (a blockers) and 110 patients on the
combination therapy group (a blockers plus
5-a reductase inhibitors). The mean age of
the two groups was significantly different
(65.25 + 5.5 years among the monotherapy
group and 67.20 + 4.2 years among the
combination therapy group, P 0.002).
The mean follow-up period was
significantly longer in combination therapy
(371 months + 6.1 months) than
monotherapy ( 33.5 months + 5.5 months)
with P value of <0.001. The PV was 34.20
1+ 11.8 ml and 35.25 £ 10.8 ml among the
monotherapy and combination therapy
groups, respectively (P = 0.471). The PSA
was 1.8 + 1.5 ng/ml and 1.9 £ 2.2 ng/ml
among monotherapy and combination
therapy groups, respectively (P = 0.672).
The international prostate symptom score
(IPSS) was 25.22 + 5.70 and 23.2 + 5.70
among monotherapy and combination
therapy groups, respectively (P = 0.006).
These details are shown in Table 1.

Table 1: Main characteristics of patients at first reporting.

Monotherapy (No.=138) Combination therapy (No. = 110) P value
Mean + SD Mean = SD
Age (years) 65.25+5.5 67.20+4.2 0.002
Follow up (Months) 335+55 37.1+£6.1 <0.001
PV (ml) 34.20+11.8 35.25+10.8 0.471
PSA (ng/ml) 1.8+1.5 19+22 0.672
IPSS 2522 +5.70 23.2+5.70 0.006
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Significantly, those patients treated by
combination therapy have shown a lower
incidence of acute urinary retention than
those treated by monotherapy with an
incidence of 4.5% and 15.2%, respectively
(P 0.006). Similarly, the incidence of
BPH related surgery was lower among
combination therapy than monotherapy
with an incidence rate of 5.5% and 13.0%,
respectively (P = 0.044). The cutoff value of
PV and PSA among acute urinary retention
and BPH related surgeries were 35 ml and
1.9 ng/ml, respectively. The incidence of
acute urinary retention when PSA was <
1.9 ng/ml was found to be not significantly
different between the monotherapy group
(5.7%) and the combination therapy group
(2.0%) (P = 0.312). When PSA was more
than 1.9 ng/ml, the incidence of acute
urinary retention was significantly different
(P<0.001) between the two groups (31.4%
and 6.6% among monotherapy and
combination therapy, respectively.
Similarly, the incidence of acute urinary
retention when the PV was <35 ml found to
be not significantly different between
the monotherapy group (4.3%) and

Table 2:

the combination therapy group (2.2%),
P = 0.526. However, the incidence of acute
urinary retention was significantly different
(P <0.001) when PV was more than 35 ml
(37.8% and 6.3 % among monotherapy
and combination therapy, respectively).
The incidence of BPH related surgeries
when PSA was < 1.9 ng/ml was not

significantly  different between the
monotherapy group (2.3%) and the
combination therapy group (4.1 %),

P = 0.554. However, it was significantly
different (P <0.001) when PSA was more
than 1.9 ng/ml (31.4% and 6.6 % among
monotherapy and combination therapy,
respectively). The incidence of BPH related
emergencies when the PV was < 35 ml
was not significantly different between
the monotherapy group (2.2%) and the
combination therapy group (2.2%),
P = 0.992. However, it was significantly
different (P = 0.001) when PV was more
than 35 ml (31.1% and 7.8 % among
monotherapy and combination therapy,
respectively). All the above details are
shown in Table 2.

Incidence of acute urinary retention and BPH related surgeries among

monotherapy and combination therapy groups according to prostate specific antigen and

prostate volume.

Monotherapy Combination therapy
(No.=138) (No. =110)
No. % No. % P value
Acute Urinary  All Yes 21 15.2 5 45 0.006
Retention No 117 84.8 105 95.5
PSA<1.9 Yes 5 5.7 1 2.0 0.312
No 82 94.3 48 98.0
PSA>1.9 Yes 16 314 4 6.6 <0.001
No 35 68.6 57 934
PV <35 Yes 4 43 1 22 0.526
No 89 95.7 45 97.8
PV > 35 Yes 17 37.8 4 6.3 <0.001
No 28 62.2 60 93.8
BPH related All Yes 18 13.0 6 55 0.044
surgery No 120 87.0 104 94.5
PSA<1.9 Yes 2 23 2 41 0.554
No 85 97.7 47 95.0
PSA>1.9 Yes 16 31.4 4 6.6 <0.001
No 35 68.6 57 93.4
PV <35 Yes 2 2.2 1 22 0.992
No 91 97.8 45 97.8
PV > 35 Yes 14 31.1 5 7.8 0.001
No 31 68.9 59 92.2
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Discussion

Many men complaining from BPH develops
different complications, including acute
urinary retention, prostatic hyperplasia
related surgeries, urinary incontinence, and
urinary tract infection.>” Many studies have
assessed the effects of using a blockers
versus combination therapy of a blockers
plus 5-a reductase inhibitors treatment in
improving the BPH outcomes."*® In the
current study, we found that the incidence
of acute urinary retention among patients
treated with combination therapy (4.5%)
was significantly less than the incidence
(15.2%) among patients treated with
monotherapy. This result is similar to what
was reported by Shin et al.* who found
that acute urinary retention incidence is
significantly lower in combination therapy
(2.8%) than monotherapy (13.6%). Lu
Chi-Fong et al.'® also found that acute
urinary retention incidence is significantly
lower in combination therapy (18.2%) than
monotherapy (38.9%). In the current study,
the incidence of BPH related surgeries was
significantly lower among patients treated
by a combined therapy (5.5%) than
monotherapy (13%). This finding is similar
to what is reported by Shin et al..° who
found that BPH related surgery incidence is
significantly lower in combination therapy
(3.2%) than monotherapy (8.4%). Cindolo
et al."" also found that the incidence
of hospitalization for BPH related is
significantly lower in combination therapy
(4.08%) than monotherapy (13.9%). On the
other hand, when PV and PSA are
above the cutoff value, both acute
urinary retention and BPH related surgery
incidence is reduced significantly in
combination therapy than monotherapy.
This finding is similar to what was reported
by Shin et al.’ who found that when PV is
higher than the cutoff value, the incidence
of acute wurinary retention and BPH
related surgeries is significantly lower in
combination therapy (4.0% and 4.7%) than
in monotherapy (27.0% and 20.6%). They
also found that when the PSA level is
higher than the cutoff value, the incidence

of acute wurinary retention and BPH
related surgeries is significantly lower in
combination therapy (3.8% for both)
than monotherapy (24.2% and 17.0%).
Similarly, Roehrborn et al."? reported that
the incidence of both acute urinary
retention and BPH related surgeries when
PV and PSA above the cutoff value is
significantly lower in combined therapy

(45% and 5.1%) than monotherapy
(14.3% and 14.0%).

Conclusion

The combined therapy of 0.4 mg
tamsulosin plus 5 mg finasteride is

significantly superior to 0.4 mg tamsulosin
alone in reducing the incidence of
acute urinary retention and BPH related
surgeries among BPH patients.
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