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ORIGINAL ARTICLE

Effect of Discontinuation of Tamsulosin in Korean Men
with Benign Prostatic Hyperplasia Taking Tamsulosin

and Dutasteride: An Open-Label, Prospective, Randomized Pilot
Study

Joo Yong LEE, Dong Hyuk KANG, Sung Yul PARK, Seung Wook LEE, Yong Tae KIM,
Hong Yong CHOI, and Hong Sang MOON∗

Department of Urology, Hanyang University College of Medicine, Seoul, Korea

Objective: This study was conducted to examine the effect of discontinuing tamsulosin in patients with benign
prostatic hyperplasia who had been receiving combination therapy with tamsulosin and dutasteride.
Methods: The study sample consisted of 108 men with benign prostatic hyperplasia and lower urinary tract
symptoms who visited our urology clinics between April 2008 and December 2010. All were assessed using the
International Prostate Symptom Score (IPSS). The patients had IPSS of 8–19 and prostate volumes ≥25 mL by
transrectal ultrasonography. They were put on tamsulosin and dutasteride, and the efficacy of this regimen was
assessed every 12 weeks. After 48 weeks, patients were divided at random into a group continuing to take the same
drug combination (group 1) and a group taking only dutasteride 0.5 mg (group 2).
Results: Sixty-nine of the original 108 patients completed the study, 36 (52%) in group 1 and 33 (48%) in group
2. The mean age of all patients was 67.96 ± 7.88 years and mean prostatic volume was 40.45 ± 12.81 mL. Mean
prostate-specific antigen was 3.31 (0.4–9.9) ng/mL at the outset. The IPSS scores of the two groups at first visit, 48
and 72 weeks were, respectively, 14.69 versus 15.85 (P = 0.322), 12.08 versus 12.85 (P = 0.582) and 10.89 versus
11.06 (P = 0.897.) There was a statistically significant difference between the baseline and 72-week IPSS scores in
both groups (group 1: P < 0.001, group 2: P < 0.001).
Conclusion: In patients with moderate IPSS, discontinuing tamsulosin after 48 weeks of combined tamsulosin and
dutasteride therapy has no significant effect on outcome.
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1. INTRODUCTION

Benign prostatic hyperplasia (BPH) is a frequent prob-
lem in ageing men, and its incidence increases with
age.1 The prevalence of BPH, based on histological evi-
dence from autopsy studies, is >50% in men aged 51–60
and 90% by age 85.2 Understanding BPH is becoming
more important due to the increase in life expectancy.3

α1-Adrenoreceptor antagonists (α1-blockers) and 5α

reductase inhibitors (5ARIs) are the mainstays of ther-
apy for lower urinary tract symptoms secondary to BPH
(LUTS/BPH).4 The aim of combination therapy is to com-
bine the rapid symptom relief provided by the α1-blockers
with the risk reduction and prevention of BPH progres-
sion provided by the 5ARIs.5 Useful treatment outcomes
have been reported after long-term use of 5ARIs. These
can prevent or retard the progression of BPH by inhibiting
dihydrotestosterone (DHT) synthesis, and reduce serum
levels of prostate-specific antigen (PSA).6 Testosterone is
the main circulating androgen and is converted in the
prostate to DHT by the enzyme 5α-reductase.7 DHT is the
primary androgen responsible for prostatic enlargement

and obstruction of the bladder outlet, thus contribut-
ing to the progressive nature of BPH.8 A reduction of
approximately 50% in PSA by 12 months is expected
in men taking a 5ARI.9 Hence, the American Urologi-
cal Association Guideline on the Management of BPH
recommends that 5ARIs be used to prevent progression
of LUTS/BPH and to reduce the risk of urinary reten-
tion and future prostate-related surgery.10 In a recent
trial, patients with severe symptoms may benefit from
longer-term combination therapy with tamsulosin and
dutasteride.11

However, long-term continuous medical treatment
without limit may reduce adherence to medication for

∗Correspondence: Hong Sang Moon, MD, PhD, Department of Urology,
Hanyang University Guri Hospital, 249-1, Gyomun-dong, Guri 471-701, Korea.
Tel: +82-31-560-2374; Fax: +82-31-560-2372. Email: moonuro@hanyang.ac.kr

Received 3 August 2011; revised 14 September 2011; accepted 2 October
2011.

DOI: 10.1111/j.1757-5672.2011.00109.x

© 2011 Blackwell Publishing Asia Pty Ltd



36 Joo Yong Lee et al.

socioeconomic or therapy-related reasons.12 Nichol et al.
reported that adherence in their BPH population was low,
with only about 40% of patients adherent to taking any
BPH medication in the form of α1-blocker monother-
apy, 5ARIs or combination therapy.13 We conducted
the present pilot study to assess the impact of discon-
tinuing tamsulosin in patients with BPH and moderate
International Prostate Symptom Score (IPSS) scores who
had been on combination therapy with tamsulosin and
dutasteride.

2. METHODS

2.1. Subjects

The study sample consisted of 108 men with LUTS/BPH
who visited our urology clinics between April 2008 and
December 2010. None had previously been given tam-
sulosin or dutasteride. The study was an open-label,
prospective and randomized study that was conducted
and approved by the Institutional Review Board of the
hospital.

All the subjects were assessed using the IPSS. Patients
with a baseline IPSS of 8–19 and prostate volume
≥25 mL by transrectal ultrasonography were selected
for the study. The following subjects were excluded:
(i) those with a urinary tract infection; (ii) those with
diabetes mellitus or a neurological disorder; (iii) those
who had undergone urinary tract surgery; (iv) those
with serum PSA levels ≥10 ng/mL; (v) those with post-
voided residual (PVR) urine >150 mL. If PVR exceeded
150 mL at any visit, the patient was restated on an α1-
blocker. If serum PSA was 4–10 ng/mL, a transrectal
ultrasonography-guided prostate biopsy was performed
to exclude prostate cancer.

2.2. Study design

Before enrollment in the study, patients were screened
for 2 weeks to determine whether they met the inclu-
sion criteria. Information regarding duration of illness,
smoking/drinking status, and past medical history was
also collected. The baseline evaluation also included
a physical examination in which blood pressure and
heart rate were measured, and 12-lead electrocardiog-
raphy, routine hematological tests and urinalysis were
performed. Thereafter, at the outset of the study (desig-
nated as baseline), all the patients were given tamsulosin
0.2 mg and dutasteride 0.5 mg/day, to be taken before
sleep. The efficacy of this regimen was assessed every
12 weeks. After 48 weeks, the patients were divided into a
group continuing to take the same drug combination
(group 1) and a group taking only dutasteride 0.5 mg
(group 2) using a random function of Open Office Calc
(Open Office.org version 3.2.0, Oracle Corp., Redwood
Shores, CA, USA).

2.3. Assessment

The efficacy of the combination treatment with regard
to adverse effects was measured at baseline, 48 and at
72 weeks. The subjects were asked about their voiding

symptoms, and at 48 and 72 weeks they were divided into
the following three categories on the basis of their views
of the effect of treatment: better, the same and worse.
Being ‘‘better’’ and ‘‘the same’’ were taken as treatment
satisfaction.

The efficacy of the combination treatment with regard
to LUTS/BPH was assessed by determining patients’ IPSS
and by measuring PVR and maximal urine flow rate
(Qmax). Quality of life (QoL) scores were also obtained.
The safety of the combination treatment was assessed
every 12 weeks by taking the patients’ histories, perform-
ing physical examinations that included measuring blood
pressure and heart rate, and recording adverse effects.

2.4. Statistical analysis

Comparisons of IPSS, Qmax, PVR and prostatic volume
at the beginning and end of the study were made with
Student’s independent and paired t-test. Statistical anal-
yses were performed with MedCalc (MedCalc version
11.2.1.0, MedCalc Software, Mariakerke, Belgium). A
P-value of <0.05 was considered statistically significant.

3. RESULTS

In the first period (baseline to 48 weeks), 22 men
(20.4%) dropped out of the study. Reasons for drop-out
were: not returning for follow-up (14, 63.6%), declined
to participate (5, 22.7%), discontinued combination ther-
apy (2, 9.1%), and other reason (1, 4.6%) to undergo
TURP. In the second period (48–72 weeks), another 17
(20.9%) dropped out. Reasons for drop-out were: not
returning for follow-up (10, 58.8%) and declined par-
ticipants (7, 41.2%). Declined participants in the second
period included three patients in group 1 who continued
tamsulosin again, two patients who decided to undergo
TURP and two patients from group 2 who wanted to
change medication due to adverse effects. In the duration
of our study, three patients underwent TURP because
they complained of no symptomatic improvement. Con-
sequently, at 72 weeks, 69 men completed the study
(Fig. 1).

The mean age of all patients was 67.96 ± 7.88 years
and mean prostatic volume was 40.45 ± 12.81 mL.
Mean serum PSA level was 3.31 (0.4–9.9) ng/mL at base-
line (Table 1). Mean baseline and endpoint (72 weeks)
IPSS of all subjects were 15.25 ± 4.80 and 10.97 ±
5.46 (P < 0.001), respectively, and QoL scores were
3.68 ± 1.17 and 2.84 ± 1.13 (P < 0.001), respec-
tively. Mean baseline and endpoint Qmax of the total
subjects were 8.14 ± 1.42 and 10.55 ± 3.11 mL/sec
(P < 0.001), respectively, and prostatic volumes were
40.45 ± 12.81 and 26.82 ± 14.91 mL (P < 0.001),
respectively. IPSS in the two groups at first visit, 48 and
72 weeks were 14.69 versus 15.85 (P = 0.322), 12.08 ver-
sus 12.85 (P = 0.582) and 10.89 versus 11.06 (P = 0.897)
(Fig. 2). There was a statistically significant difference
between baseline and 72-week IPSS in both groups (group
1: P < 0.001; group 2: P < 0.001). There were also sig-
nificant differences in voiding and storage subscore of
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Fig. 1 Flow diagram of the study including reasons for drop-out.

TABLE 1. Baseline characteristics of the patients in the two groups

Total Group 1 Group 2 P-value

No. of patients 69 36 33 —
Mean age ± SD (year) 67.96 ± 7.88 66.92 ± 7.52 69.09 ± 8.23 0.225†
Prostate volume ± SD (mL) 40.45 ± 12.81 38.43 ± 13.01 42.65 ± 12.42 0.174†
Mean PSA (ng/mL) (range) 3.31 (0.40–9.90) 2.15 (0.40–3.97) 4.10 (0.43–9.90) 0.168†
IPSS 15.25 ± 4.80 14.69 ± 4.53 15.85 ± 5.08 0.322
Medical history 0.745‡

Hypertension (%) 25 14 (38.9) 11 (33.3) —
Diabetes (%) 15 7 (19.4) 8 (24.2) —

†Student’s independent t-test. ‡Fisher’s exact test. Group 1: patients who were given tamsulosin and dutasteride for 72 weeks. Group 2: patients who
were given dutasteride for 24 weeks following combination therapy for 48 weeks. IPSS, international prostatic symptom score; PSA, prostate-specific
antigen; SD, standard deviation.

IPSS between the two groups. Qmax values in the two
groups at baseline, 48 and 72 weeks were 8.39 ± 1.55
versus 7.88 ± 1.22 (P = 0.136), 9.64 ± 2.71 versus
10.61 ± 2.67 (P = 0.140) and 10.44 ± 3.33 versus
10.67 ± 2.89 mL/sec (P = 0.769), respectively. Prostatic
volumes in the two groups at baseline, 48 and 72 weeks
were 38.43 ± 13.01 versus 42.65 ± 12.42 (P = 0.174),
30.88 ± 13.44 versus 32.72 ± 13.14 (P = 0.135) and
29.85 ± 14.56 versus 32.15 ± 14.27 mL (P = 0.067).
There was a statistically significant difference between
baseline and 72-week prostatic volumes in both groups
(group 1: P < 0.001; group 2: P < 0.001). QoL scores
in the two groups at baseline, 48 and 72 weeks were
3.92 ± 0.97 versus 3.42 ± 1.32 (P = 0.080), 3.42 ±
1.08 versus 2.79 ± 1.58 (P = 0.056) and 3.08 ± 0.10
versus 2.58 ± 1.23 (P = 0.062) (Table 2). In BPH pro-
gression including decreased Qmax, increased IPSS and
increased PVR, there were no significant differences in
two groups (Table 3).

Fig. 2 Mean International Prostate Symptom Score (IPSS) for groups 1
and 2. Group 1 ( ): patients given tamsulosin and dutasteride for
72 weeks. Group 2 ( ): patients given dutasteride for 24 weeks

following combination therapy for 48 weeks.

Adverse effects were observed in eight men (7.4%) in
the first period and in five men (5.8%) in the second
period. Reduced libido was the most common adverse
effect (five men in the first period; two men in the second
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TABLE 2. Comparison of IPSS, QoL, Qmax and prostatic volume at baseline, 48 weeks and endpoint between group 1 (n = 36) and group 2 (n = 33)

Baseline 48-week Endpoint
P-value† (baseline vs

endpoint)

IPSS Group 1 14.69 ± 4.53 12.08 ± 5.94 10.86 ± 5.57 <0.001
Group 2 15.85 ± 5.08 12.85 ± 5.94 11.06 ± 5.41 <0.001
P-value‡ 0.322 0.582 0.897 —

Storage subscore Group 1 6.36 ± 4.15 5.83 ± 4.56 5.03 ± 3.75 0.038
Group 2 6.24 ± 4.72 4.70 ± 3.65 5.44 ± 4.65 0.041
P-value‡ 0.912 0.260 0.687 —

Voiding subscore Group 1 8.33 ± 4.31 6.25 ± 3.18 5.44 ± 2.54 0.001
Group 2 9.61 ± 6.01 8.15 ± 4.72 6.03 ± 3.63 0.022
P-value‡ 0.313 0.052 0.436 —

QoL Group 1 3.92 ± 0.97 3.42 ± 1.08 3.08 ± 0.10 <0.097
Group 2 3.42 ± 1.32 2.79 ± 1.58 2.58 ± 1.23 0.014
P-value‡ 0.080 0.056 0.062 —

Qmax Group 1 8.39 ± 1.55 9.64 ± 2.71 10.44 ± 3.33 0.002
Group 2 7.88 ± 1.22 10.61 ± 2.67 10.67 ± 2.89 <0.001
P-value‡ 0.136 0.140 0.769 —

Prostatic volume Group 1 38.43 ± 13.01 30.88 ± 13.44 29.85 ± 14.56 0.001
Group 2 42.64 ± 12.42 35.72 ± 13.14 32.16 ± 14.27 <0.001
P-value‡ 0.174 0.135 0.067 —

†Student’s paired t-test. ‡Student’s independent t-test. Group 1: patients who were given tamsulosin and dutasteride for 72 weeks. Group 2: patients
who were given dutasteride for 24 weeks following combination therapy for 48 weeks. IPSS, international prostatic symptom score; Qmax, maximal
urine flow rate; QoL, quality of life.

TABLE 3. Comparison of BPH progression rate including Qmax, IPSS
voiding subscore and PVR between group 1 (n = 36) and group 2
(n = 33)

Group 1 Group 2 p-value†

Decreased Qmax 5 6 0.747
Increased voiding subscore 4 6 0.502
Increased PVR 3 7 0.177

†Fisher’s exact test. Group 1: patients who were given tamsulosin and
dutasteride for 72 weeks. Group 2: patients who were given dutasteride for
24 weeks following combination therapy for 48 weeks. IPSS, international
prostatic symptom score; PVR, post-voided residual; Qmax, maximal urine
flow rate.

period), followed by ejaculatory problem (two men each
in the first and second periods), and erectile dysfunction
(one man in the first period). None of the subjects dropped
out of the study because of adverse effects.

4. DISCUSSION

Combining the two available types of drug in the
treatment of LUTS/BPH allows patients to obtain the
benefit of both, thus potentially maximizing treatment
outcomes.14 The Medical Therapy of Prostatic Symptoms
(MTOPS) trial provides the most definitive data support-
ing the superiority of combination therapy (finasteride
and doxazosin).15 The MTOPS study found that all three
treatments resulted in significant improvements in symp-
tom scores, with combined therapy being better than
either doxazosin or finasteride alone.16 The MTOPS trial
included 3047 men treated for an average of 4.5 years.
Patients being treated with combination therapy expe-
rienced a similar reduction in risk of developing acute
urinary retention or requiring BPH-related surgery to that
of patients treated with finasteride alone.17 The Com-
bination of Avodart and Tamsulosin (CombAT) study

was the most extensive trial evaluating the efficacy of
combination therapy in patients with moderate-to-severe
LUTS/BPH and enlarged prostates (more than 30 mL).18

Combination therapy was shown to lead to greater reduc-
tions in storage subscores than dutasteride monotherapy
and tamsulosin monotherapy from months 3 and 12,
respectively. Recently a 4-year post hoc analysis of the
CombAT data showed that combination therapy also pro-
vided significantly greater symptom improvement than
either monotherapy at 4 years.19

Jeong et al. examined the effect of discontinuing 5ARIs
on prostate volume and symptoms in BPH patients.20

They divided the patients into two groups giving combi-
nation therapy with either finasteride 5 mg or dutasteride
0.5 mg. In their study, discontinuation of 5ARIs after
combination therapy induced prostate regrowth, as well
as aggravation of symptoms. Thus, they suggested that
life-time use of 5ARIs should be considered for pre-
venting BPH progression. In the Symptom Management
After Reducing Therapy (SMART-1) study, Barkin et al.
reported the results of combination dutasteride and tam-
sulosin, followed by withdrawal of the tamsulosin.11 In
their study, patients were either treated with dutasteride
and tamsulosin for 36 weeks or switched to dutasteride
and tamsulosin-matched placebo after 24 weeks. Eighty
four percent of the subjects with moderate IPSS who were
switched to dutasteride monotherapy at week 24 did so
without any noticeable deterioration in their symptoms.
The authors concluded that symptom improvement in
response to combination therapy is maintained in the
majority of patients with moderate IPSS after the α1-
blocker is withdrawn. Kobayashi et al. examined changes
in voiding symptoms following discontinuation of tam-
sulosin monotherapy after an initial improvement in
symptoms.21 They reported that rates of successful dis-
continuation of tamsulosin were high throughout the
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follow-up period. In their study, the inclusion crite-
ria, similar to ours, were: (i) patients who had received
tamsulosin 0.2 mg monotherapy; (ii) those who did not
have severe BPH; and (iii) those who showed improve-
ment in IPSS < 10 or QoL ≤ 3 following the tamsulosin
monotherapy. Thirty-three men were enrolled in the
study and 20 of them were reported to have discon-
tinued therapy successfully after 24 weeks. The authors
suggested that continuous treatment is not always needed
to maintain symptom relief in patients who feel symptom
improvement after initial treatment with tamsulosin. In
a similar study, Yokoyama et al. examined the course
of LUTS after discontinuation of successful 12 months’
treatment with α1-blockers in 75 men with LUTS/BPH.22

They also concluded that selected patients with relatively
small prostatic volumes and good flow rates after ther-
apy can discontinue α1-blocker treatment. These last two
studies in Japan strongly suggest that continuous tam-
sulosin monotherapy may not be the absolute treatment
of choice, especially in the actual clinical setting. In a
notable paper, Issa et al. reported the result of an obser-
vational study of 1674 patients in the Ingenix Lab/Rx
proprietary research database who were started on 5ARIs
and α1-blockers over a 3-year period.23 In their study,
patients’ discontinued α1-blocker treatment as early as
3 months after the start of treatment, and the dutasteride
group was 64% more likely to discontinue taking the
α1-blocker than the finasteride group. They concluded
that this difference could have important clinical and
economic implication.

In our study, IPSS was approximately 12 and QoL
was 3 at the time of tamsulosin withdrawal. Thereafter,
33 of the 43 (76.7%) subjects in group 2 completed
the study. Some urologists believe that continuous treat-
ment may not always be necessary in certain patients
with LUTS/BPH. Previous studies appear to indicate that
early symptom control allows for earlier discontinuation
of α1-blocker treatment in patients receiving combina-
tion therapy.24 Based on the result of our study, patients
with LUTS/BPH who are successfully treated by com-
bination therapy may also discontinue tamsulosin. This
result has important implications with regard to expense
as well as with regard to the QoL of patients. Moreover,
discontinuation of α1-blocker treatment following early
control of LUTS/BPH may reduce the adverse effects of α1-
blockers, such as headache, dizziness, malaise, orthostatic
hypotension, syncope and ejaculatory disorder.25 Eco-
nomic benefits should also be considered in each country
under different medical system. Prostate enlargement is
known as a predictor of the efficacy of 5ARIs.26 DHT
reduction by dutasteride resulted ultimately in epithelial
atrophy and thus in a reduction in prostate volume by
15–25% and a decrease in serum PSA by approximately
50%.27 Thus, in determining whether isolated PSA values
lie within reference ranges, serum PSA should be doubled
for patients who have received dutasteride for at least
6 months.28 In addition, discontinuation of dutasteride
may be also possible in patients taken combination ther-
apy in real clinical setting, because the etiologies of LUTS
in patients with moderate IPSS and prostate volume may

be multifactorial. Henceforth, challenging clinical studies
on these issues will be helpful to urologists and patients
in real clinical setting.

There may be a few disadvantage of combination ther-
apy in spite of its effectiveness. None of the studies have
established the period of combination therapy needed,
and allowed for the adverse effects of combination ther-
apy. This is the first prospective study of the discon-
tinuation of tamsulosin following adequate combination
therapy with tamsulosin and dutasteride. However, the
present study suffers from several limitations. The first is
that a placebo control group was not included. Second,
the drop-out rate (36.1%) may have been higher than
in previous studies. The most common cause of drop-
out was follow-up loss (n = 24). High drop-out rate may
be a result in selection bias. Small sample size in our
study may be also result to the same problem. Especially,
the high drop-out rate may have been responsible for
the greater improvement of IPSS than seen in previous
studies, since the subjects who dropped out may have
experienced less improvement than the 69 subjects who
completed the study. Nevertheless, our analysis may sug-
gest that discontinuation of tamsulosin may be beneficial
in clinical settings. Our study took place in conditions that
clinicians encounter in their daily practice. Further ran-
domized, double-blind, placebo-controlled studies with
longer follow-up are needed to confirm our results.

5. CONCLUSION

Patients with LUTS/BPH whose symptoms improve
after 48 weeks of combination therapy do not always
need to continue to take tamsulosin. This result has
important implications with regard to expense as well as
for the QoL of patients.
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