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ABSTRACT
Objective: To evaluate the efficacy and safety of dutasteride in treatment of clinical benign prostatic hyperplasia (BPH) in Taiwanese men.
Materials and Methods: This study was designed as a single-arm, open-label trial. The clinical BPH confirmed patients received dutasteride 0.5
mg daily. Patients were evaluated at baseline screening and at a minimum of 2 required visits. Evaluated parameters included the international
prostate symptom score, quality of life index, total prostatic volume, transition zone index, maximum flow rate, voided volume, postvoid residual
volume (PVR) and prostate specific antigen value. Results: A total of 173 men entered this study, of which 102 were treated for more than 12
months. Changes in evaluated parameters and quality of life index between baseline, 6 months and 12 months were all statistically significant
except for PVR. The total prostatic volume decreased by 13.4% at 6 months and by 22.1% at 12 months compared with baseline. Conclusion:
Dutasteride is safe and effective for patients with BPH. A 12 month course of dutasteride can reduce the volume of an enlarged prostate and relieve
lower urinary tract symptoms.
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Table 2. The Parameters at Baseline and 12 Months after Dutasteride Treatment in Patients with TPV ≤ 40 mL and TPV > 40 mL

TPV > 40 mL TPV ≤ 40 mL
P value

Baseline 12 months Baseline 12 months

IPSS empty 10.3 ± 6.1   4.0 ± 4.3 10.6 ± 6.0   4.0 ± 4.4 0.000* #
storage   7.9 ± 3.7   4.7 ± 2.8   6.1 ± 3.7   3.7 ± 2.9 0.000* #
total 18.1 ± 5.7   8.6 ± 4.1 16.3 ± 5.3   8.1 ± 5.1 0.000* #

QoL Index     4.4 ± 0.87     1.9 ± 0.83     4.3 ± 0.99     1.9 ± 0.89 0.000* #
TPV (mL)   62.1 ± 17.6   55.2 ± 12.4 30.5 ± 6.1 26.7 ± 7.4 0.000* #
TZI (%)   52.7 ± 13.3   52.6 ± 10.7   40.2 ± 12.1   40.0 ± 14.3 N.S.
Qmax (mL/s)   9.4 ± 4.8 10.9 ± 5.2  9.4  ± 4.6 10.8 ± 5.5 N.S.
Voided volume (mL)   144 ± 111   182 ± 122   179 ± 130   197 ± 137 N.S.
PVR (mL)   81.4 ± 95.1   63.9 ± 79.2   67.2 ± 67.4   66.5 ± 79.4 N.S.
PSA (ng/mL)   4.26 ± 3.68   2.49 ± 1.44   2.18 ± 3.13   1.62 ± 1.48 N.S.

*: P value in patient group of TPV > 40 mL; #: in patient group of TPV ≤ 40 mL between baseline and 12 months

Table 1. The Parameters at Baseline, 6 Months and 12 Months after Dutasteride Treatment

Baseline (n=173) 6 Months (n=173) 12 Months (n=102) P value

IPSS empty 10.5 ± 6.0 3.9 ± 4.2 4.1 ± 4.4 0.000
storage 7.1 ± 3.8 4.4 ± 2.8 4.0 ± 2.9 0.000*
Total 17.6 ± 6.7 8.3 ± 5.3 8.1 ± 5.1 0.000#

QoL Index     4.3 ± 0.95   2.4 ± 0.94   1.9 ± 0.86 0.000
0.006*
0.000#

TPV (mL)   47.1 ± 20.8   40.8 ± 19.5   36.7 ± 19.5 0.000
0.000*#

TZI (%)   46.7 ± 14.2   44.7 ± 12.8   44.4 ± 14.3 0.013
0.792*
0.019#

Qmax (mL/s)   9.4 ± 4.7 10.9 ± 5.4 10.8 ± 5.4 0.000
0.142*
0.001#

Voided volume (mL)   161 ± 121   179 ± 126   189 ± 130 0.042
0.834*
0.001#

PVR (mL)   74.7 ± 83.4   68.9 ± 66.5   65.2 ± 79.2 0.362
0.336*
0.377#

PSA (ng/mL)   3.27 ± 3.57     2.45 ± 3.203   1.92 ± 1.52 0.000
0.336*
0.000#

*: P value between 6 months and 12 months; #: between baseline and 12 months
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