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THE EFFECTS OF DUTASTERIDE ON VOIDING AND STORAGE SYMPTOMS
IN MEN WITH BENIGN PROSTATIC HYPERPLASIA
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We investigated the effects of dutasteride on voiding and storage symptoms by a post-hoc analysis from
two randomized, placebo-controlled, parallel-group studies (Japanese phase II study and phase III study)
which assessed the efficacy and safety of dutasteride in Japanese men with benign prostatic hyperplasia (BPH).
Men aged 50 years and older, with a prostate volume of 30 cc or greater, an International Prostate Symptom
Score (IPSS) of 8 or higher and maximal urinary flow rate of 15 ml/sec or lower were randomized to placebo
or dutasteride groups. The number of subjects for the placebo and dutasteride groups was respectively 72
and 72 in the phase II study, and 185 and 193 in the phase III study. Questions 1, 3, 5 and 6 of IPSS were
related to voiding symptoms, and Questions 2, 4 and 7 were related to storage symptoms. Changes between
pre- and post-treatments were evaluated. In the phase II study, dutasteride significantly improved voiding
symptoms and numerically improved storage symptoms compared with the placebo at week 24. In the
phase III study, dutasteride significantly improved voiding and storage symptoms compared with the placebo
after 52 weeks. These consistent results suggest that dutasteride is effective for both voiding and storage
symptoms in Japanese men with BPH.

(Hinyokika Kiyo 56 : 677-682, 2010)
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Table 1. #ERFEH (8 LAHRER, Z5MAHEER : Full Analysis Set)
55 TUAH R BR 55 T AH 3B
Placebo (N=70) Dutasteride (N =70) Placebo (N=181) Dutasteride (N=184)
s (%) 65.8% 7.69 66.1% 6.85 66.9% 6.76 68.0% 6.07
HE (em) 165.8+6.24 164.5= 6.48 165.7+ 6.33 165.4% 5.66
FE (kg) 65.6% 9.61 66.2% 9.20 65.1% 7.76 64.2+ 8.14
T AL IR AE O BT (4F) 3.6+ 4.77 3.0 2.99 3.4+ 3.38 3.5% 3.60
HISZHRE R (cc) 45.7%20.26 45.4%15.20 49.4+17.16 50.2+19.79
IPSS b—F LV Aa7 15.9+ 6.33 14.6% 5.65 16.0+ 6.01 16.6% 6.56
B (R 2.1+ 1.46 2.0+ 1.54 2.9+ 1.58 2.1+ 1.56
B2 (R HHER) 2.8+ 1.48 2.6% 1.42 2.7% 1.52 2.9+ 1.42
B3 ORMRIEAE) 2.2+ 1.93 1.9% 1.53 2.6* 1.67 2.3% 1.70
B4 OREYIEK) 1.9% 1.64 1.8+ 1.53 1.7+ 1.59 1.9% 1.52
B 5 (REMKT) 3.1 1.57 3.0 1.63 3.3+ 1.53 3.4% 1.51
B 6 (BEEHER) 1.7+ 1.70 1.5% 1.55 1.6+ 1.50 1.7+ 1.67
B 7 GRHBER) 2.0+ 1.01 1.9+ 1.10 1.8+ 1.14 2.2+ 1.17
FEPRAEIR (R 1+3+5+6) 9.2+ 4.40 8.4+ 4.29 9.7+ 4.32 9.5+ 4.71
LIRAER (B 2+4+7) 6.7 3.19 6.2+ 2.99 6.2+ 3.09 7.0+ 3.12
R (ml/sec) 11.3+ 4.54 11.5% 3.65 11.2% 4.41 11.2% 4.13
PSA (ng/mlj¥ 3.2+ 2.35 3.1+ 2.28 3.5 2.34 3.5+ 2.29
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