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MULTI-CENTER TRIAL ON THE EARLY EFFECTS OF
SILODOSIN ON LOWER URINARY TRACT
SYMPTOMS ASSOCIATED WITH BENIGN

PROSTATIC HYPERPLASIA
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Silodosin (URIEF®), a new so-called 3rd generation alpha-1 blocker, is widely expected to be
effective and useful for lower urinary tract symptoms (LUTS) associated with benign prostatic
hyperplasia (BPH), due to its high specificity to alpha-1A receptor. We evaluated the efficacy of
Silodosin, on 187 males 50 years old or over with the diagnosis of BPH. Silodosin significantly
improved the International Prostate Symptom Score (IPSS) and quality of life (QOL) score from the
day after administration was started. Among 166 patients whose data were available for the analysis
of efficacy of Silodosin, 77.5% showed apparent subjective improvement. Eighty three patients, who
had been taking another alpha-1 blocker but without satisfactory effects, showed almost the same
improvements in IPSS and QOL score after switching to Silodosin as the remaining 83 patients who
had no preceding treatment with an alpha-1 blocker. The improvements were not only in voiding
symptoms but also in storage symptoms. The patients, who had serious storage symptoms, responded
rather well to Silodosin and showed significant improvement. Taken together, Silodosin showed a
quick effect for improving subjective symptoms and QOL, and was found to be useful for the
management of LUTS with BPH.

(Hinyokika Kiyo 54 : 757-764, 2008)

Key words : Benign prostatic hyperplasia, Silodosin, Lower urinary tract symptoms, Alpha-1 blockers,
International Prostate Symptom Score (IPSS)



AN, AF D BIERIERE - Y a R v 759

&

BT BRIE AR (P 9 HERBEE 259 5 65— BRI I
al W TH 5. al HEHEEOFELIL1970F0I2 7 =
JE YNV R G EERIRICEE LYY,
TIY Y, FIVY IR EDVBRIEH SN, 2
N IEWIMEFRERE LRS-3R THY, I
AL TR OBIRATEETH - /2. —F, W
7R F5e0r S ol SEET 754 7L LT, MERT
I3 alB ARG A0 LY, v, REB L0
BEESEA CTIE T alA G LT3 Z L H
ICZ o TE 7YY 22T, alA R alD (3B A5
LIMERTIEHZBK L7, Wb b8 2 #H{Lo al
JEWFH EEEY 22Ty, FT7 MEDL) DS
N, BUEORIIRIEKRE 12 81 2 M G O 7 55
R VA

DU RY VIS IHEHAD ol EWTEEE b S b N,
alA CEFICHVEBREAFHELOZ L HEHTH
209 PR L22RIZ RIS BT alA OHEEHE S
BT A MESRTBYY, YU Y Y IRBEO
FHILL OB RE IS 5 Z LA WHF IR T D, FE
B, IR Ry AATY RS E LT
BRI SERIC BV TE WA RIME & Rt R S L Tw»
51,

CDEIHBRWEDD LI, SEOWTE TR RS
B (BH~ 23l Tou Ry oM EE
FTEHEZEEL INTT al EMEEORBELHH
DEMIEICET AMEIRITE AL, SHERICBW
THEHERTORFAEZITH) ZLICED, Yabkrro
HRIMER L O E 5T 5 DA% 5T, T O
EELICHLNCTAZEEZHE LT

MR EHE

Jill]

P SIE

20064F-11H 2> 520074-10 H £ T OB HZR) LT
Bl DW IR 2 2 LB 2 g L Lz, EiE
B L TSRO M E R (IRB) 1250 THKGE
.

BIRAGUL, EEE £ 72 SBE EARAIC X0 aiaz R
JEFE (R B2 AR AT 20 ml PLE) LElr e
50/ UL E 0 BT, EIBSHEISZIRAEIR 2 27 (Interna-
tional prostate symptom score : DUF IPSS) F— 4 L A
a7 28 KU B OoHERIZE S 5 quality-of-life
(QOL) 2a7h 4 qtoBFEL Lz, B TRLD
PRAVERHEIC RS T 5 B T gab & L7,

GRSt

1) HISZRRAE D %

2) ARERTERENE, WEDCEHITRELAE, PRESRZE, WE
Bettifr, SRR E, BRI RS 5 v

IEB O IR RIGE X SED NS D O

3) HUERAEL T 5 EE

4) BRHSRRE A 2 s

5) HIVHREIREAN & 2 7o s

6) BELERERELFETLIEE (W2 LT F
= BN O 2 L EoBE)

7) BERIREBEETLEE WAL, BUER
9%, WFPWZE, FPRESy, #E,) FFHRERE® (ALT fif
RNFLHEfE D 2 5L o BE)

8) Tofl, FIREDAGEY L HIWT L 72
2. K

R R LB ISR E AR L, #
Mok pAE#HZ0BIZ, YaFy Yy 8mg/H (4
mgl H 20 GH-4)) % 2 @M L7 HEREE
K HEEZ ¥ L, IPSS, QOL A = 7, BPH impact
index ZRARME (0HH), 1, 2, SHHEBXD
M4HHICRALTL S -7z,

3. FF i

PERREE R T A K74 12 L7225 TR

FHIEERIT- 7.

& e

1. FEFONRB L EFE 5=
BEAAEBIEL187HI T H - 72, HEBRAER H 58 % %
L L7210 L R AE R A & 5 L 7220681 O FF21 811 B
L, 16681 D TH RN % iifT L 72, et
AT L2 DWW TIXI8TBITIT o 72, BRI HEIRHT R G 0 B
5% Table 1 IZR L7z, RECHEIZS2B1I24T VY,
ARG CP¥ EHERZ) (£ 9.6+4.5 ml/min,
FHPREFENL 4.742.3 ml/min TH o7z, FRIREIF36
BIZHE L, 68.9460.1ml Tdh o7z WIIREFRIZ
4961 THIE L, 40.6%16.8cc TH -7z,

2. HERRAEIR H 55O fEAT

16661 & EBI D 1PSS DR % Fig. 1 IR L7z, B
FIBAMAEE D TPSS 1318.89+£0.49 (FIy £ fsik e
UFEB) T, IRAEZ L, 2, 3HHEITIE 15.79+
0.53, 14.65+0.50, 13.41+£0.52L KT L7, Wi
DOBEHEHICBWTH ARG L O ICEEEZ RO
7. MRH14H BIIX11.9940.51 542 5K T %
~L7z (Fig. 1). QOL 2a7 bkHZ I HE LD A
BICEKTL, 2, 3, 4HHFCRT L7~ (Fig
2). IPSS & QOL A 27 ORI % Spearman D JIAAL
BRI CRE T 5 L HHBREU0.68 (P<0.001) T
HY, HEEFRTZED SN, PSS DT 725 QOL @
EEICHEL T b ZEDSEMT BN 166610 9
5 83001E, HEBRRAAREICMO ol ERTEEZIRH L Tw
TRt 5D 7200 K 280 B2 72ER
THho7z (ol YPREER). 5D O83BIIL ol JERHFHE
IRADMHTORE FHEER) Tbhh, Iho



760 WIRFCHE 548

Table 1. Baseline characteristics

n=166

Case number

Mean£SD Case (%)

Age 69.9+6.4
PSA (ug/ml) 48+7.6
18.9+6.4
Moderate
1PSS (8-20) 98 (59.0)
Severe
(20-35) 68 (41.0)
Voiding symptom
score 8.5+t3.6
Storage symptom 78433
score T
4.8+0.8
QOL score Moderate (4) 62 (37.3)
Severe (3, 6) 104 (62.7)
BPH impact index 5.2+3.3
— 76 (40.6)
+ 90 (59.4)
Complications Hypertension 63 (33.7)
Diabetes
Mellitus 16 ( 86)
- 71 (42.8)
Concomitant + 95 (57.2)
drugs Number of 99497
drugs B
—~ 83 (50.0)
+ 83 (50.0)
Tamusulosin
Precedent . 41 (49.4
Frocedent o hydrochloride (49:4)
Nalftopidil 42 (50.6)
Duration
(days) 97641,093

QBT ToE Ry Y OREE B L 72 (Fig. 3).
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Fig. 1. The time-course of changes in total IPSS
(n = 166). Mean + SE, **: P < 0.01,
Wilcoxon test (Day 0 vs Days of analysis).

QOL score

3T T T
14 (day)

Fig. 2.

The time-course of changes in QOL score
(n = 166). Mean + SE, **: P < 0.01,
Wilcoxon test (Day 0 vs Days of analysis).
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IPSS (Day 0)
—&— Fresh cases (n=83) 17.8+£0.2

—d— Converted cases (n=83) 100+02

Change in IPSS

-8 T T T T

0123 14 (day)

Fig. 3. The time-course of changes in IPSS of
fresh cases and cases converted from
precedent al blockers. Mean =+ SE,
Mann-Whitney’s U test (fresh cases vs
conversion cases), (Change in IPSS =

IPSS of Day of analysis-IPSS of Day 0).

20 4
=& Poor -@ Well —4—Excellent
(n=36) (n=99) (n=25)

IPss

10

0 == LI S S s e s e
01z3 14 (day)

Fig. 4. The time-course of changes in IPSS of
three groups; Excellent, Well, and Poor
responders. Mean = SE, **: P < 0.01,
Wilcoxon test (Day 0 vs Days of analysis).
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Table 2. Changes in subscores of IPSS (n=166)

Symptoms Day 0 Day 1 Day 2 Day 3 Day 14
Voiding symptons 8.50+0.28 7.06+0.31°%* 6.40+0.29%* 5.84+0.29%* 5.1640.28%*
Interruption 2.57£0.15 2.20£0.14%* 2.01+0.13%* 1.8440.12%* 1.6040.12%*
Weak stream 4.0440.10 3.2840.12%* 3.04+0.12%* 2.77+0.12%* 2.49+0.12%*
Straining 1.89+0.14 1.5940.13%* 1.3540.11%* 1.23+0.11%* 1.07£0.10%*
Storage symptoms 7.83+£0.26 6.69+£0.25%* 6.361+0.24%* 5.91+0.25%* 5.31+0.23%*
Pollakisuria 3.23+0.11 2.7240.12%* 2.59+0.11%* 2.31+£0.12%* 2.1040.11%*
Urgency 1.9940.13 1.67£0.12%* 1.50£0.11%* 1.4640.11%* 1.27+0.11%*
Nocturia 2.61+0.09 2.2940.09%* 2.28+£0.09%* 2.14+0.09%* 1.94+0.09%*
Residual fecling 2.56+£0.14 2.04+£0.12%* 1.89+£0.12%* 1.67+£0.12%* 1.5240.11%*

Mean =+ SE, **: P<0.01, Wilcoxon test (Day 0 vs Days of anaysis).
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