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Abstract

We compared the efficacy of naftopidil 50 mg/day for 8 weeks in 108 patients with

lower urinary tract symptoms associated with benign prostatic hyperplasia (LUTS/BPH) by

using 3 different administration protocols including naftopidil 50mg/day in one daily

morning dose (Group M), one daily evening dose (Group E), or divided into two daily

doses morning and evening (Group ME). Compared with baseline and 4 weeks, nocturia

at 8 weeks was significantly improved only in Group E. Overall efficacy in Group M was

significantly worse in patients with nocturia = 3 than in those with nocturia <3. In group E

and ME, efficacy on nocturia was better in patients with overactive bladder (OAB) than in

those without OAB. Maximum flow rate (Qmax) was significantly improved at 4 weeks in



Group M and E, while at 8 weeks Qmax was significantly improved in all 3 groups. The

findings of the present study suggest that naftopidil has a different effect and onset of

action on LUTS/BPH depending on different administration protocols. Physicians may be

advised to select an administration protocol of naftopidil so as to expect maximum and

desirable effect.
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EStiis

MA#E

ER¥

ME#¥

Mean (SD) N Mean (SD) _ n Mean (SD) n Mean(sp) N PECFRILE)

b () 708(9.5) 108 69.1(89) 39 705(10.4) 36 732(9.0) 33 NS (0.186)
ﬁﬁ%ﬁ{;& " 20.3(124) 103 29.6(121) 38 286(11.8) 35  296(136) 30 NS (0.929)
IPSS h—#A 27 171(49) 108 18.1(4.9) 39 15.6 (4.4) 36 17.4(52) 33 NS (0.085)
IPSS — QoL 49(10) 108 50(1.0) 39 4.8 (1.0) 36 49(1.0) 33 NS (0.626)
BRERES () 8.0(20) 108 8125 39 7.7 (1.6) 36 8.1(1.9) 33 NS (0.553)
HRHER R ([5) 24(13) 108 23(1.1) 39 2.4 (1.2) 36 26(15 33 NS (0.671)
ﬁ%‘(g;ﬂ@ 0.8(14) 108 10(1.4) 39 0.9 (1.6) 36 05(1.0) 33 NS (0.316)
*jfnj’?i;% 139.2(189.3) 98  146.4(88.9) 37  1326(111.8) 31  1372(61.8) 30 NS (0.813)
Qmax (mL/sec) 104 (5.0) 98 106 (6.0) 37 9.4 (4.9) 31 111(36) 30 NS (0.413)
Qave(mL/sec) 51(27) 98 50(3.3) 37 4.5 (2.4) 31 57(20) 30 NS (0.247)
R (mL) 48.0 (67.9) 99 52.8(78.3) 36 54.0(63.0) 31  36.9(60.4) 32 NS (0.535)
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#*2. HREIEROHER

MEE (n=36) Eff (n=30) MERE (n=33) Pl

Mean (SD) Mean (SD) Mean (SD) (REH HRE)

ow 18.4 (5.0) 15.6 (4.2) 17.4 (5.2) NS (0.065)

4w 10.8 (5.3) 9.9 (4.1) 11.5 (4.4) NS (0.389)

B 8w 9.5 (4.2) 8.8 (4.1) 9.5 (4.8) NS (0.749)
IPSS b=y i Ow vs. 4w <0.001 <0.001 <0.001
(Beimp)  OW V. 8w <0.001 <0.001 <0.001
4w vs. 8w 0.015 0.021 0.004

ow 6.4 (2.3) 6.3 (2.7) 6.5 (3.4) NS (0.963)

4w 4.1(1.8) 4.0 (2.0) 4.3 (2.4) NS (0.894)

IPSS #RIEN 8w 3.8 (1.9) 3.6 (1.9) 4.0 (2.6) NS (0.872)
7 AT o Ow vs. 4w <0.001 <0.001 <0.001
(B OW Vs 8w <0.001 <0.001 <0.001

4w vs. BW NS (0.281) NS (0.149) NS (0.284)

ow 9.9 (3.0) 82(3.0) 92 (3.3) NS (0.093)

4w 5.9 (3.6) 5.3 (2.8) 6.5 (2.7) NS (0.359)

IPSS B 8w 5.3 (3.1) 4.9 (2.8) 5.0 (3.0) NS (0.907)
7 AT o Ow vs. 4w <0.001 <0.001 <0.001
(B OW VS 8w <0.001 <0.001 <0.001
4w vs. BW NS (0.160) NS (0.130) 0.002

ow 51 (1.0) 4.7 (1.0) 4.9 (1.0) NS (0.424)

4w 3.2 (1.1) 3.1(0.9) 3.4 (0.9) NS (0.495)

8w 26 (1.2) 25(0.9) 2.8 (1.1) NS (0.659)
IPSS-Qol i Ow vs. 4w <0.001 <0.001 <0.001
(B OW VS 8w <0.001 <0.001 <0.001
4w vs. BW <0.001 <0.001 0.001

P ANOVA with repeated measures, #£fi]: One- way ANOVA

23



3. AT L OHER

MEE (n=24) ERE (n=19) MERE (n=26) pfE
Mean (SD) Mean (SD) Mean (SD) (RERT )
ow 163.8 (95.4) 153.0 (131.4) 138.7 (58.9) NS (0.651)
4w 228.0 (199.9) 185.8 (119.3) 175.2 (119.5) NS (0.448)
HER B 8w 182.0 (136.8) 200.2 (153.1) 169.7 ( 75.4) NS (0.714)
(mL) Ow vs. 4w 0.043 NS (0.321) NS (0.107)
ﬁ;ﬁ;% Ow vs. 8w NS (0.440) NS (0.260) 0.039
( ) 4w vs. 8w NS (0.206) NS (0.624) NS (0.776)
MEE (n=23) ERE (n=19) ME#E (n=26) pfE
Mean (SD) Mean (SD) Mean (SD) (BER HRE)
ow 11.8 (6.6) 9.9 (5.0) 11.1 (3.6) NS (0.503)
4w 15.1 (9.3) 14.9 (6.2) 13.3(5.7) NS (0.648)
Qmax 8w 15.6 (13.0) 16.1 (9.5) 14.0 (4.4) NS (0.672)
(mL/sec) Ow vs. 4w 0.011 0.006 NS (0.072)
ﬁ;ﬁ% Ow vs. 8w 0.013 0.014 0.012
( ) 4w vs. 8w NS (0.388) NS (0.504) NS (0.387)
ow 5.5(3.7) 4.9 (2.8) 5.7 (2.1) NS (0.625)
4w 7.3(5.3) 6.5 (3.9) 6.4 (3.3) NS (0.735)
Qave 8w 7.5(5.9) 7.4 (3.7) 7.0 (2.7) NS (0.900)
(mL/sec) Ow vs. 4w 0.014 0.034 NS (0.251)
ﬁ%ﬁ% Ow vs. 8w 0.012 0.003 0.033
( E) 4w vs. 8w NS (0.493) NS (0.270) NS (0.098)
MEE (n=25) ERE (n=19) MER¥ (n=29) pfE
Mean (SD) Mean (SD) Mean (SD) (RERT )
ow 56.2 (72.2) 54.7 (58.8) 36.1 (62.1) NS (0.457)
4w 50.8 (85.0) 62.9 (98.5) 33.5 (38.0) NS (0.394)
IR 8w 21.6 (32.6) 37.7 (48.3) 32.4 (45.2) NS (0.431)
(mL) Ow vs. 4w NS (0.790) NS (0.528) NS (0.823)
_pfl Ow vs. 8w 0.023 NS (0.203) NS (0.665)
(BEPIRIE) 4w vs. 8w NS (0.053) NS (0.210) NS (0.900)

HEPN: ANOVA with repeated measures, #£fH: One- way ANOVA
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#4. PEIREFZIRLERIC LD B RPER I, JRE DNEEOHER

MEE (n=36) ERf (n=30) MEEE (n=33) Pl
Mean (SD) Mean (SD) Mean (SD) (REA HLE)
ow 8.3 (2.5) 7.8 (1.6) 8.1(1.9) NS (0.717)
4w 7.6 (1.9) 7.3(1.9) 7.5(1.9) NS (0.857)
=i PG 8w 7.4 (1.8) 6.8 (1.9) 6.9 (1.7) NS (0.258)
(1) o Ow vs. 4w 0.024 0.034 0.013
(BEPRRE) Ow vs. 8w 0.019 0.002 0.003
4w vs. 8W NS (0.540) 0.005 NS (0.073)
ow 1.0 (1.4) 0.8 (1.6) 0.5 (1.0) NS (0.250)
4w 0.5 (0.8) 0.5 (1.0) 0.5 (1.0) NS (0.975)
PR A 8w 0.4 (0.9) 0.4 (0.9) 0.2 (0.3) NS (0.380)
(150 o Ow vs. 4w 0.024 NS (0.119) NS (0.823)
(BEPTRRE) Ow vs. 8w 0.013 NS (0.097) 0.016
4w vs. 8w NS (0.711) NS (0.184) 0.027

#EPN: ANOVA with repeated measures, #Efi]: One- way ANOVA
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1. IPSSIZ & D FIHEIR, PEIRFFZIFLERIC LD R YRR BIE DA b B

IPSS Q712X 5% BERBFZ GRS LD
WEBER O ZEL & HWRHER BB DO &
0 4w /18w 0 4w /18w
-1 F 1k
9:; %% 7‘:; %%
-2 % -2 %
i *k i e i
%
$$ s L
1 *%
*% 1L
*%
-3 -3

O m#t (n=36) M ER¥ (n=30) [J MEZ# (n=33)
**: p<0.01 (ANOVA with repeated measures, Ow vs. 4w or 8w)
$: p<0.05, $$: p<0.01 (ANOVA with repeated measures 14w vs. /18w)
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2. PERFEFE KRBT AR T A TORGHE — HHEMIR(PSS Q7)=3 vs. <3 —

WIEAER <3 0 0 3
e 10 (52.6%) 4@11%) | S
p=0.0412)
KRR =3 0 2
(n=16) 10 (62.5%) (12.5%)
BHAR <3 7 (53.8%) 2
e (0=13) (15.4%) 5708
p=0.706 @
R =3 2
(n=15) 7{46.7%) (13.3%)
W?i%%fs (12250/) 4 (25.0%) 6 (37.5%) 4 (25.0%)
MEZRE - — _
p=0.765 1)
KIRER =3 2
(n=14) 3(21.4%) [ 8(214%) 6 (42.9%) (14.3%)
0% 20% 40% 60% 80% 100%

W=y O O 0% O ~EER

a) Fisher's exact test, b) chi-square test
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[X3. OABJEIRA HERIDAAL B

JREYHER(IPSS Q4)Z& 1k &

SR (PSS Q2)Z& 1t &

KFHER (IPSS Q7) &1t &

OAB (+) OAB (—) OAB (+) OAB (—) OAB (+) OAB (—)
1

(151 [8] I8] [21] [22] [25] [15] [8] [8] [21] [22] [25] [15] [8] [8] [21] [22] [25]

1]
0
1 F
2 F
3 F -
4 F 1 $
: ¥ ! : P !

-5

O mee [l Ese [ MER

Mean=SD, [ ]:n

*:p<0.05, **: p<0.01 (Mann Whitney’s U test)
$:p=0.029 One- way ANOVA
Scheffé’ s method, M#f vs ER¥: p=0.185, M vs ME#E p=0.044, E#¥ vs MERE p=0.809)
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