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EFFICACY OF NAFTOPIDIL IN PATIENTS WITH OVERACTIVE BLADDER
ASSOCIATED WITH BENIGN PROSTATIC HYPERPLASIA : PROSPECTIVE
RANDOMIZED CONTROLLED STUDY TO COMPARE DIFFERENCES
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A total of 100 patients with benign prostatic hyperplasia (BPH) and overactive bladder (OAB) symptoms
(BPH/OAB), enrolled between June 2006 to March 2008, were randomly divided into 2 groups of morning
medication (M) and evening medication (E) groups, then 50 mg of naftopidil was given once a day after
breakfast or supper for 8 weeks. Data were available for efficacy analysis on 80 patients (M group ; 43, E
group; 37). Naftopidil significantly improved the overall international prostatic symptom score ; from
19.2%7.9 to 11.7+5.8 in the M group and from 19.4*6.4 to 12.3 +6.8 in the E group (p<<0.0001), QOL
score from 4.9 £0.8 to 3.2 % 1.4 in the M group and from 5.0 £0.8 to 3.6 = 1.3 in the E group (p<<0.0001),
and OAB symptom score from 7.8 2.6 to 5.0 £2.5 in the M group (p<<0.0001) and from 8.6 £2.9 t0 5.8 *
3.3 in the E group (p<<0.0001). There was no significant difference in the incidence of adverse effects
betwen the M group (6.1%) and E group (2.2%). These results suggest that naftopidil improves storage
symptoms as well as voiding symptoms regardless of timing of administration.

(Hinyokika Kiyo 57: 7-13, 2011)
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Table 1. Patient characteristics in each group

Total Morning Evening p value
No of patients 80 43 37 —
Age (years) 50= <60 5 3 2 ns”
60=<70 20 13 7
70= <80 46 23 23
80= 9 4 5
Mean = SD 71.7%6.7 71.2%6.2 72472 nsP
Concomitant disease (%) 56.3 51.2 62.2 ns”
I-PSS Incomplete emptying 22%20 22%2.1 2.1£2.0 ns
Frequency 32%1.6 3.0*1.6 3.5*1.6 ns*
Intermittency 24+19 23*1.8 25%2.0 ns
Urgency 29+1.6 29+1.7 3.0+1.6 ns
Weak stream 34+1.8 3320 3517 ns
Straining L.7£1.9 1.9£2.0 1.5+1.8 ns®
Nocturia 3.5%1.1 3.6*1.1 3.4%+1.1 ns*
Total I-PSS 19.3%7.2 19.2%7.9 19.4*6.4 ns®
I-PSS storage symptom 9.6%3.0 9.5%3.1 9.8+3.0 ns
I-PSS voiding symptom 7.5*44 7.5%4.7 74%40 ns*
QOL score 4.9*0.8 4.9+0.8 5.0*0.8 ns*
OABSS Daytime frequency 0.9%0.6 0.6*0.6 1.1£0.6 ns
Nighttime frequency 2.7%+0.5 2.7%0.5 28%0.5 ns
Urgency 33%1.3 3313 32+1.3 ns
Urgency incontinence 1.2+1.7 1.0£1.5 1.6+1.8 ns*
Total OABSS 82+28 7.8%2.6 8.6*2.9 ns

Data are shown as mean +SD.  a) Comparison between morning and evening at pre-administration (pre) by chi square test. b)
¢) Comparison between morning and evening at pre by Mann-

Comparison between morning and evening at pre by t test.

Whitney U test.
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Efficacy of naftopidil on change of OABSS

severity (n=80). a) Chi square test.
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Table 2. Efficacy of naftopidil on I-PSS and QOL score in each administration time

Admini- Pre 8 weeks 4 b value
stration (8 weeks-Pre) Intra-group® Inter-group
1-PSS Incomplete emptying Morning 22%2.1 1.3+1.4 -1.0£1.7 0.001 ns
Evening 2.1%£2.0 1.3%1.6 -08%1.7 0.0071
Total 2.2%2.0 1.3+1.5 -09%1.7 <0.0001 —
Frequency Morning 3.0+1.6 23%15 -0.7%1.7 0.0194 ns
Evening 3.5*1.6 2.1%15 —14=17 0.0002
Total 3.2*1.6 23%15 -1.0x1.7 <0.0001 —
Intermittency Morning 23+1.8 1.3+1.4 —-1.0+15 0.0002 ns
Evening 2.5%2.0 1.6*1.7 -09+2.1 0.0293
Total 24+19 14*1.5 -1.0+18 <0.0001 —
Urgency Morning 29=1.7 1.2+1.3 -1.7+1.8 <0.0001 ns
Evening 3.0%1.6 1.5+1.5 -1.5%1.6 <0.0001
Total 29*1.6 1.3*1.4 -1.6*1.7 <0.0001 —
Weak stream Morning 3.3£2.0 2.0*1.6 -1.3+1.6 <0.0001 ns
Evening 35%1.7 24+16 -1.1=17 0.0012
Total 34*1.8 22%16 -1.2*16 <0.0001 —
Straining Morning 1.9+2.0 1.3+1.3 -06*+1.4 0.0087 ns
Evening 1.5+1.8 09+14 -06*1.4 0.0133
Total 1.7+1.9 1114 -06*14 0.0003 —
Nocturia Morning 3.6%1.1 23%1.2 -1.2+0.9 <0.0001 ns
Evening 34%1.1 25*1.0 -09%0.9 <0.0001
Total 3.5%1.1 24+1.1 —1.1%09 <0.0001 —
Total I-PSS Morning 19.2+7.9 11.7£5.8 —7.5%6.8 <0.0001 ns
Evening 19.4+6.4 12.3+6.8 -7.1%6.2 <0.0001
Total 19.3%7.2 120%6.2 -7.3%6.5 <0.0001 —
I-PSS storage symptom Morning 9.5%+3.1 59+3.0 —36%35 <0.0001 ns
Evening 9.8+3.0 6.1+3.3 -3.7%3.1 <0.0001
Total 9.6*3.0 6.0*3.1 —37%33 <0.0001 —
I-PSS voiding symptom ~ Morning 7.5%4.7 4.6%3.6 —29%3.6 <0.0001 ns
Evening 74%4.0 4.9%3.9 —25%*38 0.0006
Total 7544 4.8+3.7 —2.7%37 <0.0001 —
QOL score Morning 4.9+0.8 32*14 -1.7+16 <0.0001 ns
Evening 5.0%+0.8 36*1.3 -14%13 <0.0001
Total 4.9+0.8 34=14 -1.6*1.5 <0.0001 —

Data are shown as mean = SD, Morning : n =43, Evening : n =37, Total: n=80. a) Intra-group : Comparison between pre and 8 weeks
by Wilcoxon signed-rank test. b) Inter-group : Comparison of changes between morning and evening after treatment by Mann-Whitney

U test.
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Table 3. Efficacy of naftopidil on OABSS in each administration time

11

Admini- Pre 8 weeks A p value
stration (8 weeks-Pre) Intra-group® Inter-group
OABSS Daytime frequency Morning 0.8%0.6 0.6+0.5 —0.2%0.6 0.0455 ns
Evening 1.1£0.6 0.6*+0.5 -04=0.7 0.0018
Total 0.9%+0.6 0.6*0.5 -0.3+0.6 0.0002 —
Nighttime frequency Morning 2.7%0.5 2.1%0.9 -0.6%+0.8 0.0001 ns
Evening 2.8%0.5 22%0.7 -0.5%0.7 0.0003
Total 2.7%0.5 22%0.8 -0.6+0.7 <0.0001 —
Urgency Morning 33+13 1L.7%£1.5 —-16+*13 <0.0001 ns
Evening 32*13 21+1.7 —-1.1%£20 0.0019
Total 33*1.3 1.9+ 1.6 —14%16 <0.0001 —
Urgency incontinence ~ Morning 1.0£1.5 0.5+0.9 -05%1.2 0.0122 ns
Evening 1.6+1.8 0.8+1.4 -0.8*+1.4 0.0015
Total 1.2+ 1.7 0.6=1.1 -06*1.3 <0.0001 —
Total OABSS Morning 7.8%2.6 5.0%2.5 —28%23 <0.0001 ns
Evening 8.6+29 58*3.3 —29+32 <0.0001
Total 8.2+238 5.3%+29 —28%27 <0.0001 —

Data are shown as mean = SD, Morning : n =43, Evening : n =37, Total : n = 80.

by Wilcoxon signed-rank test.

a) Intra-group : Comparison between pre and 8 weeks

b) Inter-group : Comparison of changes between morning and evening after treatment by Mann-Whitney

U test.
Table 4. Efficacy of naftopidil on I-PSS, QOL score and OABSS with OAB wet or OAB dry
OAB wet (n=38) OAB dry (n=42)
Pre 8 weeks p value® Pre 8 weeks p value®
I-PSS I-PSS storage symptom 10.6+2.6 6.8+3.6 <0.0001 8.7+3.1 5.3%25 <0.0001
I-PSS voiding symptom 6.5 4.6 4.4+39 0.0010 8.4+40 5.0%3.5 <0.0001
I-PSS post micturition symptom 1.9+2.0 L1+14 0.0021 24%2.0 1.5*1.6 0.0030
Total I-PSS 19.1£7.6 122+6.9 <0.0001 19.5%6.9 11.8%5.7 <0.0001
QOL score 5.1+0.9 36*1.5 <0.0001 4.8+0.7 3.2%1.2 <0.0001
OABSS Daytime frequency 0.9%0.6 0.6%0.5 0.0073 0.9%+0.6 0.7+0.5 0.0116
Nighttime frequency 29+0.3 22%0.8 <0.0001 2.6*0.6 22+0.8 0.0005
Urgency 3.8=1.3 26+1.7 0.0008 28=1.1 1.3+1.3 <0.0001
Urgency incontinence 26*1.5 1.2+14 <0.0001 0 =0 0 *£0.2
Total OABSS 10.2+2.4 6.7+3.2 <0.0001 6.3+1.4 41+1.8 <0.0001
Data are shown as mean+SD. a) Comparison between pre and 8 weeks by Wilcoxon signed-rank test.
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