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A prospective randomized controlled study was performed to compare the clinical effects of naftopidil
and tamsulosin. Men complaining of lower urinary tract symptoms due to benign prostatic hyperplasia
were randomized into two groups : one receiving 50mg naftopidil once daily (Naf group, n = 36 patients), and
the other receiving 0.2 mg tamsulosin once daily (Tam group, n = 32 patients). In the Naf group at 12
weeks, 7 items of the International Prostate Symptom Score (IPSS), storage and voiding symptoms, total
IPSS, quality of life (QOL) index (QOLI) and Qmax were improved significantly. In the Tam group at 12
weeks, 6 items of IPSS except urgency, storage and voiding symptoms, total IPSS, QOLI and Qmax were
improved significantly. Improvement of residual urine volume (PVR) was insignificant in both groups. In
intergroup comparison between the Naf and the Tam groups, variations of 7 items of IPSS, storage and

voiding symptoms, total IPSS, QOLI, Qmax and PVR at 4 and 12 weeks after treatment were not statistically

439

significant.

There was almost no difference in clinical efficacy between Naf and Tam.

(Hinyokika Kiyo 56 : 489-494, 2010)
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Table 1. Patient characteristics at baseline
Mel\i;ﬁ-g%%ﬂ(n) MTeiiniué(BH(ln) p-value
Age (years) 70.5* 5.8(36) 709% 5.8 (32) 0.951
iﬁg?gaﬁ‘: volume 4594163 (36) 41.0£19.3(32) 0.788
Omax (ml/s) 95+ 3.4(29) 86+ 35(25) 0443
PVR (ml) 34.3+99.5 (32) 30.9%226(29) 0.965

Mann-Whitney U-test. PVR, postvoid residual urine ; Qmax,
maximum urinary flow rate ; SD, standard deviation.

Table 2. Basecline of the 7 items of IPSS and changes of them after 4 and 12 weeks of treatment with naftopidil (Naf)

(n=36) and tamsulosin (Tam) (n=32)

Baseline After 4 weeks  Difference Comparison$ After 12 weeks Difference Comparison$
MeaEla)i SD Meaﬂo )i SD M(Qn_ i(a%D (Seam/ge(ri)) Mear(lC )i SD MEeCa)n_ 1<'a%D (a};))eztivrifiea)

Incomplete voiding
Naf 1.6+1.6 1.3+1.3 -0.3=1.4 P=0.143 09+1.1 -0.7%+1.5 P=0.048*
Tam 1.8%1.1 1L.1+1.1 -0.8=1.1 P<0.001%* 0.9+0.7 -0.9%0.9 P<0.001%*
Comparison® P=0.239 P=0.495 P=0.051 P=0.559 P=0.321

Frequency
Naf 23+14 2.1+15 -0.1%15 P=0.642 1.6%1.1 -06%1.5 P=0.010%
Tam 2114 1.8+1.1 -03%15 P=0.149 14=1.1 -0.8%+1.5 P=0.005*%
Comparison# P=0.708 P=0.513 P=0.597 P=0.263 P=0.945

Intermittency
Naf 20%1.6 1515 —04=14 P=0.036* 1.2+1.3 -0.8%+1.6 P=0.008*
Tam 1.5+1.2 1.1+1.0 —04=14 P=0.183 1.0+0.9 -05=%1.1 P=0.010%*
Comparison# P=0.262 P=0.437 P=0.969 P=0.852 P=0.366

Urgency
Naf 5%1 1.1+1.1 -04*1.8 P=0.215 0.9+0.9 -06%1.5 P=0.039*
Tam 1.2+1.3 1.0=1.0 -02%1.2 P=0.347 0.8%1.0 -04=1.4 P=0.058
Comparison# P=0.574 P=0.756 P=0.963 P=0.521 P=0.919

Weak stream
Naf 3.6=1.5 1.8+1.3 -1.8%1.6 P<0.001%* 1.7+1.3 -1.9%20 P<0.001%*
Tam 3.1x1.2 1.9+1.4 -1.2%1.7 P<0.001%* 1.6+1.3 -1.5%+1.7 P<0.001%*
Comparisonji P=0.116 P=0.698 P=0.215 P=0.929 P=0.249

Straining
Naf 1.5+1.7 1.1+14 -04%1.8 P=0.253 0.7%0.9 —-0.8%2.0 P=0.027*
Tam 1.4+1.6 0.8%1.1 -0.6=1.5 P=0.045% 0.6+0.7 -0.8%+1.6 P=0.006*
Comparison# P=0.908 P=0.547 P=0.646 P=0.828 P=0.735

Nocturia
Naf 23+1.2 1.8+1.1 -0.6*=1.2 P=0.002% 1.6+0.9 -0.7%1.2 P<0.001*
Tam 23+1.3 1.8+0.9 -05%1.0 P=0.010* 1.8%+0.9 -04%1.0 P=0.022%
Comparison# P=0.828 P=0.608 P=0.715 P=0.129 P=0.099

The intragroup comparison ($) between baseline and post-treatment used the Wilcoxon signed rank test. The intergroup comparison ()

between Naf group and Tam group used the Mann-Whitney U-test.

There was no significant difference in the Mann-Whitney U-test.

Statistically significant® (P<C0.05). IPSS, International Prostatic Symptom Score ; SD, standard deviation.
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Table 3. Bascline of subjective symptoms (storage and voiding symptoms of IPSS, total IPSS and QOL index) and
changes of them after 4 and 12 weeks of treatment with naftopidil (Naf) (n = 36) and tamsulosin (Tam) (n=

39
Baseline After 4 weeks  Difference Comparison$ After 12 weeks  Difference Comparison$
a b )~ (a between c ©—(a between
Mean*SD  Mean*SD  Mean*=SD (a) and (b) Mean*SD  Mean*SD (a) and (c)
Storage symptom
Naf 6.1+3.3 5.0£2.5 -1.1=34 P=0.1060 41%2.1 -1.9+3.2 P=0.0020%
Tam 5.6%2.9 46+23 -1.0x23 P=10.0296* 40+1.6 —-1.6+24 P=0.0009*
Comparison# P=0.7058 P=0.5384 P=0.7283 P=0.9404 P=0.6421
Voiding symptom
Naf 7.0%3.3 44+33 —26%*3.6 P=0.001* 3.6£2.8 —34+43 P=0.0001*
Tam 6.0+2.9 3.9+28 -2.1%£3.3 P=0.0013* 3.3£2.0 -2.8%3.1 P=0.0001*
Comparison® P=0.2331 P=0.6035 P=0.4072 P=0.9158 P=0.4298
Total IPSS
Naf 14.8%5.7 10.7 5.4 —-4.1%6.8 P<0.001%* 8.6+4.5 -6.1%£7.2 P<0.001%*
Tam 13.5£5.0 9.6+5.2 -3.9%53 P<0.001%* 8.2+3.0 -5.3%49 P<0.001%*
Comparison# P=0.346 P=0.382 P=0.839 P=0.907 P=0.530
QOL index
Naf 4.2%1.0 29+1.3 -1.3+14 P<0.001%* 24%1.3 -1.8%+1.5 P<0.001*
Tam 4.0+0.9 32+13 -0.8=1.1 P<0.001%* 26%1.0 -1.4+0.9 P<0.001*
Comparison# P=0.409 P=0.472 P=0.192 P=0.358 P=0.256

The intragroup comparison ($) between baseline and post-treatment used the Wilcoxon signed rank test. The intergroup comparison (#)

between Naf group and Tam group used the Mann-Whitney U-test.

Statistically significant® (P<0.05).

There was no significant difference in the Mann-Whitney U-test.
IPSS, International Prostatic Symptom Score ; QOL, quality of life ; SD, standard deviation.
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Table 4. Bascline of Qmax and PVR, and changes of them in after 12 weeks of treatment with
naftopidil (Naf) (n=17) and tamsulosin (Tam) (n=13)

Bascline éA} After 12 weeks (B) Difference (B)—(A) Comparison$ between
Mean =SD Mean = SD Mean =SD (A) and (B)
Qmax (ml/s)
Naf 11.0+ 2.7 135+ 4.1 25% 4.2 P=0.026*
Tam 9.9+ 29 122+ 4.3 23+ 48 P=0.027*
Comparison” P=0.247 P=0.514 P=0.966
PVR (ml)
Naf 30.4+29.1 18.6*21.7 —-11.8+31.0 P=0.124
Tam 31.1£19.5 259+24.8 = 52+174 P=0.346
Comparison” P=0.601 P=0313 P=0.463

The intragroup comparison (3) between bascline and post-treatment used the Wilcoxon signed rank test.
The intergroup comparison (#) used the Mann-Whitney U-test.  There was no significant difference in the
Mann-Whitney U-test.  Statistically significant® (P<0.05)

Table 5. Treatment efficacy after 12 weeks with
naftopidil (Naf) (n = 36) and tamsulosin
(Tam) (n=32)

Excellent Good  Fair Poor/Worse
Total IPSS
Naf 4 10 13
Tam 0 12 11
QOL Index
Naf 6 3 21 6
Tam 0 3 26 3

The intergroup comparison by the Mann-Whitney U-test.
There was no significant difference in the Mann-Whitney U-
test (Total IPSS, p=0.596 ; QOL index, p =0.429).
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