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We compared the efficacy of naftopidil monotherapy with combination therapy using tamsulosin
hydrochloride and solifenacin succinate in the treatment of lower urinary tract symptoms (LUTS) with
overactive bladder (OAB) secondary to benign prostatic hyperplasia (BPH). Thirty one patients were
enrolled in a randomized crossover study. Fourteen patients were initially prescribed naftopidil 75 mg (N)
for 8 weeks, followed by tamsulosin 0.2 mg and solifenacin 5 mg (TS) for 8 weeks (group N) ; another 17 were
initially prescribed T'S, followed by N (group T'S).  The efficacy variables were the changes in international
prostate symptom score (I-PSS), quality of life (QOL) score, overative bladder symptom score (OABSS), and
post-void residual (PVR) urine volume. After the study, a questionnaire survey was carried out about the
choice of treatment.  After treatment with each agent, total I-PSS, storage symptom score, QOL score and
OABSS except for the daytime frequency were significantly improved from baseline. PVR was significantly
increased after TS treatment. There were no significant differences between the two treatments except for
PVR. As a result of the questionnaire survey, 13 patients chose N and 17 chose TS. In conclusion, N
monotherapy can be expected to have an equal effect in the treatment of LUTS with OAB secondary to BPH
in comparison with TS combination therapy.

(Hinyokika Kiyo 62: 341-347, 2016 DOI: 10.14989/ActaUrolJap_62_7_341)
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Fig. 1. The trial overview
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Table 1. The baseline characteristics of the study population
Total N group TS group
No 31 14 17
Age (years)* 73.2%8.1 74.7£8.0 71.9%8.3
I-PSS Incomplete emptying* 2.0+£1.5 1.6%1.7 2.4+1.3
Frequency* 3.2*1.3 3. 3 3.1+1.4
Intermittency* 2.1%1.5 2. 9 2.1%1.2
Urgency* 2.86*1.5 3. .5 2.5*1.5
Weak stream* 3.1+1.5 3. 7 3.2+1.3
Straining* 1.6+1.4 1. i 1.7+1.2
Nocturia* 2.9+1.2 2.6*1.3 3.2+1.1
Total I-PSS* 17.8%5.9 17.4%6.7 18.1%5.4
I-PSS storage symptom* 8.9+2.7 9.1+2.8 8.8+2.6
I-PSS voiding symptom* 6.8+3.8 6.6x4.7 7.0%£3.0
QOL score* 5.1%0.7 5.0%0.7 5.1%0.7
OABSS Daytime frequency* 1.0£0.6 0 .6 1.2+0.6
Nighttime frequency* 2.5%0.9 2.4%1.1 2.5%0.8
Urgency* 3.5+0.9 3.5+1.0 3.4+0.9
Urge incontinence™® 1.8+1.4 2.0+1.4 1.6+1.5
Total OABSS* 8.7+2.6 8.6+2.8 8.8+2.6
PVR (ml)* 42.5+44.6  37.3%49.2  46.7*41.5

PVR =post-void residual urine volume.

*: Not significant between the groups.



344 WRACEL 62 775 20164F

Table 2. The changes after treatment with N and TS

Bascline N treatment TS treatment

I-PSS Total I-PSS 17.8+5.9 12.1+4.2% 11.9+6.2%
I-PSS voiding symptom 6.8+3.8 4.4+3.0% 5.1£3.5
I-PSS storage symptom 8.9£2.7 6.6+2.6% 6.0+3.3*
QOL score 5.1%0.7 4.0+1.3% 3.8+1.5%
OABSS Daytime frequency 1.0+0.6 1.0+0.4 0.8%0.5
Nighttime frequency 2.5%£0.9 1.9+1.0% 1.8+1.0%
Urgency 3.5+0.9 2.0+1.3* 1.7+1.3%
Urge incontinence 1.8+1.4 0.9%+1.0% 0.7+1.0%
Total OABSS 8.7x2.6 5.6%2.7* 5.1+2.2%

PVR (ml)* 42.5*44.6 38.7+38.1 61.7+72. 3%

PVR = post-void residual urine volume.

0.05 Comparison between the two treatments.
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Table 3. The changes from baseline to 16 weeks in each group

TS group

N group

4 weeks 8 weeks 12 weeks 16 weeks 0 week 4 weeks 8 weeks 12 weeks 16 weeks

0 week

12.2+4 4
4.6%3.2
6.3%£2.6

11.8%£5.0
4.2%3.2
6.1%£3.1

12.9%6.3
5.1+3.5
6.4+2.9

14.1%£5.0
5.4%2.9
6.9%2.7

18.1+5.4
7.0+3.0
8.8+2.6

10.6+6.0
4.6%3.5
5.4%3.7

5*4.4

9.

11.9+4.2
4.1£2.8

13.1%£5.2
5.1%3.7
7.0+3.3

17.4%6.7
6.6+4.7
9.1£2.8

Total I-PSS

I-PSS

3.0+3.1
5.4%£2.9

I-PSS voiding symptom

7.0%£3.0

I-PSS storage symptom

4.1%1.7 4.1£1.5 3.7+1.7 3.6+1.6 5.1%0.7 3.8+1.3 3.9+1.4 3.6+1.5 3.9+1.2

5.0%0.7

QOL score

0.8+0.5 0.8%0.6 1.0+0.5

1.0+0.4
2.0+1.0
2.3+1.3
0.8%1.0

1.2%0.6
2.5%0.8
3.4%0.9

0.9%+0.4
1.8+1.

0.9%0.4
1.9+1

0.9%0.3
2.1%£0.9
2.2+1.5
0.8%1.0

0.8+0.6
2.4%1.1

Daytime frequency

OABSS

1.8%1.0

1.8£1.0
2.0%1

2.0=1.1

Nighttime frequency

1.9%1.5
0.9%1

1.7%€1.2
1.0£1.3

1.4%1.4
0.9+1.4

2.1%1.2 1.5%1.7
0.6%1

0.9%0.9

3.5+1.0

Urgency

0.6%0.6

1.6%1.5

.1

2.0x1.4

Urge incontinence

L

=]

6.0£2.8 6.0£2.4 4.9%3.1 4.9%2.6 8.8£2.6 5.6+2.7 5.2+1.8 5.4%+2.4 5.4%+3.0

8.6x2.8

Total OABSS
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44.1%55.2 26.6%27.4 38.7%35.6 34.2%29.1 46.7+41.5 86.6=68.0 85.5%89.7 48.4%32.2 48.7+43.3

37.3+49.2

PVR (ml)
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Fig. 2. Patient questionnaire results.
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