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THE EFFECTIVENESS OF NAFTOPIDIL IN PATIENTS WITH BENIGN
PROSTATIC HYPERPLASIA EVALUATED BY QOL INDEX

Hiroomi Nakarsu, Makito Naor, Kazuya SEkivama, Satoshi Hamano,

Noriyuki Suzuki, Masashi Tanaka and Shino MURAKAMI

The Department of Urology, Asahi General Hospital

We examined the effectiveness of naftopidil in 81 patients with lower urinary tract symptoms
(LUTS) caused by benign prostatic hyperplasia (BPH). We examined quality of life (QOL) and

determined which symptoms improved as a result of naftopidil administration.

The findings indicated

that storage symptoms, voiding symptoms, total International Prostate Sympotom Score (IPSS), QOL
index, Qmax and residual urine volume were significantly improved after treatment when compared to

baseline.

Improvement of nocturia and incomplete emptying by naftopidil contributed to

improvement in QOL, odds ratio between the good response group and poor response group were 3.6
and 2.3, respectively. During naftopidil treatment, two of the 81 patients complained of adverse

events.

The results show that naftpidil is effective for LUTS caused by BPH, and that improvement of

nocturia and incomplete emptying contributed to the improvement in QOL.

(Hinyokika Kiyo 53 : 13-18, 2007)

Key words : Benign prostatic hyperplasia, Naftopidil, QOL index, Nocturia

i

B 37 B R KE - (benign prostatic hyperplasia: PLF
BPH) 3, HEEBEH, REERERE b ICFELBML
(=1 l>, WIREFHEICE > Th o & D EBT LKA
D1 >TH5A. BPH |28 ) THIREIEIR (lower
urinary tract symptoms: LL N LUTS) o i # 1&
bothersome DL 12L& % QOL oM L% Hiy & s
b. ZTOHRTHRMBIRZIZ LD & LB RERITRD
W BIERD 1 DTH DY, EBHFIZOHET D LEDI
TnaY,

BPH (£ 9 LUTS 12X § % S5 0 5 —EIR
%, al ZHEMEEMIECTHLZ ENL W, L, al
ZHEMERSE 2 5 S NHERN, S0 X9 ZIERD
YT & o T 2 QOL 23 5 M5 DT Do TIid i
EAL T,

ZFZTHMbNbZ, BPH 249 LUTS #7F 2
BRI LT, FBRIERISERIMEA S W E S D F
THEEDN (FUNROTY 2gh L, zoh K
%*ﬁ?ﬁbf: E5I2F 7 MEVIVOFRES QOL 2

WWHEEGZLEN, T2bbED L) RERD
Ej(%éﬁ* QOL OUEIZHET 20022V THE L

Jill]

¥R EHE

)X %

20004E10H %> 520024 6 H £ TORMIZHbE % 2%
7z, EIBEHTSZBREIR A 2 7 (International prostate
symptom score : LT IPSS) 8 siLL E, QOL index 2 5%
PLE ORGSR & M S N7EGI &2 x5 & L7z,
GB, mEGOGRE, BRE THRE, MR,
RER VRS & N2 % S Z’)ﬁ‘é{ﬁ% &, T OMEOHE
EHYTHEE BRI,

2) h &

FREEME R LIERICO VT, ST FED L
25~50mg/H% 1 A 1[5 L7 %&sz%cﬂmﬁl 25
mg & L, BIWERA 4T 50 mg (23 E L7z, JRHI
ELCHMARS L Lo S EREE R }:THBW%T&%

-7 393 f?‘ ﬁ'] O L 2o 72, Z O35
PR L7238, BIgHEhoZHE 2 AT & L7z,
3) FRPRETA

IPSS, QOL index, fHAIRFEE (LL'F Qmax),
JRE% > 7 NV GBIGR B L OIS T (Tx
SBAG 8 WPARE) (ZHIE L7z, 7o, RIEBE e



14 WIRFEE 538

(2 & BHIZIRA A & 3 5Bk I E L7z, HEREEE
FRIRERER T A N7 4 7D OFIEIHE- T, ARG
WRB &L OERIGHRENREHE L2, 77 PEY VD
QOL 0t Il 5. 2 52 BEHROBETIZ DWW T,

5 FGEEZ QOL index 254 DL ETH o 72 hE B 2 &
L LT, BSHTIIZ QOL index A% 3 Kl & % -

15 20074F

ToREB) & AR, BIZHE TR QOL index %% 3 DLk
Td o 7-ER & BN E & L CRRaT & n z 72,

AT FIENT L, SR TORBIZO W T
Wilcoxon Signed-ranks test, 2 #E[H O LK IZ DWW T
G, WA BRHEERFE (Prostate volume : DR PV)
13 Unpaired t-test, € OMOIHH & Mann-Whitney U

Table 1. Baseline characteristics
Mean (SD) Median (25%, 75%)

Baseline 19.0 (7.7) 16.0 (13.0, 25.0)
Total IPSS Post 11.4 (7.4) 9.0 (7.0, 15.0)

p-value <0.0001

Baseline 2.7 (2.0) 2.0 (1.0, 5.0)
Incomplete emptying ~ Post 1.0 (0, 2.0)

p-value <0.0001

Baseline 3.2 (1.7) 4.0 (2.0, 5.0)
Frequency Post 2.1 (1.6) 2.0 (1.0, 3.0)

p-value <0.0001

Baseline 2.5 (1.9) 2.0 (1.0, 5.0)
Urgency Post 1.3 1.0 (0, 2.0)

p-value <0.0001

Baseline (1.2) 3.0 (2.0, 4.0)
Nocturia Post 4 (1.1) 2.0 (2.0, 3.0)

p-value <0.0001

Baseline 9.0 (6.0, 11.0)
Strage symptoms Post 5.7 (3.3) 5.0 (4.0, 7.0)

p-value <0.0001

Baseline 2.4 (2.0) 2.0 (1.0, 5.0)
Intermittency Post 1.0 (0, 2.0)

p-value 0.0019

Baseline 3.4 (1.5) 3.5 (2.0, 5.0)
Weak stream Post 2.0 (1.5) 2.0 (1.0, 3.0)

p-value <0.0001

Baseline 1.8 (1.9) 1.0 (0, 3.0)
Straining Post 1.1 1.0 (0, 1.0

p-value 0.0016

Baseline 7.6 (4.0 6.5 (5.0, 10.0)
Voiding symptoms Post 5(3.6 3.5 (2.0, 7.0)

p-value <0.0001

Baseline 6 (1.2) 5.0 (4.0, 6.0)
QOL index Post 3.0 (1.4) 3.0 (2.0, 4.0)

p-value <0.0001

Changes in subjective symptoms from baseline to post treatment, and
intergroup comparisons in the 54 cases. All items of the IPSS and QOL
index were significantly improved after treatment vs baseline. Parameters
arc expressed in terms of mean =+ standard deviation and median
(interquartile range). The Wilcoxon signed rank test was used to compare
data at the start and end of administration.
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Table 2. Baseline characteristics

N Mean (SD) Median (25%, 75%)
47 Baseline 9.3 (4.5) 9.0 (7.0, 10.8)
Qumax (ml/s) Post 12.8 (6.8) 12.0 (8.0, 15.5)
p-value 0.0015
47 Baseline  141.5 (96.8) 108.0 (75.3, 191.0)
Voided volume (ml) Post 196.4 (137.6) 158.0 (93.8, 255.8)
p-value 0.0015
50 Baseline 41.7 (60.8) 20.0 (0, 50.0)
Residual urine volume (ml) Post 19.6 (43.1) 0 (0, 17.0)
p-value 0.0059

Changes in objective symptoms from baseline to post treatment, and intergroup

comparisons.
baseline.
(interquartile range).
and end of administration.

All objective symptoms were significantly improved after treatment when vs.
Parameters are expressed in terms of mean =& standard deviation and median
The Wilcoxon signed rank test was used to compare data at the start

Table 3. Lvaluation of efficacy of treatment in BPH by various criteria.
Improvement was at least fair for symptoms in 72.3% of patients, for
QOL in 70.2%, for function in 46.8%, and for overall efficacy in 70.2%

Excellent Good Fair Poor/worse
Symptom (total IPSS)  8/47 (17.0%)  12/47 (25.5%)  14/47 (29.8%)  13/47 (27.7%)
QOL (QOL index) 8/47 (17.0%) 2/47 (4.3%) 23/47 (48.9%)  14/47 (29.8%)
Function (Qmax) 6/47 (12.8%) 9/47 (19.2%) 7/47 (14.9%)  25/47 (53.2%)
Overall efficacy 4/47 (8.5%) 8/47 (17.0%)  21/47 (44.7%)  14/47 (29.8%)
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Table 4. Baseline characteristics of intergroup comparisons

Group Mean (SD) Median (25%, 75%)

Effective 62.6 (10.1) 62.3 (53.3, 68.0)
Age (years) Poor 68.9 ( 9.5) 71.7 (59.5, 77.6)

p-value 0.0501

Effective 18.2 (1 9.0) 17.7 (13.6, 21.1)
Prostate volume (ml) Poor 25.1 (11.6) 22.5 (14.7, 33.9)

p-value 0.0539

Effective 20.5 (8.9) 16.0 (13.5, 28.0)
Total IPSS Poor 20.2 (7.4) 18.5 (14.0, 26.0)

p-value 0.9288

Effective 9 (0.9) 5.0 (4.0, 6.0)
QOL index Poor 5.0 (5.0, 6.0)

p-value 0.4321

Effective . 9.0 (7.0, 11.0)
Qumay (ml/s) Poor 7(3.8) 9.0 (6.0, 10.0)

p-value 0.6539

Effective  122.9 ( 63.0) 102.0 (78.8, 192.5)
Voided volume (ml) Poor 144.9 (109.2) 101.0 (68.5, 189.5)

p-value 0.9475

Effective 48.4 (69.5) 20.0 (0, 50.0)
Residual urine volume (ml) ~ Poor 43.1 (67.7) 24.0 (0, 52.5)

p-value 0.8185

Both good and poor responders scored above 4 on the QOL index at the start of
administration. At the end of administration, 15 of 43 good responders (34.9% )
scored under 3 for QOL index, while 28 of 43 poor responders (65.1%) scored over 3
for QOL index. Parameters are expressed in terms of mean + standard deviation
and median (interquartile range). Unpaired t-tests were used to compare age and
estimated prostatic volume between groups, Mann-Whitney’s U-test was used for
intergroup comparisons of all other parameters.
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Symptoms ?;lg)s 95% CI  p-value
Alncomplete _
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AFrequency 1.023  0.592-1.766  0.9352

Alntermittency 1.663  0.904-3.060  0.1019
AUrgency 1.306  0.658-2.592  0.4449 |} Hilj—{
AWeak stream  0.645  0.269-1.550  0.3272
AStraining 0.644 0.421-1.694 0.6338
ANocturia 3.639 1.175-11.277 0.0252

Hil—
k | |
0 1 i 4 5 6 T & 9 10 11 12
Odds ratio

Fig. 1. Logistic regression analysis was used to evaluate the factors influencing subjective improvement of QOL.
Improvement of “nocturia” and “incomplete emptying” contributed to improvement in QOL due to
naftopidil. Moreover the odds ratio predicting 15 good responders vs 28 poor responders was 3.6 for

nocturia and 2.3 for incomplete emptying.

Table 5. Adverse events. Two of 81 patients (2.5%) complained of adverse events. One experienced tremor of
the hand and the other experienced dizziness. Administration was discontinued or decreased and

symptoms resolved in both participants

Age Adverse events

Experience time from the start of administration

Dose/day Continuance of drugs ~ Outcome

61  Tremor of the hand

55 Dizziness

After 4 week
After 8 week

50 mg/day Discontinued Recovery

50 mg/day Decreased to 25 mg/day  Recovery
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