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CLINICAL EFFECTS OF ALLYLESTRENOL ON PATIENTS WITH
BENIGN PROSTATIC HYPERPLASIA (BPH) EVALUATED
WITH CRITERIA FOR TREATMENT EFFICACY IN BPH

Kazumi NocucHi, Mitsumasa Takepa, Masahiko Hosaka and Yoshinobu Kusorta
From the Department of Urology, Yokohama City University, School of Medicine

One hundred and twenty-nine patients with benign prostatic hypertrophy (BPH) were registered
and treated with allylestrenol. Allylestrenol was administered at a dose of 50 mg/day given twice a
day for 16 weeks. Out of 129 patients with a mean age of 67.8 years old, 92 cases completed the study
and 48 cases with moderate symptoms were objectively evaluated with “Criteria for Treatment Efficacy
in BPH” proposed by The Japanese Urological Association in 1997.

Prostate volume was significantly decreased from 32.7+11.9 to 27.4%11.2 ml (mean®SD), and
maximum flow rate was significantly increased from 8.4%+3.4 to 10.8%£5.0 ml/sec. Residual urine
volume was significantly decreased from 62.4%+57.4 to 37.0%£38.7ml. IPSS was significantly
decreased from 15.31+4.9 to 9.91+4.0, and QOL index was significantly decreased from 4.430.8 to

2.7x1.2.

The efficacy of allylestrenol was shown by its effects on prostate volume (anatomy), maximum
urinary flow rate (function), and symptom scores (symptom) at the end of 16 weeks of treatment. The
rates of improvement for symptoms, QOL, function, and anatomy are 68.7% (N=48), 79.2% (N=48),
50.0% (N=48), and 61.0% (N=41), respectively. Overall efficacy (Good and Fair) was 70.9%
(N=48). During this study, 5 patients (3.9%) complained of loss of libido and 2 patients dropped out.

In conclusion, allylestrenol was demonstrated to be a quite effective and safe medical treatment for
patients with symptomatic BPH based on the criteria for treatment efficacy in BPH.

(Acta Urol. Jpn. 48: 269-273, 2002)
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Fig. 1. Objective parameters of patients with
BPH during 16 weeks of treatment.
P<0.001, P<0.01: vs before therapy
(OW) by paired t test (M£SD).

Table 1. Change of each subjective symptom
score before and after the treatment
with allylestrenol (N=48, M £5D)

bt 4:0) HHEE P&
PR % 2.18£1.70 1.25+0.95 <0.001
QBRI DR 2.54+1.51  1.79+1.16 <0.001
TR D M 1.54+1.62 1.04%1.11 0.002
REY)E R 0.54%£0.74 0.60+0.93 0.56
BVWDOET 3.70+1.32 2.31+1.24 <0.001
BtaROWE A 2.33+£1.59  1.22+1.09 <0.001
R HRR B2 2.39+1.33 1.75+0.93 <0.001
Total score 15.25+4.95 9.97%£4.09 <0.001
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Fig. 2. Subjective parameters of patients with
BPH during 16 weeks of treatment.
P<0.001 vs before therapy (0 W) by
paired t test (M£SD).
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Table 2. Drug-related clinical adverse experi-
ence and abnormal laboratory find-
ings (N=129)

Parameter Incidence (%)
Decreased libido 5(3.9)
Rash 2 (1.6)
LDH increase 7(54)
Hb decrease 4 (3.1)
BUN increase 3(2.3)
GPT increase 3(2.3)
Glycosuria 3(2.3)
TG increase 2 (1.6)
WBC increase 2 (1.6)
ALP increase 1 (0.8)
Cr increase 1 (0.8)
Others 12
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Fig. 3. Clinical efficacy of allylestrenol was objectively evaluated accord-
ing to the “estimate criteria for efficacy of treatment on BPH”
proposed by the Japanese Urological Association in 1997. The
rates of improvement for symptom (IPSS), QOL (QOL index),
function (maximum flow rate), and anatomy (prostate volume)
were 68.7% (N=48), 79.2% (N=48), 50.0% (N=48), and 61.0%
(N=41), respectively. Overall efficacy, the median of efficacy
grades of 3 items: symptom, QOL and function, was 70.9% (N=
48). Figures in each bar are numbers of patients.
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