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Efficacy and Safety of Alfuzosin 10 mg Once Daily in
Patients with Lower Urinary Tract Symptoms

Suggestive of Benign Prostatic Hyperplasia:
A 6-Months Study in Real Life Practice

Seung Wook Lee, Seung Hwan Lee', Cheol Young Oh’, Byung Ha
Chung'

From the Depatment of Urology, Eulji University College of Medicine, and
Urologzcul Science Institute, Yonsei University College of Medicine, Seoul, and
’Hallym University College of Medicine, Chuncheon, Korea, Korean Alfuzosin
Study Group

Purpose: The aim of the study was to evaluate the long-term safety profile
and efficacy of Alfuzosin 10 mg once daily in patients with lower urinary
tract symptoms (LUTS) suggestive of benign prostatic hyperplasia (BPH),
under daily practice conditions in Korea.

Materials and Methods: In this 6-months, open-label, multicenter, non-
comparative, observational study, 511 men were enrolled. International
Prostate Symptom Score (IPSS), IPSS 8th question (bother score), maximum
flow rate (Qmax), Danish Prostate Symptom Score (DAN-PSS) were
evaluated at baseline and after 3, 6 months of treatment. Safety was
analyzed in all patients exposed to alfuzosin (n=480). Analysis was
performed at end-point in the intent to treat population (n=368).
Results: Of the 511 enrolled patients in the study, 218 patients (42.7%)
dropped out. With alfuzosin, IPSS and bother score significantly improved
from baseline by —6.7+6.4 (—31.9%, p<0.001) and —1.241.2 (—29.3%, p
<0.001), respectively. Nocturia also significantly improved from 2.3+1.3
at baseline to 1.8+1.0 at end-point (—0.6+1.1, p<0.001). In the subgroup
of patients likely to be obstructed (Qmax <10 ml/sec at baseline), Qmax
improved from 8.3+1.2 at baseline to 13.7+6.1 at end-point (+5.4+5.8,
p=0.001). In patients with pain/discomfort on ejaculation, weighted score
significantly improved from 2.4+2.2 at baseline to 1.5£1.9 at end-point
(—31%, p=0.002). There were no clinically relevant changes in sitting
systolic BP and diastolic BP at endpoint.

Conclusions: Alfuzosin 10 mg once daily administered for 6-months is
effective in improving LUTS and quality of life, and is well tolerated from
a sexual and cardiovascular perspective, including in elderly men and
those receiving anti-hypertensive co-medication. (Korean J Urol 2009;
50:333-339)
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Table 1. Demographic and other baseline characteristics (n=511)

Variable Mean+SD or %

Age (years) 61.9£8.3
SBP (mmHg) 131.2+16.4
DBP (mmHg) 81.6%11.0
Duration of LUTS (months) 36.0£40.5
QoL 4.1+1.0
Maximum flow rate (ml/sec) 13.6+5.9
Cormobidities

Hypertension (%) 23.1

Ischemic heart disease (%) 3.7

Diabetes (%) 4.7

SBP: systolic blood pressure, DBP: diastolic blood pressure,
LUTS: lower urinary tract symptoms, QoL: quality of life
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Fig. 1. The improvement of lower urinary tract symptoms (LUTS)
following treatment with alfuzosin 10 mg once daily. IPSS:
International Prostate Symptom Score (observed case at each visit).
* p<0.001 vs. baseline, " p<0.05 vs. M3.
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Fig. 2. The improvement of weighted score following treatment
with alfuzosin 10 mg once daily. DAN-PSS weighted item: Danish
Prostate Symptom Score (observed case at each visit). *: p<0.05

vs. baseline, p<0.05 vs. M3.

Table 2. Changes in IPSS, QoL, Qmax, heart rate and blood pressure from baseline to endpoint (Mean+SD)

Baseline End point Change (n)

Irritative subscore (IPSS) 6.9+3.5 5.0+2.8 —1.9£29 (368)"
Obstructive subscore (IPSS) 11.5+49 6.844.3 —4.7+47 (368)"
Nocturia criterion (IPSS) 2.3+1.3 1.8+1.0 —0.6£1.1 (368)"
QoL 4.0+1.0 2.8+1.1 —12£1.2 (368)"
Qmax 14.4+59 15.6£6.2 1.2+6.7 (62)

Heart rate (bpm) 75.5£11.6 76.5£10.1 1.0£10.8 (348)
SBP (mmHg) 131.2+16.4 129.2+14.2 —2.0£14.3 (355)
DBP (mmHg) 81.6£11.0 80.610.1 —0.9+11.3 (355)

IPSS: International Prostate Symptom Score, QoL: quality of life, Qmax: maximun flow rate, bpm: beat per minute, SBP: systolic blood

pressure, DBP: diastolic blood pressure, *: p<0.05 vs. baseline
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Table 3. Frequency of adverse events under exposure to alfuzosin
10 mg (n=480)

No. of events
related to
treatment (%)

No. of

Adverse event
events (%)

Nervous system disorders 33 (6.8) 27 (5.6)
Dizziness 23 (4.8) 21 4.4)
Headache 8 (1.7) 6 (1.3)
Paraesthesia 1 (0.2) 0 (0)
Transient ischemic attack 1 (0.2) 0 (0)

Gastrointestinal disorders 31 (6.5) 7 (L5)
Abdominal pain 8 (1.7) 4 (0.8)
Dyspepsia 7 (1.5) 3 (0.6)
Dry mouth 5 (1.0) 0 (0)
Diarrhea 2 (0.4) 0 (0)
Others 9 (1.9) 0 (0)

Reproductive system 12 (2.5) 1 (0.2)
Erectile dysfunction 8 (1.7) 0 (0)
Ejaculation disorder/failure 2 (0.4) 1 (0.2)
Epididymitis 1 (0.2) 0 (0)
Gynaecomastia 1 (0.2) 0 (0)

Cardiovascular disorders 8 (1.7) 4 (0.8)
Palpitations 2 (0.4) 1 (0.2)
Orthostatic hypotension 2 (0.4) 2 (0.4)
Hypotension NOS 1 (0.2) 1 (0.2)
Others 3 (0.6) 0 (0)

Other relevant 38 (7.9) 10 (2.1)
Asthenia/fatigue 4 (0.8) 4 (0.8)
Insomnia 3 (0.6) 2 (0.4)
Chest discomfort 2 (0.4) 2 (0.4)
Cold sweat 0 (0) 1 (0.2)
Weight decreased 0 (0) 1 (0.2)
Others 29 (6.0) 0 (0)

Patients with at least 1 AE 122 (25.4) 49 (10.2)

AE: adverse events, NOS: not organ specific
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Table 4. Comparison of changes in heart rate, blood pressure between hypertensive and normotensive group (Mean*SD)

Baseline

End point

Baseline End point

Hypertensive group (n=112)

Normotensive group (n=368)

Heart rate (bpm) 74.2+10.7 77.5£9.4 76.0+11.9 76.2+9.4°
SBP (mmHg) 137.7+18.0 135.3+16.0" 129.1+£15.2 127.2+12.9"
DBP (mmHg) 87.4+11.9 84.7+11.4" 80.5+10.5 79.3+9.3%

bpm: beat per minute, SBP: systolic blood pressure, DBP: diastolic blood pressure, *: p>0.05 vs. bascline
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Anti-hypertensive medication Age
Treated Not treated <65 years 265 years
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Fig. 3. Comparison of changes in blood pressure by sub-groups.
% p>0.05 vs. baseline, b. p>0.05 vs. not treated group, “: p>0.05
vs. =65 years old group.
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