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Abstract

Objective: To compare the efficacy and safety of Uroflow (Mega, Thailand) and Harnal (Astellas
Pharma, Thailand) for treating lower urinary tract symptoms associated with benign prostatic
hyperplasia (BPH)

Methods: This is a randomized, non-inferiority study in 180 patients who have Lower Urinary Tract
Symptoms (LUTS) and International Prostatic Symptom Score (IPSS) more than 7. We randomly
assigned patients to receive either Uroflow or Harnal for 12 weeks. All data was collected at
baseline, the 4th week and the 12" weeks. The primary outcome was the mean change in IPSS
from baseline to the endpoint. Secondary outcomes were the mean change in IPSS subscore,
Qaulity of Life (QoL), maximum uroflowmetry (Qmax), Post Voiding Residuals (PVR) and adverse
event of tamsulosin.

Results: 180 patients were randomly assigned into two groups (90 Uroflow, 90 Harnal). The mean
changes in IPSS from baseline in Uroflow and Harnal-treated groups were -8.81+6.92 and
-8.47+5.91, respectively. There was a statistically significant improvement in both groups. The
mean difference (Uroflow- Harnal) was 0.34 (with a two-side 90% confidence interval), inferring
that Uroflow was not inferior to Harnal. The mean change in IPSS subscore, Qol, Qmax, PVR
were comparable between both groups. The incidence of adverse event were not significantly
different.

Conclusions: The results of this study show that Uroflow is not inferior to Harnal in the treatment of
patients with LUTS associated with BPH.

Keywords: LUTS, BPH, Drugs, Tamsulosin
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Baseline characteristic (n = 180).

Characteristic Total
All case 180
Age (years), mean+SD 63.76+8.54
Time of symptom, median (P,.-P,.) 6(3-12)

PSA, median (P,-P.,)

Prostate volume, median(P,.-P,,) 22(17-33.5)
Hypertension, n(%) 51(28.3)
Diabetes Mellitus, n(%) 46(25.6)
CVD, n(%) 19(10.6)
Loss to follow-up, n(%) 15(8.3)

dunian @551 vewa afddng afss uiife Teius wiunes Maun audy

1.40(0.80-3.11)

N5l uRUaues IPSS nassuuseniuel
InBuRuaudeduasiil 12 wuin Anadsves IPSS
nousudureInguilld¥ugn Uroflow fianinds
19.54+6.48 1 NNINguildFue1 Harnal Fedleniade

[

S¥AU IPSS 18.27+6.57 Waztlafnm1un1sSne1ns9

v A

aavinedl 12 &asi wud1 nguen Uroflow dAniade
s¥fU IPSS 10.43+5.90 uaznguen Harnal ddiade
s¥fU IPSS 9.80+6.08 lnganadsnsilasuiiases
51U IPSS v0enguitléFue Uroflow winfu -8.81+6.92
Fafinsiasuuvasunnnin nguitldFuen Hamal #iflen
\AnsiAsLLUAesTEAY IPSS WAy -8.47+5.91
lagA1 mean difference Wiy 0.34 (Sesag 95 Cl:
-1.33 - 2.01) Goudawesioras 95 Cl UaImABUANG
5119 2 nau alsen Margin -2.4 wanad nguiiléduen
Uroflow Huszangnmlunisansediu IPSS lilddesndn
naulFuen Harnal (P-value = 0.021) Fawamdlusnsnadi 2

fnAeuuasiiity amnen vesan 1PSS
subscores ‘ﬁﬁ Obstructive scores W@ Irrigative scores
(p<0.05 ) Vowrnguilésuen Harnal way nauiilésuen
Uroflow uanainiiainnisuseidiu Qol, A1 PVR

! < a a Ao A
bagA1 Qmax ﬂllﬂ’]iLUaEJULLUa\ﬂUV]']QV]QSUUBU’Nll

[
[ aa o 1

gdAynsadANsaoINguIuiY (1157199 3)

Uroflow Harnal P-value
90(50.0) 90(50.0)

64.50+8.89 63.02+8.15 0.247
6(3-12) 6(4-12) 0.467
1.31(0.76-2.63) 1.75(0.88-3.18) 0.223
20017 - 31) 24(18 -36) 0.275
29(32.2) 22(24.4) 0.247
22(24.4) 24(26.7) 0.733
8(8.9) 11(12.2) 0.467
7(7.8) 8(8.9) 0.787
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Obstructive score last visit
Change in total Obstructive
score baseline to last visit
% Reduction in total Obstructive
score baseline to last visit
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180(100)

Uroflow

180(100)

180: 18.92+6.54
163: 12.06+6.65
157:9.72+5.67
163: -8.64+6.41

176: 11.74+4.74
162: 7.07+4.65
156: 5.41+£3.92
162: 5.70+4.19
162:-6.01+4.62

90(50.0)

Uroflow

90(50.0)

90: 19.54+6.48
80: 12.21+6.62
79: 10.22+5.63
80: -8.81+6.92

163:-44.68+28.56 80: -43.10+30.43

88: 12.13+4.68
80: 7.08+4.67
79: 5.76+3.89
80: 5.89+4.03
80:-6.21+4.90

161:-47.91+48.46 80: -43.65+61.60
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Harnal

90(50.0)

180: 18.92+6.54 90: 19.54+6.48 90: 18.27+6.57
163: 10.10+£5.98 80: 10.43+5.90 83: 9.80+6.08
80: -8.81+6.92 83: -8.47+5.91

Difference of

mean IPSS

P for

(95% Confidence

Interval)

non-inferior

Harnal - Uroflow

-1.27(-2.88 - 0.34) -
-0.63 (-2.18 - 0.92) -

0.34(-1.33 - 2.01)

Drug

P within

group

< 0.001

< 0.001

90(50.0)

90: 18.27+6.57
83: 11.90+6.72
78:9.22+5.71
83:-8.47+5.91

83: -46.19+26.73

88: 11.35+4.79
82: 7.06+4.66
77:5.05+3.95
82: 5.51+4.36
82:-5.82+4.34

81:-52.12+30.23

0.021

P
P within between

group group

< 0.001 0.191
0.768
0.272

0.734

0.492

< 0.001 0.281
0.985
0.261
0.570

0.587

0.269
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A5199 3:

Irrigative symptoms,

(n: mean+SD)
Irrigative symptoms 1*
Irrigative symptoms 2

Irrigative symptoms 3

Irrigative symptoms last visit

176: 7.01+£3.35
163: 4.88+2.84
156: 4.28+2.67
163: 4.40+2.72

88: 7.23+£3.21
80: 4.98+2.86
79:4.54+2.61
80: 4.62+2.69

Drug

P within

group

< 0.001

88: 6.80+3.48
83: 4.80+2.85
77:4.01+2.73
83:4.18+2.74

P

P within ' between

group group

0.394
0.688
0.216
0.298

< 0.001

% Reduction in total Irrigative

symptoms baseline to last visit

163:-28.70+46.75 80:-26.61+46.50

83:-30.72+47.17

0.577

Change in total QOL baseline to

last visit

163:-1.70+£1.33

80:-1.89+1.31

83:-1.52+1.33

0.076

Qmax, (n: mean+SD)
Qmax 1%
Qmax 2™
Qmax 3"

Qmax last visit

180: 11.11+5.24
163: 14.15+6.29
156: 15.35+6.21
163: 15.33+6.18

90: 10.35+4.83
80: 13.65+5.82
79: 14.56+6.02
80: 14.46+6.06

< 0.001

90: 11.87+5.54
83: 14.64+6.72
77:16.16+6.34
83: 16.17+6.21

< 0.001 0.052
0.317
0.109

0.077

% Reduction in total Qmax

baseline to last visit

163:52.43+76.58 80:58.37+£90.91

83:46.70+59.63

0.332

Change in total PVR baseline to

last visit

163:-20.34+47.55 80:-20.80+51.15

83:-19.90+44.11

0.905
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