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We evaluated the clinical efficacy and safety of tamsulosin hydrochloride and cernitin pollen

extract in 243 patients with urinary disturbance associated with benign prostatic hyperplasia.

They

were assigned randomly to 3 groups, oral tamsulosin hydrochloride, cernitin pollen extract and their

combination were administered for 12 weeks.

The international prostate symptom score, post-voided
residual urine and uroflowmetrogram were obtained before and after treatment.

The international

prostate symptom score improved in each group and then the maximum flow rate and average flow rate
also increased significantly in the tamsulosin hydrochloride-administered groups.

In conclusion, the administration of only tamsulosin hydrochloride and the combination of
tamsulosin hydrochloride and cernitin pollen extract seemed more effective then the administration of
only cernitin pollen extract in the treatment of urinary disturbance associated with benign prostatic

hyperplasia.

(Acta Urol. Jpn. 48: 259-267, 2002)

Key words : Benign prostatic hyperplasia, Clinical efficacy, Tamsulosin hydrochloride, Cernitin pollen

extract
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Table 1. Patient characteristics
HE (of 4 M e
FEBIE 67 73 72 N.S.
£ ¥ F+SD 69.8+ 8.9 67.8% 7.1 68.9% 6.9 N.S.
R T ESD (H A) 21.2+24.8 12.4+32.4 21.0£27.3 *
ENEKX 9 (13.4%) 15 (20.6%) 7 (9.7%)
VN TlibN 2% (38.8%) 36 (49.3%) 38 (52.8%)
BT 05 N.S.
HITROREE gk 97 (40.3%) 19 (26.0%) 20 (27.8%)
BIagn K 5 (7.5%) 3 (4.1%) 7 (9.7%)
1 52 (77.6%) 51 (69.9%) 55 (76.4%)
&P N.S.
EOHiE A 15 (22.4%) 922 (30.1%) 17 (23.6%)
# 55 (82.1%) 59 (80.8%) 50 (69.4%)
B RE B 12 (17.9%) 13 (17.8%) 22 (30.6%) N.S.
B 0 1 (1.4%) 0
i3 64 (95.5%) 72 (98.6%) 71 (98.6%)
BALRP <1 3 ( 4.5%) 1 (1.4%) L (Law) NP
iz 62 (92 5%) 68 (93.2%) 69 (95.8%)
Bt R H 1 (1.5%) 4 (5.5%) 2 (2.8%) N.S.
RE 4 (6.0%) (1.4%) (1.4%)
i 59 (77.6%) 63 (86.3%) 63 (87.5%)
It ReRE A 11 (16.4%) 8 (11.0%) (9.7%) N.S.
i 4 (6.0%) 2 (2.8%) (2.8%)
# 61 (91.0%) 68 (93.2%) 67 (93.1%)
IR H 5 (7.5%) 4 (5.5%) 5 (6.9%) N.S.
N (1.5%) 1 (1.4%) 0
4 64 (95.5%) 60 (82.2%) 66 (91.7%) -
B H 3 (4.5%) 13 (17.8%) 6 ( 8.3%)
. ; L 66 (98.5%) 60 (82.2%) 66 (91.7%)
Pr A & 1 (1L.5%) 0 0 N.S.
i3 66 (98.5%) 71 (97.3%) 71 (98.6%)
e
BRIEEE # 1 (1.5%) 2 (2.7%) D (raw) NS
BERMhER R
BERE (ml) 157.0+89.2 185.1+£92.2 170.9+96.6 N.S.
HERIEE (7)) 49.1£29.4 43.6+93.2 48.5424.1 *
BRREE (ml/s) 9.6+t 5.2 9.8+ 3.6 8.4+ 4.4 *
EHRHEFE (ml/s) 4.7+ 2.6 4.9% 2.1 4.1+ 1.9 *
RRE (ml) 43.4+84.9 37.2+51.7 39.5+49.6 N.S.

=:p<0.0l (2T AHN 7+—1 XAOHIE), **
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DETHY, EHRELTRDIHED) b4 %L
b 1oy EEeRELL.
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- p<0.05 (* #5E)

1) BKRIEEAT 15.0 ml/sec K
2) FEIRFEHEAS 7.5 ml/sec FKibi
3) FRIREAT30ml LLE
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B & 5 128% F 713 8% 5 b IC 2l Bk EHK
®AE (RMmEkE, BmEk$, Hb, Ht, m/AREK),
mEEFRE BEH HC)IVEY, GOT,
GPT, Al-p, BUN, 7L 7F=>. RE), RRE
(¥, &Y, vuvy /=¥, k@) 2RI L
4) BifeH

AR PIH SRR L-EENR, AEOH
B, BRBREEOREER L E0H 125613, RiE
B, A, RE, RRBEE, LE, &R+ FE=IC
L, REEH L ORMERZHSMICHRETE 215

ErBREEMER L LTH- 7.

4., B i

1) BERER

I-PSS (GEMRREE, 2RERIYER, RWOFM, REL
AR, RROBVLOET. HHREOVESL, RHEFFR
@) DRBIIOWTEHEY L %S 128% X 721355
kB R i L B REIRTCE R 2 HIMT L7z,

2) fERTR

RicENEE (HERE, PERERRE, SKRRME, PR
W, BRE) OWBIIOWTEHENM LT 128%
Tk s LERTRREE L E L
AR

3) EEEHE

FHEIC L ) BEERGERE, MERRNEE R
5128% 7218 FHRIERIC 6 RBETHIE L.

4) HAFHM

FHRE L) BEEREEES L MHER RAEE
PEALT, %5128% T i85 6 BT
HEL.

5) MEREE

ARME B L URIER BEFRREZERELT #5
1288% £ 7= 1352 deh LR C 6 BRBECHIE L7
5. ik &

RAEWEFICEROEAL, A0HE, BIVEH EEH
R bnio, FEEQCHW TG % fik L7,
BEOMETEINLLERE LA 2572 ERB L A
HOHIMCIRE S ik LAERIC oW CIdEE 2 A
L7-.

6. FEATHE

BEEROHERIL Wilcoxon FEt X NELFIKE,
MAERROHEBIIHIEOD S t E, FREHTIX
Wilcoxon 51 EMHIMKE (K 70—
) T, WTNLBSR L1288 - ixgm ko
Bz -7. b, BEKEIWMMS %& L7, %
RARRFRIZI994E12A BB 720 THHREEER R
TAKTA vy (1997410 A PER B EFIRRER H A F
A ERERARE) © "EEOBRABROER
DEEICETLE4, (199743 B27AM) i3
LCTwaig\,

f& £

1 EFIONRBE L VBEESE
BERREARII243BI TH 7. 2 b O —F—D
RO LRI EEE LI TEFROEEL IZDWT
WETL, MBRELEZS S L ORES RL R EE 1
EDVB & SEEBRIE & LT 22641 XD W TR
WM&, S0 bkl SHEEL: B &
DMW%VﬂLj?mmuowfﬁﬁﬁﬁﬁ%ﬁo#
AHUBITHROBEERICE VT, BN, 58



Strength of urinary stream Interrupted urinary stream Feling of incomplete emptying

Strain during urination
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Feeling of incomplete emptying

57 e GroupH (n=42)
--0-- GroupC (n=44)
4~ - A~ GroupM (n=49)
- .
3 - (13 (13

(53

2. ~'-.‘_—_:. .

T T
Baseline Week 4 Week 8 Week 12

wilcoxons sighed rank sum test * : P<0.05, %% : P<0.01
(evaluated in the patients includad in the efficacy analysis)

Interrupted urinary stream

57 —e— GroupH (n=42)
-e0== Group C (n=44)

44 - A~ GroupM (n=49)

3 -

24

14

0

T T T
Baseline Week 4 Week 8 Week 12
wilcoxons sighed rank sum test * : P<0.05, % * : P<0.01
(evaluated in the patients included in the efficacy analysis)

Strength of urinary stream

6 -
—a— Group H (n=42)
--0-- GroupC (n=44)
54 - 4A- GroupM (n=49)

1 Lf T 1
Baseline Week 4 Week 8 Week 12
wilcoxons sighed rank sum test * : P<0.05, ** :P<0.01
(evaluated in the patients Included in the efficacy analysis)

Strain during urination

47 —e— GroupH (n=42)
i --0-- GroupC (n=44)
-~ GroupM (n=49)
34 ™
2 1
1 -
1
0

1 L)
Baseline Week 4 Week 8 Week 12

wilcoxons sighed rank sum test * : P<0.05, %% : P<0.01
{evaluated in the patients included in the efficacy analysis)

Fig. 1.
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Urination every two hours

—e— GroupH (n=42)
-=0-- GroupC (n=44)
- &~ GroupM (n=49)

wilcoxons sighed rank sum test

T T
Week 8 Week 12
* : P<0.05, ¥ % ; P<0.01
(evaluated in the patients included in the efficacy analysis}

T T
Baseline Week 4

Urinary urgency

—e— GroupH (n=42)
«=0-= GroupC (n=44)
- A~ GroupM (n=49)

ren .

5-
g 44
2
[=]
Z 34
2
3
c 2
8
]
£
£ 1
0
5-
4
&
c
& 31
3
>
£ 27
=1
1
0

wilcoxons sighed rank sum test

5—
c
2
T 44
£
£
=
g 34
E—4
£
i=4
5 2
Nt
[
£
§ 1o
-4

0

Woeek 8 Week 12
* : P<0.05, ** :P<0.01
(evaluated in the patients included in the efficacy analysis)

T T
Baseline Wesk 4

Number of nighttime urination

—e— GroupH (n=42)
-=0-- Group C (n=44)
- A

Group M (n=49}

wilcoxons sighed rank sum test

Patients satisfaction
H
1

Y T
Week 8 Week 12

* : P<0.05, * % : P<0.01
(svaluated in the patients included in the efficacy analysis)

T T
Baseline Week 4

Patients satisfaction

—o— GroupH (n=40)
--0-- GroupC (n=41)
- A~ Group M (n=48)

nave

wilcoxons sighad rank sum test

T T
Week 8 Week 12

* :P<0.05, %% : P<0.01
(evaluated in the patients included in the efficacy analysis)

T T
Baseline Week 4

Changes of subjective symptom scores before and after treatment.
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Urine volume
—@— GroupH (n=40)
--O-- Group C (n=44)
mi - GroupM (n=53)
400.0
300.04
Q
g
© 200.01
>
(4]
£
5
100.0 -
0.0 T | I
Baseline Week 4 Week 12
Maximum urine flow rate
—@— GroupH (n=40)
--O-- Group C (n=44)
ml/cecond == GroupM (n=53)
25.01
ok
20.0
-]
14
2
S  15.01
@
£
b=
g 1001
3
£
3
= 5.0
0.0 T T 1
Baseline Week 4 Week 12
Pairedtect % : P<0.05, % * : P<0.01
{evaluated in the patients included in the efficacy analysis)
Residual urine volume
—@— Group H (n=38)
--O-- GroupC (n=41)
ull - GroupM (n=50)
150.0 1 x
100.0
[
€
2
2 50.04
@
£
=
= 0.0
=
h=y
8
@ -50.0
-100.0 T T T
Baseline Week 4 Week 12
Pairedtect * :P<0.05

(svaluated in the patients included in the efficacy analysis)

Voiding time

Average urine flow rate

5% 20024F

Voiding time

—@— Group H (n=39)
- --0-- GroupC (n=43)

cecond -~ GroupM (n=53)
80.0
70.0~
60.0 ]
50.0-
40.0 1
30.0
20.0
10.0
0.0 T L] T
Baseline Week 4 Week 12
Pairedtect * :P<0.05
(evaluated in the patients included in the efficacy analysis)
Average urine flow rate
—@— GroupH (n=40}
«sO-~ Group C (n=43)
ml/cecond - GroupM (n=53)
12.01
*h
10.0 | Fre 2 1
8.0
6.0
4.0
2.0+
0.0 T T T
Baseline Week 4 Week 12
Pairedtect * :P<0.05, ** :P<0.01

{evaluated in the patients included in the efficacy analysis)

Fig. 2. Changes in objective findings before and after treatment.
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Physician's evaluation (subjective symptoms) -
40

60 80 100

GroupH

Group C
n=73

Group M
n=71

I Markedly improved
Not changed

Wilcoxon's sighed rank surh test with Bonferonni adjustment

[ aggravated

* :P<0.05, *#:P<0.01

tuated in the path

luded in the efficacy analysis)

Physician's evaluation (objective findings) )

I Markedty improved
Not changed

Wilcoxon's sighed rank sum test with Bonferonni adjustment

Moderately improved
{1 aggravated

{111 slightly improved

* :P<0.05, *%:P<0.01

(evaluated in the patients included in the efficacy analysis)
Fig. 3. Clinical efficacy assessed by doctor in charge.

Comprehensive Evaluation

(%)

60 80 100
S [T 2¢ a3 e |
1(1.5)— :l Aok
Group C
n=73

Group M
n=71

[11(15.5)]

I Markedly improved
Not changed

wilcoxon's sighed rank sum test with Bonferonni adjustment

loderately Improved
aggravated

CLCEITITHINNEXNNNN (6;,9),] Ns.

2(28)—
[T slightly Improved

* :P<0.05 *%:P<0.01

(evaluated In the patients Included in the efficacy analysis)

Fig. 4. Comprehensive evaluation.
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Overall safety
20

Group H
n=76

Group C
n=76

Group M
n=73

I No problem
Problematic

Wilcoxon's test (Bonfarronl's adjustment)

Fig. 5.
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HEUEFENZF o R—L Tk REBETO7 4% T
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46.3%, tW=FUrR—-LYIFX - EEEY L0
YHRFRBETIIS8.5% LA BB W HEDENE L R
7o MERTRCIIERE Y 4 200 v BB R AR
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ki) Almost no problem
[ Prohibled trom use

04—
£ slightly problematic

* :P<0.05, *%*:P<0.01
{Cases fit to safety analysis)

Overall safety.
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