
NCT : 1690/KEPK/XII/2019

Title : The Effect of Combination Therapy Using Li-ESWT and PDE-5 Inhibitor
Compared to PDE-5 Inhibitor Alone in Patients With Erectile Dysfunction

Date : June 14, 2020



C
h

ar
ac

te
ri

sti
cs

 o
f 

Tr
ia

l S
u

b
je

ct
s

ID
G

R
O

U
P

IN
IT

IA
L

EH
S 

P
R

E
II

EF
5 

P
R

E
A

G
E

K
O

M
O

R
B

ID

1
1

EL
B

2
17

m
ild

5.
00

40
37

12
84

25
.1

D
is

lip
id

em
ia

, S
tr

o
ke

2
1

R
U

D
2

17
m

ild
1.

50
54

50
27

89
22

.0
H

T,
 S

m
o

ki
n

g

3
2

A
N

Z
3

17
m

ild
1.

00
47

48
17

11
1

33
.5

D
M

, H
T

4
1

B
IL

2
17

m
ild

0.
25

54
54

29
92

27
.1

D
M

, H
T,

 D
is

lip
id

em
ia

5
1

YU
D

2
14

0.
25

43
40

7
89

23
.3

6
2

ED
I

3
20

m
ild

9.
00

45
41

23
90

26
.4

G
as

tr
iti

s

7
2

ED
H

2
16

1.
50

48
46

19
91

23
.3

D
M

8
2

SA
M

2
15

0.
67

44
42

24
92

23
.3

H
N

P
, V

er
ti

go

9
2

A
G

W
2

19
m

ild
2.

00
53

52
32

10
2

31
.2

11
2

A
LI

2
16

0.
67

48
38

25
97

27
.2

12
2

SA
P

3
12

0.
33

52
52

32
11

3
32

.2

13
1

TR
I

2
16

m
ild

1.
50

49
40

24
10

2
29

.0
D

M
, S

tr
o

ke
, M

er
o

ko
k

14
2

SA
T

2
10

m
o

d
er

at
e

6.
50

49
45

21
10

2
31

.5
D

is
lip

id
em

ia
, L

O
H

16
1

M
A

M
1

9
m

o
d

er
at

e
2.

00
44

36
14

75
22

.2
H

er
n

ia

17
1

G
O

D
2

19
m

ild
0.

50
54

48
22

10
2

30
.5

20
1

H
O

T
3

18
m

ild
5.

00
47

48
18

11
2

32
.5

H
T,

 S
TD

21
1

K
H

O
1

10
m

o
d

er
at

e
0.

67
50

51
29

99
27

.9
D

M
, H

ip
er

u
ri

ce
m

ia

22
1

R
O

C
3

21
m

ild
0.

50
43

46
19

92
24

.6
H

ea
rt

 d
is

ea
se

, S
m

o
ki

n
g

23
2

M
A

D
1

10
m

o
d

er
at

e
0.

50
46

30
11

75
18

.2
H

er
n

ia

24
2

FI
R

1
10

m
o

d
er

at
e

5.
00

51
50

27
10

1
26

.5

25
1

ED
D

2
10

m
o

d
er

at
e

1.
00

43
37

20
73

.5
18

.2

26
2

EK
O

2
11

m
o

d
er

at
e

10
.0

0
53

50
25

99
23

.5

27
2

B
N

A
3

20
m

ild
2.

00
47

45
19

95
29

.0
D

is
lip

id
em

ia
, L

O
H

28
2

ED
O

2
17

m
ild

2.
00

55
53

26
10

0
29

.3

29
1

R
A

T
2

16
2.

00
53

49
30

87
26

.1

30
2

P
A

R
2

12
6.

00
51

51
35

10
3

30
.1

H
T,

 D
is

lip
id

em
ia

, S
m

o
ki

n
g

N
o

te
s 

:

K
el

o
m

p
o

k 
1 

= 
co

n
tr

o
l g

ro
u

p
 (

si
n

gl
e 

th
er

ap
y)

K
el

o
m

p
o

k 
2 

= 
te

st
 g

ro
u

p
 (

co
m

b
in

ati
o

n
 t

h
er

ap
y)

ED
 

SE
V

ER
IT

Y 
(Y

ea
rs

)

ED
 

D
U

R
A

TI
O

N
 (Y

ea
rs

)

A
G

E 
O

F 
SP

O
U

SE

M
A

R
R

IA
G

E 
D

U
R

A
TI

O
N

 
(Y

ea
rs

)

W
A

IS
T 

CI
R

CU
M

FE
R

R
EN

CE
 

(c
m

)

B
M

I 
(k

g/
m

2)

m
ild

-
m

o
de

ra
te

m
ild

-
m

o
de

ra
te

m
ild

-
m

o
de

ra
te

H
T,

 D
is

lip
id

em
ia

, U
ri

na
ry

 
St

on
e,

 L
O

H
, A

lc
oh

ol
is

m
, 

Sm
ok

in
g

m
ild

-
m

o
de

ra
te

D
M

, H
T,

 D
is

lip
id

em
ia

, L
O

H
, 

Sm
o

ki
n

g

m
ild

-
m

o
de

ra
te

D
M

, H
T,

 H
ea

rt
 D

is
ea

se
, C

KD
 

on
 H

D
, H

ip
er

u
ri

ce
m

ia
, L

O
H

, 
Sm

ok
in

g,
 D

is
lip

id
em

ia

St
ro

ke
, D

is
lip

id
em

ia
, S

m
o

ki
n

g

D
M

, H
T,

 H
ea

rt
 d

is
ea

se
, 

M
en

in
gi

ti
s

TB
, H

ep
ati

ti
s,

 H
T,

 H
ea

rt
 

d
is

ea
se

, S
m

ok
in

g,
 A

lc
o

ho
lis

m

D
M

, H
T,

 H
ea

rt
 d

is
ea

se
, H

N
P,

 
B

P
H

m
ild

-
m

o
de

ra
te

m
ild

-
m

o
de

ra
te



R
es

u
lt

 T
ab

le

ID
IN

IT
IA

L
G

R
O

U
P

P
re

te
st

 P
SV

P
o

stt
e

st
 P

SV
P

re
te

st
 V

EG
F

P
re

te
st

 II
EF

5
D

e
lt

a 
II

EF
5

P
re

te
st

 E
H

S
P

o
stt

e
st

 E
H

S
D

e
lt

a 
EH

S

1
EL

B
1

10
.2

0
11

.1
0

0.
90

97
.6

7
10

0.
11

2.
44

1
7

20
3

2
3

1
2

R
U

D
1

14
.0

0
14

.2
0

0.
20

15
2.

61
13

7.
96

-1
4.

65
1

7
21

4
2

3
1

3
A

N
Z

2
10

.7
0

13
.0

0
2.

30
64

.4
7

81
.3

9
16

.9
2

1
7

22
5

3
4

1
4

B
IL

1
14

.2
0

20
.8

0
6.

60
83

.0
2

61
.7

2
-2

1.
30

1
7

19
2

2
3

1

5
YU

D
1

9.
60

11
.3

5
1.

75
56

.9
2

53
.4

9
-3

.4
3

1
4

17
3

2
3

1

6
ED

I
2

11
.0

0
14

.0
0

3.
00

96
.0

5
13

9.
18

43
.1

3
2

0
25

5
3

4
1

7
ED

H
2

11
.6

5
16

.1
5

4.
50

23
.9

6
24

.3
2

0.
36

1
6

25
9

2
4

2

8
SA

M
2

9.
25

9.
00

-0
.2

5
43

.2
1

80
.1

7
36

.9
6

1
5

22
7

2
4

2
9

A
G

W
2

12
.9

0
14

.9
5

2.
05

86
.2

8
10

0.
33

14
.0

5
1

9
25

6
2

4
2

11
A

LI
2

14
.1

0
17

.9
5

3.
85

41
.1

5
93

.9
9

52
.8

4
1

6
23

7
2

3
1

12
SA

P
2

10
.8

0
13

.9
5

3.
15

30
.1

8
67

.5
6

37
.3

8
1

3
25

1
2

2
4

2
13

TR
I

1
8.

50
8.

85
0.

35
55

.5
5

77
.3

3
21

.7
8

1
6

21
5

2
3

1

14
SA

T
2

8.
20

11
.7

5
3.

55
40

.4
6

70
.6

4
30

.1
8

1
0

25
1

5
2

4
2

16
M

A
M

1
7.

95
8.

70
0.

75
71

.9
9

79
.7

7
7.

78
9

9
0

1
1

0

17
G

O
D

1
15

.5
0

15
.3

0
-0

.2
0

37
.7

2
45

.9
5

8.
23

1
9

23
4

2
4

2

20
H

O
T

1
15

.5
0

16
.5

0
1.

00
23

.9
6

14
.0

8
-9

.8
8

1
8

25
7

3
4

1
21

K
H

O
1

5.
20

7.
85

2.
65

71
.9

5
82

.2
1

10
.2

6
1

0
21

1
1

1
3

2

22
R

O
C

1
14

.6
5

14
.5

0
-0

.1
5

87
.0

7
70

.6
4

-1
6.

43
2

1
22

1
3

3
0

23
M

A
D

2
7.

90
12

.7
0

4.
80

21
.0

3
26

.7
5

5.
72

1
0

24
1

4
1

3
2

24
FI

R
2

10
.7

0
12

.4
0

1.
70

91
.9

8
10

2.
15

10
.1

7
1

0
14

4
1

3
2

25
ED

D
1

8.
55

8.
95

0.
40

10
6.

63
17

3.
77

67
.1

4
1

0
19

9
2

3
1

26
EK

O
2

11
.1

0
13

.0
0

1.
90

67
.2

1
15

9.
94

92
.7

3
1

1
19

8
2

3
1

27
B

N
A

2
12

.4
5

14
.9

0
2.

45
98

.8
9

13
4.

71
35

.8
2

2
0

23
3

3
4

1

28
ED

O
2

13
.0

0
14

.2
5

1.
25

58
.9

8
69

.9
5

10
.9

7
1

7
21

4
2

4
2

29
R

A
T

1
12

.9
0

14
.0

5
1.

15
14

.4
5

52
.1

2
37

.6
7

1
6

25
9

2
4

2

30
P

A
R

2
12

.2
5

14
.4

0
2.

15
61

.0
4

69
.2

7
8.

23
1

2
25

1
3

2
4

2

N
o

te
s 

:

G
ro

u
p

 1
 : 

co
n

tr
o

l g
ro

u
p

 (
si

n
gl

e 
th

er
ap

y)
G

ro
u

p
 2

 : 
te

st
 g

ro
u

p
 (

co
m

b
in

ati
o

n
 t

h
er

ap
y)

D
el

ta
 P

re
-

P
o

st
 P

SV
P

o
stt

es
t 

V
EG

F
D

el
ta

 P
re

-
P

o
st

 V
EG

F
P

o
stt

e
st

 
II

EF
5



Table 1. Subjects characteristics

Characteristics
Control
Group
n=12

Experimental
Group
n=14

Total
n=26

p

Mean Age 47.8 yo 49.2 yo 48.6 yo 0,419
Mean Spouses’ age 44.7 yo 45.9 yo 45.3 yo 0,620
Mean Duration of ED
(years) 1.7 years 3.4 years

2.6
years 0.147

Mean of waist
circumference
(cm) 91.4 97.9 94.9 0.118
Mean BMI
(kg/m2) 25.7 27.5 26.7 0.277

Comorbidities Diabetes Mellitus 25% 42.9% 34.6%
Hypertension 33.3% 42.9% 38.5%
Cardiac problems 16.7% 21.4% 19.2%
Dyslipidemia 25% 50% 38.5%
Hypogonadism 0% 35.7% 19.2%
History of smoking 41.7% 28.6% 34.6%
History of alcoholism 8.3% 7.1% 7.7%
Other 50% 57.1% 53.8%

ED Severities Mild 58.3% 35.7% 46.2%
Mild-Moderate 16,7% 35.7% 26.9%
Moderate 25% 28.6% 26.9%

Median of EHS 2
(1-3)

2
(1-3)

2
(1-3) 0.573

Median of IIEF-5 16.5
(9-21)

15.5
(10-20)

16
(9-21) 0.716

Note : n = number of samples, ED = erectile dysfunction, BMI = body mass index, EHS =
erection hardness score, IIEF = International index of erectal function
Comparison of IIEF-5, EHS, and mean duration of ED were done using Mann-Whitney test,
as for other parameters, Independent T-test were used.



Table 2. Comparison of IIEF-5 scores

Subject
IIEF-5 Score Pre-test – Post-test

Comparison
pPre-test Post-test Delta

Control Group
(n=12)

16.5
(9-21)

21
(9-25)

4
(0-12) 0.004*

Experimental
Group
(n=14)

15.5
(10-20)

23.5
(14-25)

7
(3-15) 0.001*

Total
(n=26)

16
(9-21)

22
(9-25)

5.5
(0-15)

Note : IIEF=International index of erectile function, n=number of sample, * = sign of
significance (p < 0.05)
Comparison of pre- and post-test IIEF-5 parameter was done using Wilcoxon’s test



Table 3. Comparison of EHS scores

Subject
EHS core Pre-test – Post-test

Comparison
pPre-test Post-test Delta

Control Group
(n=12)

2
(1-3)

3
(1-4)

1
(0-2) 0.004*

Experimental
Group
(n=14)

2
(1-3)

4
(3-4)

2
(1-2) 0.001*

Total
(n=26)

2
(1-3)

3.5
(1-4)

1
(0-2)

Note : EHS = Erection hardness score, n = number of sample, * = sign of significance (p <
0.05)
Comparison of pre- and post-test EHS parameter was done using Wilcoxon’s test



Table 4. Comparison of VEGF values

Subject
VEGF Level
(pg/ml)

Pre-test – Post-test
Comparison

pPre-test Post-test Delta

Control Group
(n=12)

59.92
±

41.91

66.24
±

49.42

6.32
±

25.43
0.408

Experimental
Group
(n=14)

57.95
±

25.92

84.65
±

40.71

26.69
±

24.23
0.001*

Total
(n=26)

58.86
±

33.52

76.15
±

44.99

17.29
±

26.40
Note : VEGF = Vascular Endothelial Growth Factor, n = number of sample, * = sign of
significance (p < 0.05)
Comparison of pre- and post-test VEGF parameter was done using Paired T-test.



Table 5. Comparison of PSV values

Subject
PSV
(cm/s)

Pre-test – Post-test
Comparison

pPre-test Post-test Delta

Control Group
(n=12)

11.40
±

3.47

12.68
±

3.90

1.28
±

1.86
0.04*

Experimental
Group
(n=14)

11.14
±

1.79

13.74
±

2.10

2.60
±

1.34
0.001*

Total
(n=26)

11.26
±

2.64

13.25
±

3.04

1.99
±

1.70
Note : PSV = Peak Systolic Velocity, n = number of sample, * = sign of significance (p <
0.05)
Comparison of pre- and post-test PSVparameter was done using Paired T-test.



Table 6. Comparison of all parameters between groups
Parameter Control Group Experimental Group p

IIEF-5
Pre-test 16.5 (9-21) 15.5 (10-20) 0.716
Post-test 21 (9-25) 23.5 (14-25) 0.047*
Delta 4 (0-11) 7 (3-15) 0.047*

EHS
Pre-test 2 (1-3) 2 (1-3) 0.573
Post-test 3 (1-4) 4 (3-4) 0.018*
Delta 1 (0-2) 2(1-2) 0.032*

VEGF
Pre-test 59.92 ± 41.91 57.95 ± 25.92 0.885
Post-test 66.24 ± 49.42 84.65 ± 40.71 0.308
Delta 6.32 ± 25.43 26.69 ± 24.23 0.023*

PSV
Pre-test 11.40 ± 3.47 11.14 ± 1.79 0.813
Post-test 12.68 ± 3.90 13.74 ± 2.10 0.385
Delta 1.28 ± 1.86 2.60 ± 1.34 0.009*

Note : IIEF = International index of erectile function, EHS = Erection hardness score,
PSV = Peak Systolic Velocity, VEGF = Vascular Endothelial Growth Factor, * =
statistically significant (p < 0.05)
Comparison between groups for pre-test and post-test VEGF parameters were done using
Independent T-test, as for the others parameters, the statistics methods used was Mann-
Whitney test


