
 　　　



 　　　



 1 

112  1 

113  3 

 4 

 5 

7 

 7 

 7 

9 

 9 

 10 

 27 

 58 

 58 

59 

60 

61 

62 

63 

 63 

( )  68 

 68 

 68 

 69 

 70 

 70 

 70 

71 

 71 

 84 

 90 

 91 

 91 

 92 

 94 

95 

 95 

 99 



 102 

 103 

 168 

218 

 218 

 218 

 219 

 220 

 220 

220 

 221 

 223 

 224 

 224 

 228 

 228 

 228 

228 



112

113

112

( )

(Minimally Invasive Procedures)

(CDMO)

CDMO

(IVC-C01)

Terumo 112

112 (FDA)

(PMA Approval) 113

(Steering Committee Meeting) Cross-Seal

Terumo 2A-2 Terumo

PMA

(URO-T01) IDE

113

(CVS-T01) 112

FDA IDE

CDMO

CDMO

(Feasibility Study)

113

-1-



CDMO

( )

112 $196,263 CDMO

112 $1,269,973

( )

1.

 111  112

 298,317 196,263 

 186,812 14,377 

 (674,649) (853,944) 

 48,722 (391,121) 

( ) (496,900) (1,269,973) 

( )-  (433,758) (1,204,615) 

2.

% 

 111  112

 (11.72) (37.27) 

 (12.66) (42.09) 

 (49.99) (133.42) 

 (166.57) (647.08) 

( ) (4.71) (13.09) 

( )

A. (URO-T01) 

2016 2017

2018 2022

(FDA) (IDE Study)

2024 (primary 

endpoint)

B. (CVS-T01) 

-2-



2018

2021

2023

FDA IDE

C. (ORP-T01) 

2017

2018 FDA 510(k)

D. (LAP-A01) 

FDA 510(k)

E. (LAP-C01) 

FDA 510(k)

113

( )

1.

(IVC-C01) 112 (FDA)

(PMA Approval) 113

(Steering Committee Meeting) Cross-Seal

Terumo 2A-2 113

Terumo PMA

(URO-T01) 113 112 IDE

(CVS-T01) 112 FDA

113 IDE

2. (CDMO)

CDMO 113

112

-3-



3.

( )

107 3 2 Terumo Corporation Terumo Medical Corporation

 (IVC-C01)

112 FDA cGMP (PMA 

Approval) 113 Terumo

(CDMO) 113

113

( )

1. 107  (IVC-C01)

Terumo 112 (PMA Approval) Terumo

2.

3. (CDMO)

4.

(CDMO)

1.

-4-



2. CDMO

MediBalloon

Second Source Medical Medeonbio

BMI Research

2022 4,833 2025 5,897

-5-



2021-2025 6.7% 2009

5+2

2018 9 (BTC)

/ 2021

(CDMO)

-6-



101 12 15,000

102 2

102 4 45,000 60,000

102 7 Medeon International, Inc. 

102 8 MedeonBio, Inc. 

102 9 11,259 71,259

102 12

102 12 185,773 254,978

103 4 5

103 10

103 12

104 3
5,000,000

439,828

104 8
(LAP-A01) ClickCleanTM

(FDA)510(k)

104 11
(IVC-C01) XPro™ System FIRST-IN-

MAN STUDIES

105 5

105 7
6,000,000

500,883

105 9
(LAP-C01) AbCloseTM

(FDA)510(k)

105 10
( )

(URO-T01) 

105 11 ( )

106 3
Panther Orthopedics (ORP-

T01) 

106 5
(IVC-C01) XProTM System

107 3
Terumo (IVC-C01) XProTM System

107 3
(ORP-T01) PUMATM System

(FDA)510(k)

107 4 Aquedeon Medical, Inc. (CVS-T01) 

107 12
Panther Orthopedics

PUMATM System (ORP-T01)

108 1
8,000,000

601,066

-7-



108 6 Panther Orthopedics

108 7 Panther Orthopedics

108 10 ClickClean

109 9
PUMA System™ (ORP-T01)

109 12 Cross-Seal (IVC-C01) 1A-1 250

110 1
( )

(URO-T01)

110 6
Cross-Seal (IVC-C01) FDA cGMP 2A-1

100

110 6

110 8
Aquedeon Medical Medtech Outlook

2021

110 9
Panther Orthopedics, Inc. PUMA System™

(ORP-T01)

110 9

(AUA)

(URO-T01) EXPANDER-1

110 12 Cross-Seal FDA PMA (PMA Approvable Letter) 

110 12 MediBalloon, Inc. (CDMO)

111 1 Cross-Seal (IVC-C01) 2B-2 650

111 4
Second 

Source Medical CDMO

111 5
(URO-T01)

FDA (IDE) 

111 10
(URO-T01)

IDE

111 12
FDA Cross-Seal (IVC-C01) cGMP

112 3 FDA cGMP

112 8
Duett Vascular Graft System( ) FDA

(IDE) 

112 9 Duett FDA

112 9
Terumo Cross-Seal

FDA (PMA Approval) 

113 3 Duett

-8-



( )

113 3 31

( )

-9-



(
) 1

.

1
1
3

4
1
4

(
)

(
)

(Y
ue

 T
eh

 J
an

g)
 

7
0
~

7
9
 

11
0
.7

.1
6
 

3
 

1
0
1
.1

2
.2

2
 

- 
- 

- 
- 

- 
- 

- 
- 

T
h
e 

V
er

ti
ca

l 
G

ro
u
p
 

  

In
te

g
ra

te
d
 V

as
cu

la
r 

S
y
st

em
s 

E
n
su

re
 M

ed
ic

al
 

K
y
p
h
o
n
 

E
m

b
o

l-
X

 
  

B
o

st
o

n
 S

ci
en

ti
fi

c 

C
V

IS
 

M
ed

eo
n
 I

n
te

rn
at

io
n
al

, 
In

c.
 

M
ed

eo
n
B

io
, 

In
c.

 

(
)

M
ed

eo
n
, 

In
c.

 

(
)

P
ro

d
eo

n
 M

ed
ic

al
, 

In
c.

 

A
q
u
ed

eo
n
 M

ed
ic

al
, 

In
c.

 

(
)

M
ed

iB
al

lo
o
n
, 

In
c.

 

11
2

M
ed

eo
n
, 

In
c.

(
) 

- 
-

-
-

7
,5

4
0
,3

9
2
 

11
.3

3
%

 
1
0
,4

5
0
,9

11
 

11
.3

3
%

 
-

-
-

-
-

- 
-

-
-

6
0
~

6
9
 

11
0
.7

.1
6

3
 

1
0
3
.1

.1
4
 

-
-

- 
-

1
0
9
,2

5
5

0
.1

2
%

-
-

(
)

(
)

(
)

(
) (

)

(
)

(
)/

/

  

(
)

  

(
)

(
) 

 

(
)

  
(

) 

(
)

(
) 

(
)

(
) 

(
)

B
IO

F
L

A
G

 
IN

T
E

R
N

A
T

IO
N

A
L

 
C

O
R

P
O

R
A

T
IO

N
 

(C
ay

m
an

) 
(

) 

(
)

(
) 

 

(
)

(
) 

 

(
)

 (
) 

(
)

(
)

(
)

T
-E

 P
H

A
R

M
A

 H
O

L
D

IN
G

 

A
iV

iv
a 

H
o
ld

in
g
 L

im
it

ed
 &

 A
iV

iv
a 

B
io

p
h
ar

m
a 

In
c.

 

1
0
3
.1

.1
4

1
0
5
.1

.8

11
0
.7

.1
6

-10-



(
)

(
)

(
)

- 
-

-
-

1
9
,7

7
2
,2

5
2
 

2
9
.7

1
%

 
2
7
,4

11
,0

2
8
 

2
9
.7

2
%

 
-

-
-

-
- 

(
)

/

(
)

/

(
)

(
)

/

(
)

(
)

(
)

(
)

(
)

B
IO

F
L

A
G

 I
N

T
E

R
N

A
T

IO
N

A
L

 C
O

R
P

O
R

A
T

IO
N

 

(C
ay

m
an

) 

-
-

-

7
0
~

7
9
 

11
0
.7

.1
6
 

3
 

1
0
5
.1

.8
 

2
1
,9

9
8

0
.0

3
%

3
0
,4

8
7
 

0
.0

3
%

-
-

-
-

(
)

(
)

(
)

- 
-

-
-

1
9
,7

7
2
,2

5
2
 

2
9
.7

1
%

 
2
7
,4

11
,0

2
8
 

2
9
.7

2
%

 
-

-
-

-
- 

(
)

/

(
)

/

(
)

(
)

/

(
)

(
)

(
)

(
)

(
)

B
IO

F
L

A
G

 I
N

T
E

R
N

A
T

IO
N

A
L

 C
O

R
P

O
R

A
T

IO
N

 

(C
ay

m
an

) 

-
-

-

6
0
~

6
9
 

11
0
.7

.1
6
 

3
 

1
0
3
.1

.1
4
 

6
1
,0

0
0
 

0
.0

9
%

 
8
4
,5

4
5
 

0
.0

9
%

 
- 

- 
- 

- 

(T
R

P
M

A
) 

(
)

(
)

(
)

M
iC

ar
eo

, 
In

c.
 

(
)

(
)

(
)

M
ed

eo
n
 I

n
te

rn
at

io
n
al

, 
In

c.
 

A
ce

p
o
d
ia

, 
In

c.
 (

K
Y

) 
 

(
)

(
)

(
)

(
)

(
)

(
)

A
m

M
ax

 B
io

 I
n
c.

 

11
0
.4

.2
3

11
0
.7

.1
6

-11-



(
)

(
)

5
0
~

5
9
 

11
0
.7

.1
6
 

3
 

1
0
7
.6

.1
4
 

2
1
,9

9
8
 

0
.0

3
%

 
1
8
,4

8
7
 

0
.0

2
%

 
- 

- 
- 

- 

O
S

C
E

(
)

1
0
7
.6

.1
4

11
0
.7

.1
6

7
0
~

7
9
 

11
0
.7

.1
6
 

3
 

1
0
4
.4

.2
0
 

-
-

-
-

-
-

-
-

(S
o

u
th

am
p

to
n

)

(
)

(
)

(
)

(
)

6
0
~

6
9
 

11
0
.7

.1
6
 

3
 

1
0
4
.4

.2
0
 

-
-

-
-

-
-

-
-

L
eh

ig
h
 U

n
iv

er
si

ty

(
)

(
)

(
)

(
)

-12-



(
)

(
)

5
0
~

5
9
 

11
0
.7

.1
6
 

3
 

1
0
4
.4

.2
0
 

-
-

-
-

-
-

-
-

(
)

(
)

(
)

(
)

A
m

M
ax

 B
io

, 
In

c.
 

(
)

(
)

  

7
0
~

7
9
 

11
2
.6

.1
9
 

1
 

11
2
.6

.1
9
 

- 
- 

- 
- 

- 
- 

- 
- 

(
)

11
2

M
ed

eo
n

, 
In

c.
M

ed
eo

n
, 

In
c.

 

-13-



2.

(A) 

113 4 14

( )

( ) (8.70%) ( ) (5.99%)

( ) (2.37%) ( )

(1.63%) ( ) (1.38%) ( )
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Medeon, Inc.( ) (Yue Teh Jang) (100% ) 
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1.

 111 8 5

111 8 5

111

 V  

( )

 V  

(

) 
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2.

111 8 5
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( )

112  113 3 31

( ) ( ) ( ) ( )

Medeon, Inc. ( 1) 497,594 

Medeon, Inc.

(Yue Teh Jang) 

( )  1,308,841 

( )

( )
1,451 

 4,025 

 1,451  (10,000) 

 3,298  20,000 

 16,468  30,000 

 30,000 

 65 

 679 

1 Medeon, Inc. Medeon, Inc. 

( )

( )
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113 4 14 ( %)

(%) 

( )  27,411,028 29.72 - - - -  - 

:  - - - - - -  - 

Medeon, Inc.( ) 10,450,911 11.33 - - - -  - 

: (Yue 

Teh Jang) 
- - - - - -  - 

( )  3,036,528 3.29 - - - - - 

:  - - - - - -  - 

( )
2,126,317 2.31 - - - - - 

:  - - - - - -  - 

( )  1,519,152 1.65 - - - -  - 

:  - - - - - -  - 

 1,428,000 1.55 - - - -  - 

1,404,037 1.52 - - - -  - 

( )  1,106,861 1.20 - - - - - 

:  - - - - - -  - 

 756,424 0.82 - - - -  - 

( )
642,911 0.70 - - - - - 

:  - - - - - - - 

Medeon, Inc. Medeon, Inc.
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                                                     112 12 31 ( ) 

( 1) 

Medeon International, Inc. 

Aquedeon Medical, Inc. 

Proden Medical, Inc. 

MediBalloon, Inc. 

MedeonBio, Inc. 

Second Source Medical, LLC 

26,939,999 

22,586,000 

10,000 

40,214,174 

- 

- 

- 

- 

- 

100% 

88.41% 

100% 

95.60% 

- 

- 

- 

- 

- 

- 

- 

- 

- 

8,400,000 

3,000 

16,500,000 

2,900,000 

- 

- 

- 

- 

- 

97.03% 

100% 

100% 

100% 

100% 

26,939,999 

22,586,000 

10,000 

40,214,174 

8,400,000 

3,000 

16,500,000 

2,900,000 

- 

100% 

88.41% 

100% 

95.60% 

97.03% 

100% 

100% 

100% 

100% 

1
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( )

112.06 10 200,000 2,000,000 87,863 878,626 
225

1 

112.09 10 200,000 2,000,000 92,245 922,449 43,823 1 

1 11230093230

2 11230171330

1.

113 3 31 ( ) 

 92,244,893 107,755,107 200,000,000 

2.

( )

113 4 14 ( ) 

- 2 30 5,610 28 5,670 

- 2,069,344 38,410,043 40,255,486 11,510,020 92,244,893 

- 2.24% 41.64% 43.64% 12.48% 100.00% 
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( )

113 4 14 10

( ) (%) 

1      999 1,330 307,658 0.33% 

1,000     5,000 3,025 6,227,307 6.75% 

5,001    10,000 575 4,008,772 4.35% 

10,001    15,000 219 2,692,693 2.92% 

15,001    20,000 112 1,915,305 2.08% 

20,001    30,000 129 3,167,978 3.43% 

30,001    40,000 72 2,458,164 2.67% 

40,001    50,000 55 2,445,283 2.65% 

50,001   100,000 72 5,143,835 5.58% 

100,001   200,000 51 6,883,786 7.46% 

200,001   400,000 14 4,027,503 4.37% 

400,001   600,000 5 2,479,796 2.69% 

600,001   800,000 3 2,003,979 2.17% 

800,001 1,000,000 0 0 0% 

1,000,001  8 48,482,834 52.55% 

 5,670 92,244,893 100.00% 
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( )

113 4 14 ( ) 

% 

( )  27,411,028 29.72 

Medeon, Inc.( ) 10,450,911 11.33 

( )  3,036,528 3.29 

( )  2,126,317 2.31 

( )  1,519,152 1.65 

 1,428,000 1.55 

 1,404,037 1.52 

( )  1,106,851 1.20 

 756,424 0.82 

( )  642,911 0.70 

 Medeon, Inc.  Medeon, Inc. 

( )

111  112

( 1) 

 90.0 60.8 

 48.35 45.15 

 72.1 55.4 

( 2) 

 40.95 25.15

 39.01 25.15

 87,636  92,036

( 3) 

 (4.95) (13.09) 

 (4.71) (13.09) 

 0.5 - 

 0.5 - 

 - - 

( 4) - - 

( 5) 

( 6) 144.2 

( 7) 0.69% 

 1
 2
 3
 4

 5
 6
 7
 8 ( )
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 ( )

1.

2.

3.

( )

( )

1.

( ) (

) (

)

KPI (

) 
50% 

50% 
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112

( ) 4.4%

2.

112

3.

4. ( )
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( )

109 3 30

109 3 31 109 5 29

 109 3 31 109 5 29

 38 76

394,000

20,477,770

(%) 0.59% 

293,000

101,000

(%) 
0.11% 

( )
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( )

113 3 31

102 1
102 2

103 1
103 2

( 1) ( 1) ( 1) 103.11.11( 2) 

 102.9.9 102.9.27 103.8.13 103.8.13 103.11.18 104.6.8 104.11.3 

 30  10  10  10  10  10  10

 168 1,019 1,551 260 820 642 538 

0.18% 1.10% 1.68% 0.28% 0.89% 0.70% 0.58% 

103.5.21-

105.3.8

104.9.27-

112.9.26

105.8.13-

113.8.12

105.8.13-

113.8.12

105.11.18-

113.11.17

106.6.8-

114.6.7

106.11.3-

114.11.2

(%) 
17  – 

100% 

2  –  50% 

3  –  75% 

4  – 100% 

- 572,250 1,216,500 195,000 635,000 - - 

- 5,722,500 12,165,000 1,950,000 6,350,000 - - 

(

) 
- 0 0 0 0 227,000 20,000 

10  10  10  10  10 120.6  136.9

(%) 
0.00% 0.00% 0.00% 0.00% 0.00% 0.25% 0.02% 

2.5 10

1 167 2

2 103 2 103 11 11

1030044523

3 105 1 105 10 12

1050040735
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( )

113 3 31

( 1) 

( 4 )  

( 2) ( 2) 

( 5 )  

( 4 )  

( 6 )  

( 4 )  

420 
0.46% 

420 
10  4,200 0.46% 

0 
0 0 0% 

(
) 

877 
0.95% 

630 
10  6,300  0.68% 

247 
120.6

136.9

30,114.2 
0.27% 

1 ( )
2
3
4
5
6

( )

( )
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 ( )

1.

(1)

A.

B.

C.

D.

E.

F.

G.

H.

I.

J.

K.

L.

M.

N.

O.

P.

Q.

R.

S.

T.

O.

(2)112

112

 122,092 62.21% 

 74,171 37.79 % 

 196,263 100.00% 

(3) ( )
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(Minimally Invasive Surgery)

Terumo 2018 3 2

Cross-Seal TM (IVC-C01) 2023

2023

(FDA) (PMA Approval)

2024 (Steering Committee Meeting)

Cross-Seal Terumo 2A-2

Terumo Supplement PMA

A. (URO-T01) 

B. (CVS-T01) 

C. (ORP-T01) 

D. (LAP-A01) 

E. (LAP-C01) 

CDMO

(4) ( ) 

(Contract 

Development and Manufacturing Organization, CDMO)

CDMO

( )

(FDA)

2000 6 21

-72-



1.

BMI Research 2022

4,832.7 2025 5,896.8 2021-2025

6.7%

40

2023

51.7%

23.5%

18.2%

2022 2,496.9 2021-

2025 8.4%

2021

(Affordable Care Act, ACA) 2.3

2023

2022 1,135.9 2021-2025 5.4%

2021 2.5% 2022

8,500

20% 2022

(Medical Devices Regulation, MDR)

(93/42/EEC) ( ) (90/385/EEC) 2021 5
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2022 318.3

2021-2025 5.9%

2011

2015 2025 2021

BMI Research 22

6

(Class II)
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(CDMO)

(ICT) (Bio)

2.

( )

ABS 

( X )

( )

( ) ( )

3.

-75-



John 

EA Wickham 1984 1987

(trocar)

3~5 0.5~1

�
�
�

( 7 ) 

�

�

�
�
�

( 2-3 24 ) 

�
�
�
�

(

)
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(Rigid) (Flexible) (Capsule) (Disposable 

Scope)

(CDMO)

CDMO CDMO

CDMO

�

(

)

(Vascular Closure Device) 10

(Manual Compression)

20-40 6-12

-77-



French Scale

3F 34F (1F = 0.335mm)

5F 8F (1.7mm-2.7mm)

(Transcatheter Aortic 

Valve Implantation; TAVI) (Endovascular Aneurysm Repair

EVAR)

 4 6

90

8F

TAVI EVAR

�

3,000

(TURP) (Laser Surgery)

40

98

�

-78-



33% 24 50% 48

75%

30-45

�

2,000

Kalorama 

Information

(internal fixation) (plates and screws)

(intramedullary nails) (cannulated screws)

250

�

iData Research(2023) 1,500

10mm

10mm

Teleflex (2012) 10mm
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70% 1,500

1,050

4.

�

A

�
� 5F-21F (Sheath)

8F (8F-21F)

T

�
�

�

N

�

�

M 

�
5-7

�

�

V
�
�

�

A

�
�

�
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C1

� micro-fiber

(trocar)

�

	

C3

� (Suture Passer)

�

T

�

�

( )

1.112 667,461

2.

2012

(IVC-C01) 2018 Terumo 2023

2023

(FDA) (PMA 

Approval) Terumo Supplement PMA

Terumo

(URO-T01) (CVS-

T01) 2023

(LAP-A01) (LAP-C01) 2015 2016

FDA 510(k) (ORP-T01)

2018 FDA 510(k)

2021 
(IVC-C01) 

2021 6 FDA 12

FDA PMA

(URO-T01)

2021 12 31

45

-81-



(CVS-T01) 2021 4

10

(ORP-T01)

(LAP-

A01)

(LAP-

C01)

2022 
(IVC-C01) 

2022 FDA

(URO-T01)

2022 FDA (IDE)

2022

(CVS-T01) 2022 (IDE) 2022

FDA 

(ORP-T01)

(LAP-

A01)

(LAP-

C01)

2023 
(IVC-C01) 

2023 9 FDA

(URO-T01) 

2023 (IDE Study)

(CVS-T01) 2023 9 FDA

(IDE)

(ORP-T01) 

(LAP-

A01) 

(LAP-

C01) 

( )

1.

(1) 

(IVC-C01) 113 Terumo

Supplement PMA

(URO-T01) (CVS-T01)

113 URO-T01 112

-82-



(IDE Study)

CVS-T01 112 FDA

(IDE) 113 IDE

(2) (CDMO)

CDMO 113

112

(3)

2.

(CDMO)

(1)

(2) CDMO

-83-



( )

1. ( ) ( )

BMI Research 2022

4,832.7 2025 5,896.8 2022-2025

6.9% 8%

12% 9% / 6% 1% BIS 

Research 2021 302 2031 557

2020 2031 6.3%

2.

(1)

Fortune Business Insights™ (2020) 2020

509 2028 863

Frost & Sullivan 2013

85% 2018 3

(IVC-C01) Terumo Terumo

(2)

(Benign Prostatic Hyperplasia, BPH)

3,000

Grand View Research 2023

2023  2030 

8.9%

12.2

(3)

A 48

50% Decision Resource Group 2016 7

(Peripheral Vascular Devices)

-84-



2014 2024 2.1%

6 8

20

( )

4.8

(4)

2,000

(orthopedic trauma devices)

2020 2027 3% 2027

562

50

(5)

iData Research (2023)

1,500 2023 110

2030 140 2024-2030 

3.2%

(LAP-A01) (LAP-C01)

11.2 10.5

3.

(1)

(Transcatheter Aortic Valve Implantation; TAVI)

 (Endovascular Aneurysm Repair; EVAR)

(Thoracic Endovascular Aortic Repair; TEVAR)

(Percutaneous Balloon Valvuloplasty; PBV)

(Transcatheter Mitral Valve Repair; TMVR) (Percutaneous 

-85-



Ventricular Assist Device; pVAD)

(2)

50

50% 80 90%

(TURP)  (Laser Surgery)

(3)

Decision Resource Group 2016 7

(Peripheral Vascular Devices) 2014 2024

2.1%

(4)

65 2010

7.8% 2050 16.7%

(internal fixation) (orthopedic trauma devices)

(internal fixation) (plates&screws)

(intramedullary nails) (cannulated screws)

(5)

iData Research (2023) 2023

-86-



110 2030 140

2024-2030 3.2%

4.

(KOL)

GMP

5.

(1)

A.

B.

C.

D.

(IVC-C01) Terumo

FDA (PMA Approval)

E.

F.

(2)

-87-



A.

B.

C.

CDMO

CDMO

( )

1.

(1) (IVC-C01) (8F-18F)

(2) (URO-T01)

(3) (CVS-T01)

(4) (ORP-T01)

(5) (LAP-A01)

(6) (LAP-C01)

-88-



2. ( )

(Design Control)

(Feasibility Study)

(CE Study) (IDE)

GMP

( )

( )

1. 10%

111  112

(%) 
(%) 

1 S 1,360 30 M 2,672 21 

 Z 672 15 J 2,335 19 

 V 570 13 Z 1,577 13 

 M 467 10 V 1,487 12 

1,443 32  4,305 35  

4,512 100  12,376 100  
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2.  10%

111  112

(%) (%) 

1 T  209,537 70  I  24,969 13 

2  88,780 30  R  21,743 11  

 149,551 76  

 298,317 100   196,263 100  

( )

/PCS  

( ) 

111  112

1 1,450 84,675 1 1,835 172,963 

1

( )

/PCS/

( ) 

111  112

 - - 1,450  88,780  - - 1,835 185,563 

 111  112
113

3 31

 37 41 40 

 41 37 33 

 57 73 72 

 135 151 145 

 42.8 42.7 42.7 

3.2 2.8 2.8 

 8.1% 4.0% 4.1% 

 19.3% 23.2% 22.1% 

 55.6% 54.3% 53.8% 

 15.6% 17.2% 18.6% 

 1.5% 1.3% 1.4% 
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( ) (

)

( ) ( ) (

)

( )

1.

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

2.

3.

4.

( ) (

)
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( )

1.

111

 1

2.

(1)

(2)

(3) 

(4)
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(5)

(6) 

3.

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

(9)

(10)

4.

112

1

TWCERT/CC VPN

15

113 1 18

( )

113 3 31

-93-



  

104.11.6 - 

� Medeon Biosurgical, Inc.

�
�

42.99% × ( -

) �

- 

Terumo 

Medical 

Corporation 

107.3.2 

109.8.6

110.2.24

110.12.24

- 

XProTM

System (IVC-C01)

Terumo

(1) 2020 12

(1A) 2022 6

(1B)

(2) 2021 6 FDA 

cGMP

(2A-1) FDA 

cGMP FDA

(

)(2A-2) 2021 12

cGMP

FDA

(PMA Approvable 

Letter)

(2B)

(3) 2022 12

FDA

(3A) 2023 12

FDA

(3B)

(4) 2023 12

(4A)

12,500 (4B)

25,000 (4C)

( )

Terumo

FDA

-94-



( )

- ( )  

108  109  110  111  112

1,947,346 2,419,740 2,389,828 1,637,721 2,227,798 

- - 1,846,621 1,876,293 - 

 202,716 192,970 16,003 150,613 146,578 

114,970 473,059 28,515 189,628 175,244 

 240,767 213,518 78,939 180,181 171,066 

 11,103 15,048 4,584 5,587 26,460 

2,516,902 3,314,335 4,364,490 4,040,023 2,747,146 

 170,699 197,594 160,297 198,514 221,755 

 170,699 197,594 233,327 242,337 221,755 

97,477 469,234 15,706 177,963 153,896 

 268,176 666,828 176,003 376,477 375,651 

 268,176 666,828 249,033 420,300 375,651 

 2,004,225 2,045,042 4,130,333 3,597,442 2,319,988 

664,952 665,032 732,341 878,401 922,449 

1,673,945 1,933,081 1,349,260 1,343,813 1,340,712 

 (333,177) (525,912) 2,071,824 1,354,891 31,246 

 (333,177) (525,912) 1,633,062 1,267,245 31,246 

 (1,495) (6,681) (12,489) 30,940 36,184 

- (20,478) (10,603) (10,603) (10,603) 

244,501 602,465 58,154 66,104 51,507 

 2,248,726 2,647,507 4,188,487 3,663,546 2,371,495 

 2,248,726 2,647,507 4,115,457 3,619,723 2,371,495 

-95-



- ( ) 

( )

108  109 ( ) 110  111  112

 453,763 123,056 68,957 298,317 196,263 

186,244 46,302 28,631 186,812 14,377 

(257,294) (341,749) (495,589) (487,837) (839,567) 

 3,223 (367) (18,318) 48,722 (391,121) 

( ) (254,071) (342,116) (513,907) (439,115) (1,230,688) 

( ) 
(254,071) (347,397) (586,364) (496,900) (1,269,973) 

 - 177,811 2,617,810 - - 

( ) (282,720) (169,586) 2,031,446 (496,900) (1,269,973) 

(

) 
(5,764) (6,392) (1,418) 36,909 4,916 

 (288,484) (175,978) 2,030,028 (459,991) (1,265,057) 

( )
(261,985) (192,735) 2,078,192 (433,758) (1,204,615) 

 (20,735) 23,149 (46,746) (63,142) (65,358) 

(266,803) (197,921) 2,072,384 (390,329) (1,199,371) 

(21,681) 21,943 (42,356) (69,662) (65,686) 

( )-
(3.96) (2.65) 28.54 (4.95) (13.09) 

110

5 109
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- ( )  

108  109  110  111  112

 1,518,302 1,195,622 1,956,968 1,192,478 1,675,603 

 551,517 888,344 2,296,876 2,530,605 722,208 

 5,843 4,469 2,447 1,262 934 

 7,729 12,033 11,801 7,076 5,054 

 6,790 5,019 3,180 1,311 240 

 2,157 1,985 1,985 1,990 620 

 2,092,338 2,107,472 4,273,257 3,734,722 2,404,659 

 86,930 57,152 137,770 136,067 81,822 

 86,930 57,152 210,800 179,890 81,822 

 1,183 5,278 5,154 1,213 2,849 

 88,113 62,430 142,924 137,280 84,671 

 88,113 62,430 215,954 181,103 84,671 

664,952 665,032 732,341 878,401 922,449 

 1,673,945 1,933,081 1,349,260 1,343,813 1,340,712 

 (333,177) (525,912) 2,071,824 1,354,891 31,246 

 (333,177) (525,912) 1,633,062 1,267,245 31,246 

 (1,495) (6,681) (12,489) 30,940 36,184 

- (20,478) (10,603) (10,603) (10,603) 

 2,004,225 2,045,042 4,130,333 3,597,442 2,319,988 

 2,004,225 2,045,042 4,057,303 3,553,619 2,319,988 
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- ( )  

( )

108  109  110  111  112

110,766 123,056 65,972 209,537 10,700 

5,258 33,816 23,673 182,706 1,778 

(181,315) (114,370) (118,724) 79,678 (89,554) 

 (80,670) (78,365) 2,263,656 (456,491) (1,075,543) 

 (261,985) (192,735) 2,144,932 (376,813) (1,165,097) 

 (261,985) (192,735) 2,078,192 (433,758) (1,204,615) 

 (261,985) (192,735) 2,078,192 (433,758) (1,204,615) 

(

) 
(4,818) (5,186) (5,808) 43,429 5,244 

 (266,803) (197,921) 2,072,384 (390,329) (1,199,371) 

( )-
(3.96) (2.65) 28.54 (4.95) (13.09) 

( )

108 

109 

110 

111 

112 

-98-



( )

1. -

( 1) 

108  109  110  111  112

10.66 20.12 4.02 9.32 13.67 

1,157.38 1,615.14 26,271.28 2,550.58 1,722.90 

 1,140.81 1,224.60 1,490.88 824.99 1,004.62 

 1,102.81 1,192.60 1,474.23 809.13 988.54 

2 

( ) 7.65 1.04 0.79 14.05 5.30 

48 351 462 26 69 

( ) 11.97 1.94 1.77 22.17 17.47 

( ) 13.86 2.84 2.85 55.98 39.12 

30 188 206 16 21 

( ) 
2.27 0.64 4.31 1.98 1.32 

( ) 0.18 0.04 0.02 0.07 0.06 

( ) (12.56) (5.78) 52.93 (11.72) (37.27) 

( ) (13.97) (6.93) 59.43 (12.66) (42.09) 

( ) 
(38.21) (51.44) (70.17) (49.99) (133.42) 

( ) (62.31) (137.81) 2,945.96 (166.57) (647.08) 

( )-  (3.96) (2.65) 28.54 (4.95) (13.09) 

( ) 3 

( ) 114.36 103.20 98.88 81.50 3 

( ) 3 

 0.69 0.75 0.88 0.87 0.89 

1.00 1.00 1.00 1.00 0.99 

20%

112 112

CDMO 112 20%

-99-



2. —

( 1) 

108  109  110  111  112

4.21 2.96 3.34 3.68 3.52 

34,321.55 45,878.72 169,002.33 285,154.91 248,697.75 

1,746.58 2,092.00 1,420.46 876.39 2,047.86 

 1,717.21 2,086.54 1,419.70 875.01 2,047,01 

2 13,160.09 2 

( ) 6.62 2.58 1.39 25.25 2.44 

55 141 263 14 150 

( ) 

4 ( ) 

( ) 18.96 27.54 26.96 166.04 9.74 

( ) 0.05 0.06 0.02 0.06 0.003 

( ) (13.55) (9.17) 65.14 (10.83) (39.24) 

( ) (14.38) (9.52) 67.31 (11.23) (40.71) 

( ) (39.4) (28.98) 292.89 (42.90) (126.30) 

( ) (236.52) (156.62) 3,150.11 (207.01) (11,258.08) 

( )-  (3.96) (2.65) 28.54 (4.95) (13.09) 

( ) 3 19.05 57.90 3 

( ) 2,688.36 2,653.95 3,178.79 610.14 84.89 

( ) 3 0.63 0.16 3 

0.92 0.89 0.91 0.49 0.90 

1.00 1.00 1.00 1.00 1.00 

20%

112 112

CDMO 112 20%
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1 108~112

1.

(1)

(2) ( )

2.

(1)

(2) ( )

(3)

3.

(1) ( ) (

)

(2) 365

(3)

(4) ( ) (

)

(5) 365

(6)

(7)

4.

(1) ×( )

(2)

(3)

(4) ( )

5.

(1)

(2) ( )

(3) ( ) (

) ( 4) 

6.

(1) ( ) 

(2)  ( )

2

3

4

-101-



-102-



-103-



-104-



-105-



-106-



-107-



-108-



-109-



-110-



-111-



-112-



-113-



-114-



-115-



-116-



-117-



-118-



-119-



-120-



-121-



-122-



-123-



-124-



-125-



-126-



-127-



-128-



-129-



-130-



-131-



-132-



-133-



-134-



-135-



-136-



-137-



-138-



-139-



-140-



-141-



-142-



-143-



-144-



-145-



-146-



-147-



-148-



-149-



-150-



-151-



-152-



-153-



-154-



-155-



-156-



-157-



-158-



-159-



-160-



-161-



-162-



-163-



-164-



-165-



-166-



-167-



-168-



1.

2.

3. ( )

-169-



-170-



-171-



-172-



-173-



-174-



-175-



-176-



-177-



-178-



-179-



-180-



-181-



-182-



-183-



-184-



-185-



-186-



-187-



-188-



-189-



-190-



-191-



-192-



-193-



-194-



-195-



-196-



-197-



-198-



-199-



-200-



-201-



-202-



-203-



-204-



-205-



-206-



-207-



-208-



-209-



-210-



-211-



-212-



-213-



-214-



-215-



-216-



-217-



112 111
  

% 

2,227,798 1,637,721 590,077 36 

- 1,876,293 (1,876,293) (100) 

146,578 150,613 (4,035) (3) 

175,244 189,628 (14,384) (8) 

171,066 180,181 (9,115) 5 

22,129 - 22,129 100 

4,331 5,587 (1,256) (22) 

2,747,146 4,040,023 (1,292,877) (32) 

221,755 198,514 23,241 12 

153,896 177,963 (24,067) (14) 

375,651 376,477 (826) - 

922,449 878,401 44,048 5 

1,340,712 1,343,813 (3,101) - 

(188,425) 1,135,220 (1,323,645) (117) 

36,184 30,940 5,244 17 

(10,603) (10,603) - - 

51,507 66,104 (14,597) (22) 

2,371,495 3,663,546 (1,292,051) (35) 

1. 20%

(1)

112

(2)

CDMO

(3)

112

CDMO

2.
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( )

112 111
% 

196,263 298,317 (102,054) (34) 

181,886 111,505 70,381 63 

14,377 186,812 (172,435) (92) 

853,944 674,649 179,295 27 

( ) (839,567) (487,837) (351,730) (72) 

(391,121) 48,722 (439,843) (903) 

( ) (1,269,973) (496,900) (773,073) (156) 

( ) 4,916 36,909 (31,993) (87) 

( ) (1,265,057) (459,991) (805,066) (175) 

(1,204,615) (433,758) (770,857) (178) 

(65,358) (63,142) (2,216) (4) 

(1,199,371) (390,329) (809,042) (207) 

(65,686) (69,662) 3,976 6 

20%   

1. 111 PMA

2B 650 112 111

2. CDMO

3. 112

( )

107 3 2 Terumo Corporation Terumo Medical Corporation

 (IVC-C01)

112 FDA cGMP (PMA 

Approval) 113 Terumo

(CDMO) 113
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113

( )

112 111

% 

( ) (755,075) (461,340) (293,735) (64) 

( ) 1,595,621 263,436 1,332,185 506 

( ) (90,571) (101,157) 10,586 10 

1. 112 111 112

CDMO 112 111 112

111

2. 112 112

111

3. 112 111

( )

( )

(1) 

( ) 
(2) (3) 

( )

(1)+(2)-(3) 

1,237,964 1,245,076 1,515,591 967,449 

1.

2.

862,097

( )

-220-



( )

 112 12 31

112

( )

Medeon 

International, Inc. 

Somoa (80,529) 

Aquedeon Medical, 

Inc. 

USA (82,905) 

(365,870) 

Prodeon Medical, 

Inc. 

USA 22,956 

(1) 

(338,623) 

(CDMO)

MediBalloon, Inc. USA (102,392) 

(CDMO)

MedeonBio, Inc. USA (37,832) 

(CDMO)

Second Source 

Medical, LLC 

USA (94,962) 

(CDMO)

( )

(CDMO)

( )

1.

2.
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3.

112 2.5%

( )

1.

2.

( )

(URO-T01) IDE

113

(CVS-T01) 112 FDA

113 2 IDE

(CDMO) 113

9 5

( )

( )

( )
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( )

( )

CDMO

 ( )

1.

2.

( )

( )

112 6 19

9 ( 4 )

( )

1.

2.

3.

( )
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( )

1. (112.12.31) 

2.

112 12 31

MedeonBio, Inc. 2012.09.18 
452 Oakmead Parkway, 

Sunnyvale, CA 94085. 
US$5,800

Medeon International, 

Inc. 
2013.07.31 

Portcullis TrustNet Chamber, 

P.O.Box 1225, Apia, Samoa 
US$26,940 

Aquedeon Medical, Inc. 2018.04.02 
850 New Burton Road, Suite 201, 

Dover, Delaware 19904 
US$0.87 

 2016.11.21 116 7  NT$111,890 

Prodeon Medical, Inc. 2021.06.17 
850 New Burton Road, Suite 201, 

Dover, Delaware 19904 
US$0.03

 2020.05.13 3 2 7  NT$100 

 2021.11.4 116 7  NT$420,657 

MediBalloon, Inc. 2017.12.22 
2200 Zanker Rd., Unit F, San 

Jose, CA95131 

Second Source Medical, 

LLC 
2004.11.8 

2200 Zanker Rd., Unit F, San 

Jose, CA95131 

3.

4.

%  IP

 - V V V   V 
Medeon International, Inc. 100.00%     V V 

- Aquedeon Medical, Inc. 97.03%  V    V 
 88.41%      V 

   - Prodeon Medical, Inc. 100.00%  V   
 100.00%    V   
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%  IP

 95.60%   V V   
- MediBalloon, Inc. 100.00%   V V   
- MedeonBio, Inc. 100.00%  V     
- Second Source Medical, 

LLC 
100.00%   V V   

5.

112 12 31

( ) (%) 

Medeon International, Inc. 
( ) 

26,939,999 100 

( ) 

Aquedeon Medical, Inc. 

/CEO 
Medeon International, Inc. 

( ) 

8,400,000 97.03 
Medeon International, Inc. 

Thomas J. Palermo ( ) 

Medeon International, Inc. 
( ) 

( ) 

22,586,000 88.41 
( ) 

( ) 

 0 0 

Prodeon Medical, Inc 

Paul M. Edwards( ) 

3,000 100.00 
( ) 

( ) 

( ) 
10,000 100.00 

( ) 

40,214,174 95.60 
( ) 

( ) 

( ) 

 ANANT VISHWESHWAR HEGDE 1,785,826 4.24 

 0 0 

MediBalloon, Inc. 
( ) 

16,500,000 100.00 

MedeonBio, Inc. 
( ) 

2,900,000 100.00 
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6.

112 12 31

( ) 

Medeon 

International, 

Inc. 

US$26,940 US$2,646 - US$2,646 - - (US$2,583) (US$0.10) 

Aquedeon 

Medical, Inc. 
US$0.87 US$1,631 US$178 US$1,453 - (US$2,659) (US$2,659) (US$0.31) 

NT$111,890 NT$361,037 NT$1,205,432 (NT$844,395) - (NT$388,374) (NT$365,870) (NT$32.70) 

Prodeon 

Medical, Inc. 
US$0.03 US$4,053 US$1,135 US$2,918 - (US$11,062) (US$728) (US$242.56) 

NT$100 NT$74 - NT$74 - (NT$1) (NT$0.635) (NT$0.06) 

NT$420,657 NT$481,316 NT$105,941 NT$375,375 NT$3,365 (NT$102,885) (NT$338,623) (NT$8.05) 

MediBalloon, 

Inc. 
- US$4,063 US$1,490 US$2,573 US$866 (US$3,238) (US$3,284) (US$0.20) 

MedeonBio, 

Inc. 
US$5,800 US$2,917 US$1,807 US$1,110 - (US$1,967) (US$1,205) (US$0.42) 

Second Source 

Medical, LLC 
- US$3,134 US$1,730 US$1,404 US$5,187 (US$2,937) (US$2,941) - 
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 ( )

112 ( 112 1 1 112 12 31 )

 113  2  29 

-227-



( )
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