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/

96/05 10 140,000,000 1,400,000,000 60,050,005 600,500,050 151,765,250
348,234,750 

96.05.21
09601109880

96/10 10 140,000,000 1,400,000,000 64,050,005 640,500,050 40,000,000 
96.10.02
09601241470

97/03 10 140,000,000 1,400,000,000 65,252,005 652,520,050 12,020,000 
97.03.20
09701067790

97/04 10 140,000,000 1,400,000,000 66,200,505 662,005,050 9,485,000 
97.04.16
09701091170

97/07 10 140,000,000 1,400,000,000 71,562,505 715,625,050 45,000,000

8,620,000 

97.07.25
09701184740

98/01 10 140,000,000 1,400,000,000 71,627,505 716,275,050 650,000 
98.01.15
09801009250

98/04 10 140,000,000 1,400,000,000 71,690,005 716,900,050 625,000 
98.04.16
09801075460

98/09 10 140,000,000 1,400,000,000 71,752,005 717,520,050 620,000 
98.09.04
09801185010

98/11 10 140,000,000 1,400,000,000 79,752,005 797,520,050 80,000,000 
98.11.05
09801257000

99/01 10 140,000,000 1,400,000,000 80,313,005 803,130,050 5,610,000 
99.01.14
09901007880

99/04 10 140,000,000 1,400,000,000 80,315,005 803,150,050 20,000 
99.04.02
09901066560

99/09 10 140,000,000 1,400,000,000 81,090,380 810,903,800 7,753,750 
99.09.13
0993501597

99/11 10 140,000,000 1,400,000,000 96,090,380 960,903,800 150,000,000 
99.11.09
09901248260

100/01 10 140,000,000 1,400,000,000 96,500,880 965,008,800 4,105,000 
100.01.17

10001003990

100/06 10 140,000,000 1,400,000,000 96,540,755 965,407,550 398,750 
100.06.20

10001125250

100/11 10 140,000,000 1,400,000,000 96,800,505 968,005,050 259,750 
100.11.21

1003502302

100/12 10 140,000,000 1,400,000,000 109,833,505 1,098,335,505 13,033,000 
100.12.06

10001275830

101/03 10 140,000,000 1,400,000,000 110,674,255 1,106,742,550 840,750 
101.03.15

10101045810

101/06 10 140,000,000 1,400,000,000 128,674,255 1,286,742,550 180,000,000 
101.6.15
10101109390

102/10 10 140,000,000 1,400,000,000 136,674,255 1,366,742,550 80,000,000 
102.10.18

10201214530

- 52 -



103/02 10 140,000,000 1,400,000,000 138,674,255 1,386,742,550 
20,000,000 

103.02.07
10301016460

103/10 10 140,000,000 1,400,000,000 138,685,505 1,386,855,050 112,500 
103.10.20

10301203560

106 4 16 /

( ) 0 0 57 22,839 60 22,956

( ) 0 0 30,803,189  102,133,673 5,748,643 138,685,505

0 0 22.21% 73.64% 4.15% 100.00%

              

            106 4 16

1        999 5,756 345,258 0.25%

1,000     5,000 14,304 27,538,494 19.86%

5,001    10,000 1,555 12,029,457 8.67%

10,001    15,000 450 5,763,824 4.16%

15,001    20,000 287 5,245,400 3.78%

20,001    30,000 231 5,850,634 4.22%

30,001    40,000 112 3,967,104 2.86%

40,001    50,000 68 3,138,692 2.26%

50,001   100,000 96 6,880,365 4.96%

100,001   200,000 46 6,376,547 4.60%

200,001   400,000 25 6,669,139 4.81%

138,685,505 1,314,495 140,000,000
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400,001   600,000 9 4,665,327 3.36%

600,001   800,000 2 1,403,778 1.01%

800,001 1,000,000 2 1,715,390 1.24%

1,000,001 13 47,096,096 33.96%

22,956 138,685,505 100.00%

106 4 16

( )
13,360,356 9.63%

8,727,619 6.37%
( )

4,371,763 3.15%

( )
4,296,788 3.10%

3,460,812 2.50%
( )

2,427,760 1.75%

( )
2,095,024 1.51%

1,802,064 1.30%
1,407,200 1.01%

1,373,032 0.99%

                                                              

104 105 106
3 31

        172.00 93.40 79.00 
        73.30 50.60 60.00 
        ( 1) 113.05 76.35 70.90 

   17.98 15.85 15.10 
   17.98 15.85 15.10 

( ) 138,686 138,686 138,686 
(3.90) (4.10) (0.81) 
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3 31

0 0 0
0 0 0
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( 2)
( 3) 0 0 0

( 4) 0 0 0
 1
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103 2  
 

 103/05/30 103/05/30 

 103/06/09 103/07/17 

 1,200,000 300,000 
 
 0.87 0.22 
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50%  
75%  
100% 

 0  0  
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 1,200,000  300,000  

 418  414.5  
 

%  0.87 0.22 
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530 0.38 0 0 0 0 530 418/
414.5 0 0.38 

( 1)

630 0.45 0 0 0 0 630 418/
414.5 0 0.45 

( 1)

( 1)

( 1)

( 1)

( 1)

( 1)

( 1)

1:
1
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       ( )101 :

  1.

             (1) 101.03.20 1010006545

(2)

  A. 101 05 31

  B. 103 6 9

(3) 104 6 22

(4)

150,000 150,000 -
20%PG545 660,000 139,646 (520,354) 

PI-88 - 620,000 620,000
810,000 909,646 94,646

103 5 PG545

PG545 PI-88

PG545 PG545

103 6 9 520,354

PI-88 PI-88 620,000

99,646 104 6

22

(5)

A. 810,000

B. 18,000 45 810,000

C.
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101 102 103

101
150,000 150,000 

PG545 105
660,000 25,000 175,000 17,500 17,500 17,500 47,500 25,000 25,000 

810,000 175,000 175,000 17,500 17,500 17,500 47,500 25,000 25,000 

103 104 105

101

PG545 105
25,000 55,000 25,000 25,000 25,000 25,000 25,000 25,000 25,000 55,000 

25,000 55,000 25,000 25,000 25,000 25,000 25,000 25,000 25,000 55,000 

D.

(A)

150,000 101

429

5,418

(B)

660,000 101

PG545 PG545 PI-88

PG545

660,000

101 ~105

101~105 106 107 108 109

PG545 600,000 400,000 400,000 400,000 1,800,000

- - 600,000 400,000 400,000 400,000 1,800,000
/
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E.
            (A)  

 103

150,000 101

150,000 

(%) 
100.00% 

100.00% 

PG545

139,646 103
139,646 103 5

PG545
PI-88

PG545
PG545

103 6 9
520,354

PI-88
PI-88

620,000 99,646

104 6 22
PG545
103

139,646 

(%) 

100.00% 

100.00% 

289,646 PG545 103
PI-88

289,646 

(%) 
100.00% 

100.00% 

 (B)

a.

(a)

101 9 F14W01

F14W04 99 100 101 8

440 450 471

(b)

F14W01 F14W04

b.
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101 PG545 103

139,646 PG545

PG545

PI-88

(6)
A. 909,646
B.

(A) 18,000 10 45

810,000

(B) 99,646

C.

101 102
103 104

101
150,000 150,000 - - - - - - -

PG545 103
139,646 24,185 112,275 3,186 - - - - -

PI-88 106
620,000 - - - 30,000 100,000 85,000 85,000 50,000 

909,646 174,185 112,275 3,186 30,000 100,000 85,000 85,000 50,000 

104 105 106

101
- - - - - - -

PG545 103
- - - - - - -

PI-88 106
50,000 20,000 50,000 20,000 50,000 20,000 60,000 

50,000 20,000 50,000 20,000 50,000 20,000 60,000 

1: 101
2:PG545 103 139,646 520,354

PI-88
3: PI-88 620,000
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D.

(A)

101 9 F14W01

F14W04 99 100 101 8

440 450 471

F14W01 F14W04

(B)

103 6 PG-545

520,354 PI-88 106

PI-88 106 549,500

107 1,120,000

E.

106

150,000 101

150,000

(%) 
100.00%

100.00%

PG545

139,646
103

139,646 103 5
PG545

PI-88
PG545

PG545
103 6 9
520,354 PI-88

PI-88
620,000 99,646

104 6 22

PG545
103

139,646

(%) 

100.00%

100.00%
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106

PI-88 

620,000 PI-88
86.53%

13.47% 104 1

:
(1)
(2) 2

PI-88

PI-88
620,000 99,646

(620,000-520,354) PI-88
106.2.28

PI-88

536,458 520,354
101 810,000

536,458

(%) 

100.00%

86.53%

909,646
826,104

(%) 

100.00%

90.82%

2.

(1)
A.

101 9 F14W01
F14W04 99 100 101 8

440 450 471

B.
F14W01 F14W04

(2)PG545
PG545 101 ~105

106 109 1,800,000
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PG545 PG545
PI-88

PI-88 PG545
PG545 PI-88

  
PG545

PI-88 101
PG545

 

(3)PI-88  
PI-88

106 106 549,500 107
1,120,000 PI-88 103 7

104 1

104 1 26 PI-88 PI-88
106 2 28

PI-88
PI-88

(4)OBP-301  

OBP-301 /
97 Oncolys OBP-301

OBP-301
102 Oncolys 103

OBP-301 101
105 11 Oncolys OBP-301

( 600276)
Oncolys 1/3  

3.  
(1) : 

106 1 PI-88

 
 (2) : 

OBP-301
Oncolys
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( )102

       1.

(1) 1020730 1020027150

(2) 1,280,000

(3) 8,000 10 150 1,200,000

(4)

102 103 104

( 1)
103

400,000 350,000 25,000 25,000 - - - -

104
880,000 

220,000 
( 2) 220,000 220,000 220,000 

1,280,000 350,000 245,000 245,000 220,000 220,000 

A.

(A)

400,000

102

102 103

104~106

500,000

(B)

880,000 51%

( )

106 110 196,726 265,458

286,210 345,577 348,725
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2.

(1)

 106

400,000 104

40,505

20% 104
4 30 40,505

104

400,000 

(%) 

100.00% 

100.00% 

880,000 :

102
1,280,000
1,200,000 880,000

800,000
105 4 800,000

105 11 14

800,000 

(%) 

100.00% 

90.90% 

1,280,000 106 1,280,000
100.00%

1,200,000
93.75%

1,200,000
100%

1,200,000 

(%) 
100.00% 

93.75% 

(2)

A.
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104 4 105 4 106 4

1.RSV 500,000 

2.IL-17
1

500,000 
2

500,000 
500,000 500,000 500,000 

(A)

RSV H1N1
H5N1&H7N9

(B)

1000 8,400
8,400

(C)

H1N1 RSV H5N1&H7N9

B.
( ) 106 110

%

104
( )

105
( )

106
( )

107
( )

108
( )

109
( )

110
( )

- 75,000 675,000 875,000 1,075,000 1,275,000 1,275,000 
- 125,995 210,171 247,363 272,034 320,769 313,037 
- (50,995) 464,829 627,637 802,966 954,231 961,963 

297,355 160,615 79,091 107,132 124,175 137,843 138,138 
(297,355) (211,610) 385,738 520,505 678,791 816,388 823,825 
(297,355) (211,610) 385,738 520,505 678,791 816,388 823,825 
(297,355) (211,610) 385,738 520,505 561,195 677,602 683,775

51% 51% 51% 51% 51% 51% 51% 
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104
( )

105
( )

106
( )

107
( )

108
( )

109
( )

110
( )

(151,651) (107,921) 196,726 265,458 286,210 345,577 348,725
(347,657) (455,578) (258,852) 6,606 292,816 638,393 987,118 

102 105 106

104

(A) 3

(B)

C.
106

110

3.

(1)
106

(2)
A.

103 8 106
8,500 254,288

46,511,640 25~35

B.

104 8 106
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( )103 1

1.

102 11 8
2,000 ( ) 18,000

2. 102 12 13 1020050290

3. 103 1 10

4.

(1) PIC/S PI-88
PI-88

103~104
PI-88 PI-88

PI-88

GMP 40 PI-88

(2) PI-88
PI-88

PI-88

(3)
102 4

PI-88 2

5.

102 12 13 103 1 10
103 2 7

6.

(1)PI-88
106 2 24 PI-88 106

2 27 PI-88
PI-88

(sub-group)
PI-88
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(2)
PI-88

PI-88
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1.

(1)

A. ( )
B.
C.
D.
E.
F.
G.
H.
I.
J.

K.

(2) ( )

104 105

:

65,567 18.06 76,018 19.01

258,195 71.13 281,303 70.34

39,242 10.81 42,571 10.65

363,004 100.00 399,892 100.00

(3) ( )

:

A. HLA
B. ( )
C. ( )

(4) ( )

:

A. PI-88 OBP-301
B.
C.
D.
E.
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F.
G.

2.

(1)

 2016  6 
 102  240 

 30 

(2)

- 73 -



Phase I Phase II
Phase III

2015 GMP
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360 200

:

20

FDA 2015 8

(3)

A.

1982  FDA 
200

  EvaluatePharm 2015 2015
183 24%

2020 2,780
27%
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:

B.
 FirstWord Pharma  2015 100

20

  2014
 

2015
 

   

Hu mira (Abb Vie) 
 125.43 140.12 11 .71  

Enbrel (A mg en/Pf i zer) 
 85.38 86.97 1.86  

Re mi cade ( J ohnson & 
Johnson/Mer ck)  92.40 83.55 -9.58  

Ri tuxan  
(Roche/Bio g en)   86.78 73.27 -15.57  

Lan tus (San ofi)  72.79 70.88 -2.62  
Avastin ( Roche)  69.57 69.51 -0.09  
Hercep tin (Roche)  67.93 67.99 0.09  
Prevnar 13 ( Pfizer)  44.64 62.45 39.9  

Neulasta(A mgen)   45.96 47.15 2.59  
Eyle a(Regen eron/  
Ba yer /S an t e n )  

(RVO) 
 27.45 40.89 48.96  

Lu cen ti s(No v art is /  
Roche)  

 
 43.10 36.43 -15.48  

NovoRapid ( Novo 
Nordisk)   31.04 30.78 -0.84  

Hu ma log(Eli Lilly)   27.85 28.42 2.05  
Levemi r(Novo Nordisk)    25.29 27.19 7.51  

Victoza(Novo  Nordisk)   23.88 26.78 12.14  
Avonex(Biog en)    30.13 26.30 -12.71  
Soliris(Alexion)   22.34 25.90 15.94  
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Stelara( Johnson & 
Johnson)    20.72 24.74 19.4  

Simponi( Johnson & 
Johnson/Mer ck)   18.77 20.18 7.51  

Reb if(Merck KGaA)   24.38 19.96 -18.13  
:

5 Lantus®
NovoRapid® Humalog® Levemir® Victoza®

Humira®  Enbrel® Remicade® Simponi® 4
( )

20 997
50% 591

406 2015 FDA 45 12
9 7 First-in-Class

T (cytotoxic T-lymphocyteprotein4, CTLA-4)
(programmed cell-death protein 1,PD-1)

2015  FDA Opdivo® Keytruda®
Darzalex® Empliciti®

AbbVie Bristol Myers Squibb Johnson& Johnson
Pfizer United Therapeutics AstraZeneca Roche Merck

GlobalData
2019 140 2024 340

FDA Juno JCAR015

Kite Juno Novartis Pfizer

C.

D.

E.
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(4)
2-14

2015 772 2014 832 7%
320 18,500

2015 PIC/S GMP  PIC/S GMP
2016 3 4

123 PIC/S GMP 113
5 3

2 PIC/ S GMP 
 81 65%

2015
20,736 93.03% 2015 1,622

2014 0.98%

30%

(Development 
Centerfor Biotechnology,DCB) IND NDA

70 20 30

(Nephoxil ® ) (Onivyde ® ) 5-FU/LV

2015
R- Pharm 

Ke ryx Torii
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Nephoxi l 
Merrimack Ba xter

CFDA

SB05 (TGA )
SB04  / 

AJU  Ph ama 
SB01

FDA
ORADUR–Methylphenidate

SYN00 6
JKB-121 FDA

FDA
JKB-121 FDA Ora l PAS
Gem citabine FDA

C MB-110 FDA

SND-11 B
SND-12 FDA /

FDA TLC399
TLC599 /

DBPR108 CFDA

3.

(1)

A.
(A) B
(B)
(C)
(D)
(E)
(F)NK

B.
(A)
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(B)
(C)
(D)
(E) FDA
(F)

C.
(A)PCR
(B)PCR
(C) PCR
(D)PCR
(E)
(F)
(G)
(H)

 (2)

A.
(A) PI-88 

PI-88 106 2 27
PI-88 (acceptable 

safety profile) PI-88 (
) (P

0.04148) PI-88 PI-88
(sub-group) (microvascular invasion)

( 41%) PI-88
PI-88

(B)OBP-301
97 3 Oncolys BioPharma

OBP-301 1 2 OBP-301 

(Amgen)
T-VEC ( Imlygic) T-VEC 104 10

FDA 104 12
OBP-301

105 11
(C)

( )

Anti-GPC3 GPC3
Anti-GPC3 GPC3

Anti-GPC3
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Anti-GPC3 ( ) Anti-GPC3 GPC3
GPC3 Anti-GPC3

(D)NK 
Natural Killer Cell NK

NK
Hematopoietic stem cells,  HSC
Myeloid precursor cells Common lymphoid precursor

NK T B NK

NK
NK Perforin

Granzyme
Apoptosis NK

NK
14 NK NK

NK92

B.
(A)HLA :

 (Human Leukocyte Antigen)
8000

HLA
HLA
HLA 1973 HLA-B27 

(ankylosing spondylitis, AS) AS
HLA-B27 HLA-B27 AS

HLA
HLA-B*1502 Stevens-Johnson Syndrom(SJS) SJS Albert

M. Stevens Frank C. Johnson
Carbamazepine CBZ

10
SJS 30 toxic epidermal 

necrolysis TEN HLA-B*5701 HIV
abacavir HLA-B*5801 allopurinol

HLA

(B) :
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AIDS

NAT

DNA RNA PCR
Real-time PCR DNA RNA

NAT DNA RNA
ELISA

2-4
ELISA 2-4

(C)

: (Human Immunodeficiency Virus; HIV) B
(Hepatitis B Virus; HBV) C (Hepatitis C Virus) HIV

( Acquired  Immune Deficiency  Syndrome; 
AIDS) HBV HCV B C

Enzyme-Linked 
Immunoassay EIA

EIA
NAT EIA

NAT
Perkin Elmer

2016 11

(D)
NAT

/ /
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(Pharmacogenetics)
(Companion Diagnostics)

(FDA) 2012

C.

 (3)

17 15 17
76 71 74
18 20 21

111 106 112 
2.10 2.47 2.68

 (4)

104 105 106
556,730 470,688 120,712
363,004 399,892 104,314

153.37% 117.70% 115.72%

(5)

94

95
PI-88 Phase II 172

96

HLA
FDA

ISO13485
CE Mark 

97
PI-88 Phase II (Journal 

of hepatology, 2009 (50):958-968) 
Phase II
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OBP-301 Pre-clinical study cell lines HBx Transgenic 
Mouse HCC Model

HLA ABCDRDQ ISO13485

HLA ABCDRDQ CE Mark 

98

PI-88 

HLA ASHI
HLA ABCDRDQ FDA

H1N1 9 3,240
H1N1

99

OBP-301 7 FDA Phase I/II

HLA ABCDRDQ

100 PI-88 4 TFDA
JIRB

101 8 B

102 PI-88 500

103 PI-88 216

104 PI-88 
104 1 500

105 OBP-301 105 11

106 PI-88 
106 2

4.

(1)

A.PI-88

B.BP-301

C.

D.

(2)
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A. FDA

B

C HLA HIV HPV

D.

E.

F.

1.

 (1)

(2)
HLA

Roche Abbott Slemen
( )

105 399,892
1,508 0.27% 105 42,571

(3)

IMS Health 2014
1.05 2013 8.4%

104 105

37,141 10.23%  62,511 15.63%
325,863 89.77%  337,381 84.37%
363,004 100.00%  399,892 100.00%
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%

2014
4,062 38.4% 2013 11.8% 2014

2014

2014 10.3%

2013 4.1% 2014
1.4%

/ / 9.1% 11.7%

%

 2014  2014  2014~2019
 

 406.2 11.8 2.7~5.7 

 243.0 4.1 1.3~4.3 

/ /  201.5 9.1 6.9~9.9 

 88.0 1.4 -0.8 ~2.2 

 75.5 11.7 4.8~7.8 

 1057.1 8.4 4.8 
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2015 ( Oncologics) 2015
789.39 2014 14%

Opdivo Keytruda

Farxiga Tanzeum Jardiance 2015
(Antidiabetics) 714.71 2014 19%

(Autoimm une Diseas es)
Humira Enbrel Remicade 2015 (Autoimmune Diseases)

419.28 2014 19.7% C Harvoni
84% 2015 320.27

2015
  %

 2014
 

2015  

Oncologics( ) 754.11 789.39 14.0 

Antidiabetics( ) 637.66 714.71 19.0 

Pain( ) 601.75 561.91 2.5 

Autoimmune Diseases( ) 374.00 419.28 19.7 

Antihy pertensives( ),Pain&Combo 476.12 413.93 -3.3 

Respiratory Agents( ) 395.44 400.37 8.0 

Antibacterials( ) 409.34 383.61 1.0 

Mental Health ( ) 391.81 348.70 -4.3 

Viral Hepatitis( ) 181.60 320.27 84.0 

Dermatologics( ) 285.04  294.84 13.7 

Gilead Sciences 2014 FDA EMA C
Harvoni® 9.5 Sovaldi® 

FDA Harvoni® 4 5 6 C HIV
2015 Harvoni 138.64

Humira® 2 Harvoni ® Amgen
Pfizer Enbrel®

Remicade Rituxan® 2014
2015 Pfizer Prevnar13®

2014 44.64 2015 62.45 40%
(Centers for Disease Control and 

Prevention,CDC) 65 2015 Prevnar13® 
87% 10 Gilead Sciences Harvoni 
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® Celgene Revlimid® 8

2015
  %

  2014  
 

2015
 

2014~2015
 
 

Humira (AbbVie) 
 

125.43 140.12 11.71 

Harvoni(Gilead Sciences) C  21.27 138.64 551.81 

Enbrel(Amgen /Pfizer)  85.38 86.97 1.86 

Remicade(Johnson & John
son/Merck)  92.40 83.55 -9.58

Rituxan(Roche/Bio gen)  86.78 73.27 -15.57

Lantus(Sanofi)  72.79 70.88 -2.62 

Avastin(Roche)  69.57 69.51 -0.09 

Herceptin (Roche)  67.93 67.99 0.09 

Prevnar13(Pfizer)  44.64 62.45 39.9 

Revlimid (Celgene)  49.80 58.01 16.49 

FDA
80% 180

IMS Health
2016~2020 1,370 2010~2015

1,090 GSK Seretide Epzicom AstraZeneca Crestor
Daiichi Sankyo Benicar 2016 Allergan
Crestor FDA

 (Generics Pharmaceutical Association, GPhA)
2014 2,540
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2005~2014 1.68
EvaluatePharma 2014

742 2013 694 7%
2015 FDA 84 Teva

10 Sandoz Actavis 6  Mylan
5 Perrigo Par Alvogen Lupin Roxane

3 Teva
2015 95.46 2014 3%
47.93 8% FDA Nexium® 

Alembic Hetero Torrent
FDA Abilify® Zetia® 

Mylan 2015
82.05 2014 26% 4

EPD 14.7
Teva 405

Allergan Hikma 26.5
Boehringer Roxane Labs

Pf izer Hospira Endo
80.5 Par

IMS Health 2015
2014 1.1

2013 11.8% 50
7 WHO 50 ANDA 2014

29.4 8.4% 24%
20% 21.6% 16.5% 2014 466

220
5

2017
4,053
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:

17.6%

e-Health 4
GDP 5.8%

(4)

A.
97 Oncolys -

OBP-301 105 11
OBP-301

B.
HLA HLA

96
HLA HLA

C.
TBG

Progen

 (5)
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A.

(A)

CRO

(B)

Lead 

Compound

Phase I FDA

(C)

 CRO

Phase Ib Omnicare

(Phase II)

GZP

Omnicare FDA

CRO

CRO CRO

CRO CRO CRO

(CRO Management)

(D) ( / )

(E)

92

21

/

/ /
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B.

(A)

PhRMA

10-15 8-10

5,000-10,000 1

5%

FDA

(B)

Progen PI-88

a.

b. NK

(C)

HLA

HLA HLA

HLA
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PCR

PCR HIV 

HPV  

2.  

   ( )  

 

 

 

PI-88( )  

Phase Ib Phase II 

Phase II Follow-up Study 

2002 Phase Ib  

2007  Phase II  

2009 6 Follow-up  

 

Phase III  

2010  PI-88  

2011   

2017   

OBP-301(

) 

 2008  

2010 Phase I/II USFDA  

2015 Phase I/II  

2017 Phase II  

2017 Phase I/II  

H7N9 (

) 

  

2017  

EV71 (

) 

  

 

 

 

HLA  

  

HLA  HLA  

 

   

 UMO Dr.PGA

 

  

    
 

 
 

/  
 

/  
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(1)
( )

(2)

(3)

(4)

(5)

(6)

3.
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4.
(1

)
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
 

10
4

 
10

5
 

10
6

%
%

%
1

17
3,

59
4 

10
0.

00
 

15
7,

55
0 

10
0.

00
 

31
,9

03
 

10
0.

00
 

17
3,

59
4 

10
0.

00
 

15
7,

55
0 

10
0.

00
 

31
,9

03
 

10
0.

00
 

10
2

G
M

P
67

.9
2%

10
3/

01

20
0

10
6

(2
)

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
  

  
 

10
4

10
5

10
6

%
%

%
1

36
3,

00
4 

10
0.

00
 

39
9,

89
2 

10
0.

00
 

10
4,

31
4 

10
0.

00
 

36
3,

00
4 

10
0.

00
 

39
9,

89
2 

10
0.

00
 

10
4,

31
4 

10
0.

00
 

10
2

G
M

P
67

.9
2%

(
10

5

65
.4

5%
)

10
3/

01

10
6

10
%
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5.
 

   :  
        

          
            
  
         

104  105  

      

 241,391 116,256 209,078  245,071  133,963  205,077 
         1  
                 

6.
        /

104 105

- 34,187 - 31,380 -  34,354 -  41,664 
- 258,000 - 195 -  268,159 -  13,144 
- 33,676 - 5,566 -  34,868 -  7,703 
- 325,863 - 37,141 -  337,381 -  62,511 

              
104 105

106/4/30 
38 41 42

111 106 112
143 150 159

62 62 63
354 359 376

35.73 36.68 36.97

2.82 3.44 3.62 

(%)

6.50% 6. 96% 7.18%
30.79% 30.92% 30.59%
50.00% 49.86% 51.33%
12.15% 11.70% 10.37%

0.56% 0.56% 0.53%
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( )

( : - )

PIC/s GMP

1. -

2. - 3
900

3. - 103 11 18
00174-08

( )

( )

( ) ( )

( ) (

)
104 7 3

9 6 105
9 PH 6 29.7 105
11 (BOD COD) 16.5

106 3 30 PH BOD COD

- :
1.

2.

3. 500

4. PAC COD
5. PAC pH (pH 6~9)
6.pH pH (6-9)
7.

 ( )
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( )

      1.

      (1)

  A.

  B.

      (2) /

      (3) /

A.

B.

2.

    (1)

    (2)

105

60 347,845

/

/

16 44

137,457 210,388
( ) CRA 16hr
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/
(7hr) 

(Mergermarket)

6hr
6hr

*6hr
 (4.5hr) 

12hr
105

( ) 27hr
( ) 102hr
(TRPMA) 4hr 

36hr
( )2016Drug Develo 

3hr
TRPMA

2.5hr
TRPMA

2hr
( )
8hr
TRPMA2016

4hr

*8hr

(16hr) 
( ) Check, Out!

2015
(ISO9001)3hr 
METiT2016

*12hr
NGSC *16hr

3.

94 7 1

6%

4.

5.
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6.

1.

2.

3.

1.

2.
3.

1.

2.

1.

2.

3.

4.

1. ( )

2.

( )

104

10 3

105 2

106 3

560 4 12
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( ) :

104 ( ) 9

104
(

)
3

105
(

)
3

105
( )

3

105 3

105 3

98/05/01~123/04/30 
PCR

99/08/02~114/08/02 

99/04/08~ OBP301 in 
HCC

PharmaSynth Pty 
Ltd.              
PROGEN 
PHARMACEUTIC
ALS Ltd.          

100/01/21~107/12/31 
PI-88 

PROGEN 
PHARMACEUTIC
ALS Ltd 

99/07/01~114/06/30 Progen PI-88

Oncolys Biopharm 
Inc.

97/03/06~ Oncolys

99/09/20~ PI-88

101/07/30
(

)

- 101 -



101/08/02

Perkin Elmer Inc. 101/11/09~ Power Ability

101/11/28~ 

(
)

102/06/28~ 71

71
102/11/25~ 

( ) 67.92% 
103/04/18~

103/04/25~118/04/24 H7N9

H7N9
103/05/19~104/12/31 

H7N9
P&C OPH-Tech 
(HK)Company Ltd. 

104/07/14~ P&C OPH-Tech
Hoff Cayman

PROGEN 
PHARMACEUTIC
ALS Ltd.

104/10/16~ Progen
Progen

TBG

UCAB

MABXIENCE

SPIMACO
LIBBS

( 1) 

105/03/10 UCAB
MABXIENCE
SPIMACO LIBBS

(RSV)
Synagis

(palivizumab)

(
)

105/11/06~106/11/05 
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( )
( )

( )
105/11/30 OBP-301 

 (Telomelysin)

106/03/24 OBP-301

1:Utrecht Center of Excellence for Affordable Biotherapeutics for Public Health ( UCAB

) MABXIENCE, S.A. Saudi Pharmaceutical Industries & Medical Appliances Corporation 

(“SPIMACO”) Addwaeih( SPIMACO ) LIBBS FARMACÊUTICA LTDA( LIBBS

)
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( )

106  03 31
101 102 103 104 105

1,605,788 2,183,440 1,955,803 1,506,651 1,353,910 1,191,599 

178,243 570,278 1,487,309 1,913,126 2,375,048 2,392,226 

186,848 172,247 370,091 337,471 338,684 325,869 

250,305 368,360 650,223 737,187 754,669 726,501 

2,221,184 3,294,325 4,463,426 4,494,435 4,822,311 4,636,195 

141,469 210,908 558,352 333,171 547,464 537,117 

( 2) 141,469 210,908 558,352 333,171 547,464 537,117 

73,087 15,928 246,052 697,078 737,129 718,095 

214,556 226,836 804,404 1,030,249 1,284,593 1,255,212 

( 2) 214,556 226,836 804,404 1,030,249 1,284,593 1,255,212 

1,943,908 2,834,033 2,886,637 2,494,168 2,201,406 2,093,466 

1,286,743 1,366,743 1,386,856 1,386,856 1,386,856 1,386,856 

0 113 0 0 0 0

667,170 1,837,008 2,346,588 1,658,394 1,928,615 1,939,593 

245,741 (118,045) (833,887) (541,504) (1,109,553) (1,221,645) 

( 2) (13,671) (118,045) (833,887) (541,504) (1,109,553) (1,221,645) 

(255,746) (251,786) (12,920) (9,578) (4,512) (11,338) 

0 0 0 0 0 0

62,720 233,456 772,385 970,018 1,336,312 1,287,517 

2,006,628 3,067,489 3,659,022 3,464,186 3,537,718 3,380,983 

( 2) 2,006,628 3,067,489 3,659,022 3,464,186 3,537,718 3,380,983 
1 ( )                      
2

- 104 -



( )

101 102 103 104 105

1,100,284 1,488,262 915,579 498,929 457,833 

171,073 529,566 556,308 516,413 486,935 

112,097 101,142 93,196 81,590 59,553 

684,084 885,214 1,675,333 1,740,796 1,677,692 

2,067,538 3,004,184 3,240,416 2,837,728 2,682,013 

50,543 154,223 288,557 91,590 229,271 

( 2) 50,543 154,223 288,557 91,590 229,271 

73,087 15,928 65,222 251,970 251,336 

123,630 170,151 353,779 343,560 480,607 

( 2) 123,630 170,151 353,779 343,560 480,607 

1,943,908 2,843,033 2,886,637 2,494,168 2,201,406 

1,286,743 1,366,743 1,386,856 1,386,856 1,386,856 

0 113 0 0 0

667,170 1,837,008 2,346,588 1,658,394 1,928,615 

245,741 (118,045) (833,887) (541,504) (1,109,553) 

( 2) (13,671) (118,045) (833,887) (541,504) (1,109,553) 

(255,746) (251,786) (12,920) (9,578) (4,512) 

0 0 0 0 0

0 0 0 0 0

1,943,908 2,834,033 2,886,637 2,494,168 2,201,406 

( 2) 1,943,908 2,834,033 2,886,637 2,494,168 2,201,406 
1                      
2
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106  03 31

1101 102 103 104 105

111,146 72,980 371,831 363,004 399,892 104,314 

93,798 40,197 101,349 91,240 106,586 74,232 

(387,949) (590,910) (737,727) (751,885) (750,334) (179,861) 

653,264 50,398 (199,977) 2,190 (183,172) 21,427 

265,315 (540,512) (937,704) (749,695) (933,506) (158,434) 

( )
228,471 (402,024) (767,700) (658,744) (892,640) (157,228) 

0 0 0 0 0 0

228,471 (402,024) (767,700) (658,744) (892,640) (157,228) 

(35,008) 4,565 238,853 2,766 5,324 (6826) 

193,463 (397,459) (528,847) (655,978) (887,316) (164,054) 

252,523 (364,391) (701,964) (540,928) (568,307) (112,092) 

(24,052) (37,633) (65,736) (117,816) (324,333) (45,136) 

217,515 (359,826) (462,921) (538,162) (562,983) (118,918) 

(24,052) (37,633) (65,926) (117,816) (324,333) (45,136) 

2.09 (2.79) (5.06) (3.90) (4.10) (0.81) 

1 ( )
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 - ( )

           

    101 102 103 104 105

133,546 72,980 68,912 55,441 43,622 
52,544 43,236 49,757 11,967 6,643 

(331,892) (506,116) (573,3550 (441,024) (295,798) 
572,571 3,237 (294,323) (187,979) (307,513) 
240,679 (502,879) (867,678) (629,003) (603,311) 

252,523 (364,391) (701,964) (540,928) (568,307) 

0 0 0 0 0
252,523 (364,391) (701,964) (540,928) (568,307) 

(35,008) 4,565 239,043 2,766 5,324 

217,515 (359,826) (462,921) (538,162) (562,983) 

217,515 (359,826) (462,921) (538,162) (562,983) 

0 0 0 0 0

0 (359,826) (462,921) (538,162) (562,983) 

0 0 0 0 0

2.09 (2.79) (5.06) (3.90) (4.10) 

1

( )

105

104

103

102

101
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( )  

  ( ) 

 

       

            

          

         

 101  102  103  104  105  

 1,606,376  

 93,172  

 179,789  

 186,283  

 174,862  

 2,240,482  

 
 141,448  

 141,448  

 41,000  

 3,969  

 
 186,417  

 186,417  

   1,286,743  

 671,302  

 
 266,103  

 266,103  

 (212,981)  

 (17,786)  

 
(2,036)  

 

     

 1,991,345  

 1,991,345  
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  ( ) 
 

       

            

          

         

101  102  103  104  105  

 1,100,872 

 629,130 

 172,638 

 112,209 

 117,089 

 2,131,938 

 
 50,543 

 50,543 

 41,000 

 49,050 

 
 140,593 

 140,593 

   1,286,743 

 671,302 

 
 266,103 

 266,103 

 (212,981)  

 (17,786)  

 
(2,036)  

 

     

 1,991,345  

 1,991,345  
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  ( ) 

 

1  
 

  ( ) 
 

           
 
      

        1  

101  102  103  104  105  

 133,546   
 84,269   
 (332,253)   
 600,987   
 8,704   
 260,030   
 268,737   
 0   
 0   
 0   
 268,737   
 2.22   

 1  
 2

 
                            1  
 

       101  102  103  104  105  
 111,146   
 93,798   
 (388,544)   
 684,201   
 (11,005)   
 284,652   
 244,673   
 0   
 0   
 0   
 244,673   
 2.02   
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( )
-

             

106 03 31
1101 102 103 104 105

9.66 6.89 18.02 22.92 26.64 27.07 

1166.79 540.69 262.56 217.51 179.99 117.53 

1135.08 1035.26 350.28 452.22 247.31 221.85 

1075.60 1007.59 322.59 406.14 222.08 197.35 

69.05 (225.44) (139.08) (78.33) (85.00) (35.62) 

2.00 1.96 8.77 4.54 5.33 6.19 

183 187 41.62 80.40 68.49 58.97 

0.18 1.35 4.46 2.23 2.16 2.27 

0.36 2.91 7.50 4.22 5.00 6.08 
2,058 269 81.90 163.96 169.17 160.78 

0.84 0.19 0.36 0.21 0.19 0.18 

0.06 0.03 0.10 0.08 0.09 0.09 
13.48 (14.51) (19.65) (14.53) (18.97) (12.99) 
15.66 (15.85) (22.83) (18.50) (25.50) (22.34) 

20.62 (39.54) (67.61) (54.06) (67.31) (45.70) 

205.56 (550.87) (206.46) (181.47) (223.22) (150.73) 

2.09 (2.79) (5.06) (3.90) (4.10) (0.18) 

(738.52) (303.43) (77.65) 88.30 (98.95) (17.37) 

(256.28) (217.67) (146.28) (85.63) (85.46) (55.27) 

(58.27) (23.61) (13.14) 8.22 (14.46) (2.58) 

0.90 0.94 0.89 0.83 0.79 0.71 

0.99 1.00 0.99 0.99 0.99 0.98 
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20  

 
(1)  

106 104
 

 
(1)

105 104 105
104 104 105

1. -TBG Diagnostics Limited ( -TDL)
(PG500 ) 2. TDL
(PG545) 106 105

 

(2)
105 104 105 104

(1) 104

(3)  
105 104 105 104

(1) 104

 
(1)  

105 104
 

 

   1 ( )  
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- ( )
                                    

2 101 102 103 104 105

5.98 5.66 10.92 12.11 17.92 

1,179.03 538.17 530.62 531.77 503.71 

2,176.93 965.01 317.30 544.74 199.69 

2,012.60 927.98 295.82 538.82 197.62 

103.29 (209.67) (219.90) (139.91) (138.36) 

2.58 1.96 8.77 6.48 7.96 
142 187 42 57 46
1.29 1.35 1.62 6.20 27.80 
2.27 3.44 3.33 4.32 13
283 269 225 59 3.19 

1.44 0.21 0.13 0.10 0.09 

0.08 0.03 0.02 0.02 0.02 
15.85 (14.29) (22.38) (17.68) (20.46) 
17.89 (15.25) (25.54) (20.11) (24.21) 

18.70 (36.79) (62.56) (45.35) (43.50) 

189.09 (499.30) (1018.64) (975.68) (1302.80) 

2.09 (2.79) (5.06) (3.90) (4.10) 

(1,572.11) (274.76) 27.55 194.09 (84.30) 

(158.04) (129.64) (84.85) (54.61) (66.97) 

(61.62) (21.95) 6.28 17.41 (25.52) 

0.85 0.94 0.93 0.90 0.86 

0.99 1.00 0.99 0.99 0.99 
1
2

 
  1.  

(1)  
(2)   

  2.  
(1)  
(2)  
(3)  

3.  
(1) ( )  

( )  
(2) 365  
(3)  
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(4) ( )  
( )  

(5) 365  
(6)  
(7)  

4.  
(1) ×   
(2)  
(3)  
(4) 4  

5.  
(1)  
(2) (

)  
(3) ( ) (

) ( 5) 
6.  

(1) ( )  ( 6)  
(2)   ( )  

   4  
1.  
2.  
3.  

 
4.

 
   5  

1.  
2.  
3.  
4.  
5.  

   6
 

   7
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- ( ) 
 

    
 

 

         

 101  102  103  104  105  

 
% 

 8.32   

 1,160.29   

 

 1,135.67   

 1,112.20   

 73.89   

 

 2.00   

 183   

 0.18   

 1.03   

 2,058   

 0.62   

 0.06   

 

 14.35   

 16.53   

 

 (30.20)     

 22.12     

 880.55   

 2.02   

 

 (653.77)   

 (300.74)   

 (47.79)   

 
 0.22   

 0.99   
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- ( ) 

                           
 

 

         

101  102  103  104  105  

( ) 
 6.59   

 1,177.23   

( ) 

 2,178.09   

 2,115.87   

 111.51   

 

 2.58   

 141   

 1.29   

 3.38   

 283   

 0.77   

 0.08   

 

 16.53   

 18.7   

 

 (25.82)     

 20.21     

 201.23   

 2.22   

 

 (1,532.20)   

 (191.05)   

 (39.08)   

 
 0.55   

 0.99   
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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) ( ) (

)  
6.  

(1) ( )   
(2)   ( )  

- 117 -
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104 105
%

1,506,651 1,353,910 (152,741) (10.14) 
1,913,126 2,375,048 461,922 24.14

337,471 338,684 1,213 0.36
737,187 754,669 17,482 2.37

4,494,435 4,822,311 327,876 7.30
333,171 547,464 214,293 64.32
652,044 695,011 42,967 6.59
45,034 42,118 (2,916) (6.48) 

1,030,249 1,284,593 254,344 24.69
1,386,856 1,386,856 0 0.00
1,658,394 1,928,615 270,221 16.29
(541,504) (1,109,553) (568,049) 104.90

(9,578) (4,512) 5,066 (52.89) 
970,018 1,336,312 366,294 37.76

3,464,186 3,537,718 73,532 2.12

1. 10,000
(1)
(2)
(3)
(4)
(5) -TDL 51.76%

2.
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104 105 ( )

377,030
14,026

363,004
271,764
91,240

843,125
( ) (751,885) 

12,761
(10,571) 

( ) (749,695) 
( ) 90,951

( ) (658,744) 
1. ( 20% 10,000 )

2.
(1)

103 12 PIC/S 
GMP

PIC/S

(2)
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1.

104 105 (%)

( ) 294,176 (541,733) (835,909) (284.15) 

( ) (517,116) (258,787) 258,329 (49.96) 

( ) 604,646 603,059 (1,587) (0.26) 

(1) 104

104

(2) 105 -TDL

104

(3) 105

2.

3.

(1) (2) 
( )

(3) 
( )
(1)+(2)-(3) 

970,735 502,700 (1,802,273) (328,838) 

(1)
A.
B.
C.

(2)
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102 8

/

1.

                                                           105 12 31

( )
TBG Diagnostics 
Limited (167,184) 

( )
(84,993) 

( ) (49,302) 

Texas Biogene,Inc. 868 -
( )

(41,622) 

( ) 2,941 -
( )

105 -

( )
(38,513) 

149 -
Hoff 
Pharmaceuticals,Cayman (13,372) 

(10,610) 

2.
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104 (%) 105 (%) 

3,084 0.85 3,722 0.93
9,450 2.60 10,855 2.71

( ) 6,052 1.67 (3,351) 0.84

           (1)

           (2)

A.

B.

C.

           (3)
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1999

100% TBG Inc.( TBG ) 105 1 29

TBG Diagnostics Limited( Progen Pharmaceuticals Limited

TBG ) TBG 51.76%

,

104 10

10%
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1.

(1)

PI-88 103 7

103 8 14

104 8

2.

(1)

(2)

91 3 31

49 92 6 1

84,798

5 7

   1.

10 15

2% 57 2
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know-how

B.

7~10

C.

D.

  2.

A.
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B.

HLA

C.

PI-88

     

:
A B
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:

= *
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>
365
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25 49

 3 15
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TBG Diagnostics Ltd. 112,616 51.76% 

- -

TBG
(Cayman)

- -

- -

( )

( )
: 46,512 37.97

- -

( )

( )
: 22,907 65.45%

- -
( )

- 100%

Texas BioGene, Inc. - 0 0% 

( )
0 0% 

0 0% 

( )
0 0% 

( ) ( )
: 0 0% 

( )
: 0 0% 

Hoff 
Pharmaceuticals,Cayman 
Co., Lt 

0 0% 

0 0% 
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TBG Diagnostics Ltd. 
AUD36,211  594,920 4,212 590,708 0 (8,740) 2,775

TBG
(Cayman) 501,542  319,347 0 319,347 0 (927) (19,210) 

( )
1,225,000  1,739,138 337,509 1,401,629 0 (67,688) (69,128) 

( ) 350,000  591,938 364,747 227,191 70,233 (12,540) (14,675) 

( )
USD100  2,684 0 2,684 0 0 (8) 

Texas BioGene, Inc. USD739  2,303 453 1,850 933 (430) (430)

( )
200,000  142,986 14,297 128,689 18,964 (5,202) (5,225) 

( )
USD7,000  115,365 4,036 111,329 2,778 (8,334) (8,730) 

( ) 10,000  53,167 37,635 15,532 11,255 1,201 1,224

3,000  3,353 305 3,048 378 (246) (246)
Hoff 
Pharmaceuticals,Cayman 
Co., Lt 

USD2,530  48,314 4,414 43,900 1,534 (4,587) (6,329) 

USD309  17,198 19,578 (2,380) 2,740 (1,761) (1,742) 
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TBG Inc. TBG Diagnostics Limited( Progen
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