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4 - 100% - 

( ) 14 5

112.3.31 3

6

111

111

111

112

112.5.31 3

7

112.8.9 3

8

112

112.12.18 3

9

( )

 (

)

( ) ( ) /

( )

( )
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( )

1.

(

) 

� (Rurgers)

�

10 11

Kato 

International Co.

�
�

  

(1)

(2) (

)

(3)

1%

(4)

(5) 5%

27

1 2

(

)

(6)

(

)

(7)

( ) ( ) (

)

(8)

 5%

20%

 50%

2 

�
�

( )

( )

( )

(Cold Spring Harbor Laboratory)

AMBI

�
�

40
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50

(9)

 50 

(10)

(11)  30 

(12)  27 

2.

(1) 3

(2) 110 8 16 113 8 15 112

3 (A)

(B) (%) B/A

3 - 100% - 

3 - 100% - 

3 - 100% - 

( )

(

)

( )
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( )

(www.twibiotech.com)

( )

1.

2.

3. (www.twibiotech.com)
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1.

(

1. 2. 3. 4.

5.
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2.

( )

( )

1. 112
/ 

112.6.30

111

111

2.

/

112.3.31 

1. 111

2. 111

3.

4. 111

5. 112

6. 112

7. Syneos Health LLC AC-203 /

8.

9. 112

10. 112

11. 112

112.5.31 

1.

2.

3.

4. 112

5. 112

112.7.17 

1. Harvest Integrated Research Organization Taiwan Ltd. and Affiliates

Syneos Health LLC AC-203 /

112.7.19 
1.

112.8.9 

1. 112

2. 112
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/

112.12.18 

1.

2. Diaderm GmbH( Diaderm) Collaboration 

Agreenment

3. 113

4.

5.

( )

( )

113 4 30

109.04.01 112.7.19 112.07.19

108.07.22 112.9.20 

( )

112.01.01~112.12.31 820 - 820 - 

( )

( )

( )
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( )

112
4 28

( ) ( ) ( ) ( )

( ) 1,975,383 - - - 

- - - - 

( ) 1,975,383- - - - 

- - - - 

( ) 1,975,383- - - - 

- - - - 

10% ( ) - - - - 

- - - - 

- - - - 

- - - - 

- - - - 

( 112/12/27

113/01/01) 

- - - 

- - - - 

( ) 

( 112/04/14) 
25,000 - - - 

( 113/03/25) 
- - - - 

( 113/01/01) 
- - 5,000 - 

( 112/07/19) 
60,000 - - - 

( 112/07/19)

( 112/12/27) 

170,000 - - - 

  

( 112/09/20) 

( 113/03/25) 

- - - - 

( 112/09/20) 
40,000 - - - 

( 113/01/01) 
40,000 - - - 

112 5 31 112 4 14
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( )

( )

113 4 28 %

( ) 

42,769,383 48.80 - - - - 

Calchen 

Biopharma Group 

Inc. 

- 

- - - - 42,769,383 48.80 

Calchen 

Biopharma Group 

Inc. 

- 

2,700,000 3.08 - - - - - - - 

- - - - - - - - - 

2,500,000 2.85 - - - - - - - 

2,150,000 2.45 - - - - - - - 

2,000,000 2.28 - - - - - - - 

- - - - - - - - - 

Calchen Biopharma 

Group Inc.
1,391,000 1.59 - - - - - 

Calchen Biopharma 

Group Inc. - - - - 1,391,000 1.59 - 

1,313,556 1.50 - - - - - - - 

- - - - - - - - - 

1,100,000 1.26 - - - - - - - 

- - - - - - - - - 
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113 4 28 %

( ) 

772,000 0.88 - - - - - - - 

600,000 0.68 - - - - - - - 

- - - - - - - - - 
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( )

1.
113 4 28

99 7 NT$10 30,000   300,000 21,500 215,000 - 
99.7.16

09985595410

100 5 NT$15 30,000   300,000 25,500 255,000 - 
100.5.4

10083246700

101 5 NT$20 50,000   500,000 33,500 335,000 - 
101.5.22

10183768910

102 4 NT$25 50,000   500,000 38,300 383,000 - 
102.4.30

10283523900

104 5 NT$10 100,000 1,000,000 50,064 500,640 - 
104.5.27

10401097920

104 6 NT$66 100,000 1,000,000 56,434 564,344 - 
104.6.25

10401119290

107 8 NT$35 100,000 1,000,000 67,434 674,344 - 
107.8.30

10701109610

111 9 NT$0 400 4,000 67,834 678,344 - 
111.9.14

11101174310

112 4 NT$0 40 400 67,794 677,944 - 
112.4.26

11230065110

112 10 NT$15 20,000 20,000 87,794 877,944 - 
112.10.6

11230189430

113 3 NT$0 145 1,450 87,649 876,494 - 
113.3.13

1130020240

2.
113 4 28

87,649,395 62,350,605 150,000,000 105 12 27

3.
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( )

113 4 28 % 

- 3 25 5 2,550 - 2,583 

- 2,420,000 51,388,305 1,602,300 32,238,790 - 87,649,395 

- 2.76 58.63 1.83 36.78 - 100.00 

( 3

)

( )

1.
113 4 28 %

1 999 190 33,478 0.04 

1,000 5,000 1,520 3,551,533 4.05 

5,001 10,000 357 2,813,941 3.21 

10,001 15,000 142 1,820,040 2.08 

15,001 20,000 93 1,715,381 1.96 

20,001 30,000 86 2,169,919 2.48 

30,001 40,000 42 1,495,721 1.71 

40,001 50,000 32 1,486,786 1.70 

50,001 100,000 59 4,213,824 4.81 

100,001 200,000 36 5,368,551 6.13 

200,001 400,000 12 3,663,121 4.18 

400,001 600,000 5 2,621,161 2.99 

600,001 800,000 1 772,000 0.88 

800,001 1,000,000 0 0 0.00 

1,000,001 8 55,923,939 63.80 

2,583 87,649,395 100.00 

2.

( )

113 4 28 % 

42,769,383  48.80 

2,700,000  3.08 
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113 4 28 % 

2,500,000  2.85 

2,150,000  2.45 

2,000,000  2.28 

Calchen Biopharma Group Inc. 1,391,000  1.59 

1,313,556  1.50 

1,100,000  1.26 

772,000  0.88 

600,000  0.68 

( )

111 112

/ /

/ /

/ /

3.03 3.88 

3.03 3.88 

67,434 73,176 

(1.13) (2.33) 

- - 

- - 

- - 

- - 

/ /

/ /

/ /

* 

1 ( )

2

3

( )

1.
10%

-47-



10%

10% 0.1

2.
112

3.

( )

( )

1.
1%~10% 5%

2.

3.

(1)

(2)

4. ( )

( )

-48-



( )

111

111.7.26 

111.8.10 

400,000 

 0 

0.46% 

2

A FDA AC-203

( 30%) 

B (

30%)

C AC-203 (

30%) 

D 4.2( )

( 10%) 

( )

1.

2.

3. ( )

( ) ( )

185,000 

195,000 

20,000 

 % 

0.02% 

( )
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113 4 28 % 

( 2) 

3

    

( 1) 

220,000 0.25 220,000 0 0 0.25 0 0 0 0 
( 1) 

180,000 0.21 160,000 0 0 0.18 20,000 0 0 0.02 

( 1) 

( 1) 

( 1) 

( 1) 

1 112.7.19 112.9.20 112.7.31

112.1.31 112.5.29 112.1.31

2

3
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( )

1.

IZ99990 

F401010 

IG01010 

I301010 

F601010 

IG02010 

IC01010 

I103060 

F108021 

F208021 

ZZ99999 

2.

(milestone payment) (royalty)

3. ( )

AC-203 

AC-701 

(

) 

AC-1101 JAK
( :

) 

JTZ-951( ) 

113 3 25

Enarodustat (JTZ-951) JTZ-
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951

4. ( )
(Drug 

Reposition)

( )

1.

TrendForce

1.2 3.8%

1.55 5 (CAGR) 5.1%

EvaluatePharma 2028

16,120 2021~2028 6.1%

(FDA)

EvaluatePharma2022 
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FDA

(Priority Review) (Fast Track) (Accelerated Approval)

(Breakthrough Therapy)

( ) (

) FDA

( 30%)

44%

43% 38%

147,308

30,708

EvaluatePharma

2026 2,730 2021~2026 12% 2026

( (Generics)) 20%

EvaluatePharma2022 

-53-



2.

CRO

CRO

3.
(innate)

(adaptive)

(Macrophage) (Dendritic 

-54-



cells) (Patent Recognition Receptors, PRRs)

(PAMPS)

(DAMPs) ATP

(PRRs)

(DAMPs) NLRP3

NLRP3 DAMPs (β-

amyloid Amylin) ATP NLRP3

(inflammasome)

Caspase-1 Caspase-1

IL-1β IL-18

IL-1β IL-18

IL-1β IL-18

IL-1β

IL-18

/

IL-1β IL-18

caspase-1 IL-1β/ IL-18
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Wakipedia 

AC-203

(Osteoarthritis, OA)

80~90 IL-1β

IL-1β IL-1β

2009

IL-1β (AC-201AM)

AC-201AM

URAT-1
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AC-203 EB

(BP) AC-701 (

) AC-1101

/

(1) AC-203 

A. (EBS) 

(EB) (Butterfly 

Children)

EB

(Epidermolysis Bullosa Simplex, EBS) (Junctional Epidermolysis 

Bullosa, JEB) (Dystrophic Epidermolysis Bullosa, DEB)

EB 50 2002

20 8 2020

45 54 EB EB (EB patient registry)

50~100 2~3 2.5~5  (

200 EB ) 4 1.5 2023

FDA 2 EB EB

EB

20

EB

EB
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(EBS) EB

(Generalized) EBS

10%~30%

EBS

-5(KRT-5) -14((KRT-14)

(Intermediate filament, IF)

KRT-5 KRT-14

(DAMP)

IL-1β IL-18

IL-1 IL-1β

AC-203

EBS AC-203

IL-1β

EBS

AC-203

AC-203

AC-203

( : FDA EMA )

EB

Castle Creek Biosciences,Inc AC-203

CCB

AC-203(CCB CCP-020)

40% 66%

14%
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FDA AC-203

(pivotal trial) 2017 6

2018 10 3 CCB

(Data Monitoring Committee, DMC)

54

CCB

2021 6

CCB 2022 FDA EOP2 EMA Scientific 

Advice

2023 FDA /

2024 4 AC-203

B. (BP) 

(Bullous Pemphigoid, BP)

70~80

80 7~14

3 BP

Clobetasol Propionate BP

BP 0.05% Clobetasol Propionate ( 40

) 0.5

Prednisolone (

) 1 Prednisolone

(skin atrophy)

- - (hypothalamus-pituitary-

adrenal axis) BP

30% BP

BP (complement)

(mast cell degranulation) (neutrophils) (eosinophils)

(basal membrane 

zone-degrading proteinases)

-59-



(hemidesmosome)

(transmembrane protein) BP180 (autoantibody) BP180

17 (collagen XVII, COL17) (dermal-

epidermal junction) (autoantigen) BP180

(extracellular domain) NC16A Fc

(basal keratinocytes) IL-6 IL-8

BP BP

IL-6 IL-8

BP

NLRP3 (inflammasome)

(adaptive immunity) NLRP3

BP (peripheral 

blood mononuclear cells) NLRP3 (NLRP3- caspase-1-IL-18)

IL-1β BP IL-1β IL-

18 IL-6 IL-17A IFN-γ IL-2 IL-12

BP IL-18

IL-18 BP

AC-203 BP AC-203

IL-1

IL-1 mitogen-activated protein kinase (MAPK)

IL-1 (L1-receptor antagonist IL1-Ra) NFκB 

(nuclear factor-kappaB) AP-1(activator protein-1)

HaCaT AC-203 BP180 IL-6 IL-8

Clobetasol Propionate IL-6 IL-8

(localized) (widespread) BP

Clobetasol Propionate AC-203

HaCaT AC-203 BP-180 IL-6 IL-8

MAPK NFκB AC-

203 BP

(2) AC-701 

A. EGFR(Epidermal Growth 

Factor Receptor, )

EGFRI Erlotinib (Tarceva®)

Afatinib(Gilotrif®) Cetuximab(Erbitux®) Panitumumab (Vectibx®)

-60-



4~5

IMS EGFRI 3~4 2~3

EGFRI

AC-701 proinflammatory cytokines

keratinocyte AC-701

AC-701

IL-1α IL-8

AC-701

AC-701 EGFR Gefitinib(

) AC-701 CCL2 CCL5 CXCL10

EGFRI AC-701

AC-701 EGFRI

AC-701 2015

2019 EGFRI

2022

(3) AC-1101 

A.

T

vitiligo)

0.5 2%

20 30
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12 2026 19

54.7% 10

(a) (non segmental vitiligo) 85% 90%

(b) (segmental vitiligo) 10%

(c) (mixed vitiligo)

NB UVB narrowband ultraviolet B 

-62-



phototherapy

(calcineurin inhibitor) tacrolimus pimecrolimus

NB UVB

B.

(Ezcema Atopic Dermatitis, AD)

1~3% 10-

20% (Larsen et al., 2002) 85% (Akdis et al., 2006)

Th2

dupilumab

Th2 IL-4 IL-13 JAK

( PDE4 )

C.

(Granuloma annulare)

50

0.06%~0.09% 20-30
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JAK JAK STAT 

JAK 

JAK1 JAK2 JAK3 tyrosine kinase 2

 JAK STAT JAK

JAK

tofacitinib ruxolitinib

AC-1101 505(b)2

JAK 505(b)2

AC-1101

(4) JTZ-951 

A.

Enarodustat ( JTZ-951)

hypoxia-inducible factor prolyl hydroxylase inhibitors, HIF-PH inhibitors

erythropoietin, EPO JTZ-951

erythropoietin-

stimulating agents, ESA

113 3 25

JTZ-951

JTZ-951

4.

(1)

(Drug Reposition)

(2)
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(3)

( )

1.
(innate immune 

modulator)

AC-203

113 3 25

Enarodustat (JTZ-951) JTZ-951

AC-203 AC-701 AC-1101 JTZ-951( ) 

JAK

(

) 

(

)

• 
• 
• 

• 
• 
• 

• 
• 
• 

• 
• 
• 

• 
• 

• 

EPO 

JTZ-951
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2.

111  112

( ) 7 7 

( ) - - 

( ) - - 

  7 7 

3.

108 109 110 111 112

97,004 84,988 66,662 74,558 148,406 

4.
AC-203 (EB)

(BP) AC-701

AC-1101 (

) JTZ-951 /

(1) AC-203 
AC-203 AC-203 1992

20

AC-203

1 (EBS) 

A. FDA

B. TFDA

C. 2015 Castle Creek Biosciences,Inc

D. CCB Diaderm EMEA

E. FDA (Rare Pediatric Disease Designation)

F. FDA (Fast Track Designation)

G. FDA CCB (pivotal trial)

2017 6 2018 10 3 CCB

(Data Monitoring Committee, DMC)
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54 2019 6

FDA Type C meeting 

H. CCB 2021 6 AC-203

I. Minophagen

J. 2022 FDA EOP2 Scientific Advise

K. 2023 4 (US FDA) /

/

L. 2024 4

2 (BP) 

A. TFDA (AC-203-BP-001) 2019

B. Minophagen

(2) AC-701 
AC-701 AC-701

AC-701

-1α(IL-1α) -8(IL-8)

(EGFRIs)

A. TFDA 2015 3

B.

C. TFDA 2022

(3) AC-1101 
AC-1101 ( ) ( ( ) )

AC-1101 JAK

A. (AC-1101-PK-001) FDA

Health Canada 2021

B. 2022

C. 2023 FDA
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D. 2023 2024

(4) JTZ-951 
Enarodustat(

JTZ-951) Japan Tobacco Inc.

 (HIF-PH inhibitor)

Japan Tobacco Inc.

A.

(CDE)

2 GSK 

Daprodustat

 113 3 25 JTZ-951

JTZ-951

( )

1.
(1)

(2)

(3)

2.
(1) (pipeline)

(2)

( )

1. ( ) ( )

AC-203 Minophagen 

Pharmaceutical Co. Ltd

/ AC-1101
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FDA

2.

3.

AC-203

FDA (Rare Pediatric Disease Designation)

(Fast Track Designation)

20

5 EvaluatePharma

2016~2026

(CAGR) 12% 2026 2,730

147,308 30,708

10

FDA 1983  (Orphan Drug Act)

1992

10

4.

(innate immune modulator)

(specialty drugs)

(1) (Drug Reposition)

(2)
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(3)

(4)

5.

(1)

A.

AC-203

B.

C.

D.

1982 1995
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(2)

A.

8~20 10~12

B.

(a)

(b)

(c)

(d)

(e)

( )

1.

AC-203 

AC-701 
(

) 

AC-1101 JAK (

) 

JTZ-

951( ) 

113 3 25

Enarodustat (JTZ-951) JTZ-951

2.
AC-203 AC-1101 ( ) (

( ) )

 FDA 

( )  112 (European QP) 

(a) AC-203 112 /
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(b) AC-1101 110 111

(c) AC-701

( )

( ) ( ) ( )

1.

2.

( )

( )
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% 

111 112 113 4 30

3 4 5 

5 8 7 

6 4 4 

14 16 16 

- - - 

- - - 

28.57 37.5 31.25 

28.57 37.5 50.00 

42.86 25 18.75 

- - - 

( ) - - - 

(

)

( )

1.

2.

(112/1/1~113/4/30)
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A.

B.

C.

D.

E.

F. 

39 4 28,720 

A.

B.

C.
54.5 8 32,400

3.
6%

4.

( ) (

)

107 9 10 10 22

( )

1.

2.
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3.

i.

ii.

iii.

iv.

v.

4.

( )

101 7

20

Wood,Phillips,Katz,Clark&Mortimer 
105 7 15
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  ( ) ( ) 

109 1 7

  
( ) ( ) 110 4 21

  Minophagen Pharmaceutical Co.,Ltd. 
109 12 1

10

  
Hongkong WinHealth Pharma Group 

Co., Limited

110 1 1

15

(Shenzhen Salubris Pharmaceuticals 

Co.,LTD) 

110 4 21

10

Inmagene Biopharmaceuticals
110 6 28

10

( ) ( ) 
111 1 1

112 12 31

111 1 1

Inmagene Biopharmaceuticals 111 7 20

112 1 5

TKL Research, Inc.
112 1 31

CRO

111 4 1

112 12 31

( ) ( ) 
111 6 1

112 12 31

Diaderm GmbH 111 12 27

SYNEOS HEALTH LLC, TOGETHER 

WITH SYNEOS HEALTH UK 

LIMITED 

112 3 6

112 4 30 CRO

Harvest Integrated Holding Pte. Ltd.  
112 7 18

CRO

Harvest Integrated Research 

Organization Taiwan Ltd. (

) 

112 7 18
CMC

( ) ( ) 
112 9 12

SYNEOS HEALTH, LLC and SYNEOS 

HEALTH UK LIMITED 
112 9 29

112 11 1

113 12 31

AstraCrux Clinical Trial and Consulting 

Inc. 

112 11 13

113 11 12

(Hunan 112 11 20
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113/05/03 ( ) ( )

Keruisi Pharmaceutical Science and 

Technology CO., LTD) 

Diaderm GmbH

112 9 1

112 12 22

115 3 31

( ) ( ) 
113 1 1

117 12 31

(Shenzhen Salubris Pharmaceuticals 

Co.,LTD) 

113 3 25
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( )

1.

  

  

 ( ) 

108 109 110 111 112

411,945 216,650 228,679 161,968 324,926 

- - 1,000 1,000 1,000 

8,295 6,194 4,550 3,250 2,023 

5,687 58.545 51,810 45,254 39,250 

604 19,162 20,010 20,343 21,717 

429,102 387,037 311,040 234,310 396,851 

33,134 85,875 26,952 25,632 47,451 

33,134 85,875 26,952 25,632 47,451 

- 7,052 5,287 2,759 8,362 

33,134 92,927 32,239 28,391 55,813 

33,134 92,927 32,239 28,391 55,813 

395,968 294,110 278,801 205,919 341,038 

  674,344 674,344 674,344 678,344 877,944 

830,495 830,495 830,495 830,760 936,234 

(1,108,871) (1,210,729) (1,226,038) (1,302,000) (1,472,381) 

(1,108,871) (1,210,729) (1,226,038) (1,302,000) (1,472,381) 

- - - (1,185) (759) 

- - - - - 

- - - - - 

395,968 294,110 278,801 205,919 341,038 

395,968 294,110 278,801 205,919 341,038 
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 ( ) 

108 109 110 111 112

9,664 1,246 66,397 - - 

2,357 203 65,484 - - 

(113,940) (98,558) (15,301) (90,176) (169,556) 

2,416 (1,949) 4 13,999 (1,127) 

( ) (111,524) (100,507) (15,297) (76,177) (170,683) 

(111,524) (100,507) (15,297) (76,177) (170,683) 

- - - - - 

( ) (111,524) (100,507) (15,297) (76,177) (170,683) 

- (1,351) (12) 215 302 

(111,524) (101,858) (15,309) (75,962) (170,381) 

- - - - - 

- - - - - 

- - - - - 

- - - - - 

(1.65) (1.51) (0.23) (1.13) (2.33) 

( )

108

109

110

111

112
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108 109 110 111 112

% 7.72 24 10.36 12.11 14.06 

(%
4,773.57 4,862.15 6,243.69 6,420.86 17,271.38 

% 1,243.26 252.28 852.17 631.89 684.76 

% 1,189.27 248.08 846.93 628.00 683.07 

(1,639.06) (5,024.35) (176.87) (1,586.02) (1,960.87) 

( ) 0.91 0.35 * 1 * 1 * 1 

401.54 1,028.46 * 1 * 1 * 1 

( )  1.94 0.36 * 2 * 2 * 2 

( )  1.28 0.40 * 3 * 3 * 3 

188.27 1,027.3 * 2 * 2 * 2 

( ) 1.04 0.17 12.36 0 0 

( ) 0.02 0.003 0.19 0 0 

% (22.95) (24.95) (4.36) (27.92) (54.06) 

% (24.68) (29.52) (5.34) (31.43) (62.41) 

(%) (16.53) (14.9) (2.26) (11.22) (19.44) 

% (1,154.01) (8,174.79) (23.03) * 4 * 4 

( ) (1.65) (1.51) (0.23) (1.13) (2.33) 

% (295.3) (72.87) (127.86) (235.02) (282.85) 

% (2,560.92) (3,245.91) (3,394.99) (14,746.96) (103,001.06) 

% (24.81) (37.97) (14.48) (27.31) (37.03) 

(Janice) 0.90 0.88 0.27 0.89 0.94 

1.00 1.00 1.00 0.99 1.00 

20%

1. 112
2.

112 AC-203 112
3. 112 AC-203

1

2
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4
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1.

(1)
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)
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(4) ( ) ( 3) 
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(3) ( ) (
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安成生物科技股份有限公司

審計委員會審查報告書

本公司董事會造送 112 年度營業報告、財務報表及虧損撥補等

議案之各項表冊，其中財務報表業經資誠聯合會計師事務所顏裕芳會

計師及游淑芬會計師查核竣事，並出具查核報告。上述營業報告、財

務報表及虧損撥補等議案，業經本審計委員會審查完竣，認為尚無不

符。爰依證券交易法第十四條之四及公司法第二百一十九條規定，謹

具報告書，敬請 鑒核。

此致

本公司 113 年股東常會

安成生物科技股份有限公司

審計委員會召集人：張森雄

中 華 民 國   1    1   3   年   3   月   2 5   日
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111 112
(%) 

161,968 324,926 162,958  100.61% 

-

1,000 1,000 0  0.00% 

3,250 2,023 (1,227) (37.75%) 

2,495 7,935 5,440  218.04% 

45,254 39,250 (6,004) (13.27%) 

20,343 21,717 1,374  6.75% 

234,310 396,851 162,541  69.37% 

25,632 47,451 21,819  85.12% 

2,759 8,362 5,603  203.08% 

28,391 55,813 27,422  96.59% 

678,344 877,944 199,600  29.42% 

830,760 936,234 105,474  12.70% 

(1,302,000) (1,472,381) (170,381) 13.09% 

(1,185) (759) 426  (35.95%) 

205,919 341,038 135,119  65.62% 

(

)

1. 112 15

20,000 300,000

2. 112 AC-203
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111 112
(%) 

- - - - 

- - - - 

(90,176) (169,556) (79,380) 88.03% 

( ) (90,176) (169,556)  (79,380) 88.03% 

13,999 (1,127) (15,126) (108.05%) 

( ) (76,177) (170,683) (94,506) 124.06% 

( ) - - - - 

( ) (76,177) (170,683)  (94,506) 124.06% 

(

)

1. 112 AC-203

2.

3.

4.

5.

( ) 112

111 112 ( ) ( ) (%) 

(60,241) (134,217) (73,976) 122.80% 

34,300 (171,853) (206,153) (601.03%) 

(2,495) 297,503 299,998  (12,023.97%) 

(28,436) (8,567) 19,869  (69.87%) 

( )

1. 112 AC-203

2.  112 

3. 112 15 20,000

300,000
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112

( ) (113 )

� (113 )

1.

2.

( )

3.

�

1. 112 684.76% 683.07%

2.

3.

10~12 8~10

( )

1.

2.
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3.

( )

1.

2.

( )

 AC-203 AC-1101

 AC-203

/ AC-1101

111 112 74,558 148,406

( )

1. 96

98

102 6

105

2. FDA

(Priority Review) (Fast Track)
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(Accelerated Approval) (Breakthrough Therapy)

( )

( )

( ) ( )

1.

2.

(1)

(2)

(3)

(4)

( )

( )

( )

( )
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( )

( )

( )

( )

1.

2.

( )

1.

( 10% 13%

3~4 )

2.
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3.
99 7

( )

4.

(IRB)

5.
pipeline

6. Pipeline

pipeline
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7.
5,000~10,000 250

5 1

( )

( )

(Investigational 

New Drug, IND)

(Drug Reposition)

8.

NDA(New Drug Application) FDA

FDA

9.

(CRO) (sites)
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sites (IRBs)

sites (CMO)

10.
AC-203 (EBS)

(Orphan Drug Designation) FDA (Rare 

Pediatric Disease Designation) (Fast Track Designation)

11.

(FDA EMA TFDA )

12. (third-party)

(CRO) (CMO)

(Partner)

(1) (CRO)
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( Covance Inc. )

(2) (CMO)

FDA ( )

( ( ) )

(3)

13.
(A)

… (B)

14.

FDA

15.
FDA
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18.
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19.

(virtual integration)
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 安成生物科技股份有限公司

董事長：吳怡君

地址：台北市內湖區港墘路221巷41號8樓

電話：02-2657-1788  傳真：02-2657-0270

 　　　



 　　　


