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A. 108 01 10 1070348766

B. 350,000

C. 17,500 10

20 350,000

D.

108

1 2 3 4

108Q4 350,000 120,000 50,000 100,000 80,000

(A)

350,000

E.

F. 108.01.11
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(2).

108

120,000
108 03 13

75,000
34.28%
21.42%
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(3)

A.

%

107

( )

108 4

( )

359,056 632,152

1,432,133 1,744,658

92,771 114,632

411,913 477,602

2,969 2,453

142,795 3,327

(2.68) (2.39)

28.76% 27.38%

140.27% 181.44%

387.03% 551.46%

319.79% 457.81%

107 350,000 108 3
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( )
1.

(1)
IC01010

IG01010

F401010

C802041

F601010

F208021

F108021

IG02010

1 505 b 2

2

3

4

(2)
505(b)2

( )

105 FDA ANDA

105 106 107

105 106 107

(%) (%) (%)

24,344 100.00 22,160 100.00 32,267 22.60

- - - - 110,528 77.40
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(3)

505(b)2

60

—

6 ANDA LDC

106 09 25 FDA 107 Q1 NFT

AMA CYA 107 05 24 107 11

28 107 12 18 FDA 107 12 108

(4) )

505(b)2

ASN-020 505(b)2

505(b)2

ETS-I

CPT-I

CPA-I

CIT-I

DZP-I

PTD-I

CTD-T

AMA-O

FXT-T

PTD-T

ABZ-T

DXM-0

2.

(1)

( )

(Any technological application that uses biological systems, living organisms, or
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derivatives thereof, to make or modify products or processes for specific use)

30 (Organization of Economic 

Cooperation and Development, OECD)

(Biotechnology is the application of science and technology to 

living organisms, as well as parts, products, and models thereof, to alter living or nonliving 
materials for the production of knowledge, goods, and services)

(1998 ) (

)

22
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( ) ( ; )

(Target Identification) (Pre-Clinical 

Testing and Screening) I II III (Clinical Trial Phase I II III)

(New Drug Application, NDA) FDA (Final Approval)

12 15 FDA

CDER(Center for Drug Evaluation and Research)

CBER(Center for Biologics Evaluation and Research)

FDA 505(b)1 505(b)2 505(j)

505(b)1 505(b)2 (NDA) Type 1 505(b)1

Type 8 505(b)2 NDA

NDA

Type 1 (New Molecular Entity 
or New Chemical Entity)

FDA

Type 2 (New Active Ingredient) (salt) (ester)
(Enantiomer)…

Type 3 (New Dosage Form)

Type 4

(New Combination)
Type 1, 4

FDA
Type 2, 4

FDA
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NDA

Type 5
(New Formulation or 

Other Differences) (e.g., New 
Indication, New Applicant, New 
Manufacturer)

FDA

)

Type 6 (New Indication or 
Claim, Same Applicant) Type 9 Type 10

Type 7 (Previously Marketed but 
Without an Approved NDA) 1962 FDA

Type 8 (Rx to OTC )
FDA

Type 9 (New Indication or 
Claim, Drug Not to be Marketed 
Under Type 9 NDA After Approval)

FDA NDA
NDA

Type 9 NDA
FDA

Type 9
“ ”NDA(“parent” 

NDA)

Type 10 (New Indication or Claim, 
Drug to be Marketed Under Type 10 
NDA After Approval)

FDA NDA

NDA

FDA CDER/OPQ: MAPP 5018.2- Policy and Procedures: NDA Classification Codes

(Food, Drug, and Cosmetic Act) 505(j)

(Abbreviated New Drug Application, 

ANDA) (Reference List Drug, RLD)

(RLD)

(Quality by Design, QbD) CMC

(RLD) (Therapeutic 

Equivalence) 505(j) 505(b)1 505(b)2

505(b)1 505(b2) 505(j)
(User Fee)

(New 
Chemical Entity)

(New Active 
Ingredients)

/ (New 
Dosage Form/ New 
Formulation)
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505(b)1 505(b2) 505(j)

(Patented)

(Market 
Exclusivity) 5 years 3 years /180 days

(Dossier)

(RLD)
(Therapeutic 

Equivalence)

CMC

FDA

FDA

FDA

FDA GDUFA(Generic Drug 
User Fee Act)
2012 7 9 10

5 GDUFA I FDA 2017
8 GDUFA II

GDUFA I (PAS, Prior Approval 
Supplement) GDUFA (GDUFA 
Program Fee) 18 180

(ANDA Fee) 2019 18
GDUFA II (ANDA Fee) GDUFA (GDUFA Program Fee)

68%
(CMO, Contract Manufacturing Organization)

GDUFA I GDUFA II

GDUFA I GDUFA II

GDUFA I (2016.10.01 
- 2017.9.30)

GDUFA II
(2017.10.01 ~ )

(One Time Fees)

(ANDA Fee) 24% 33%
(Drug Master File 

Fee; DMF Fee) 6% 5%
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GDUFA I (2016.10.01 
- 2017.9.30)

GDUFA II
(2017.10.01 ~ )

(Annual Fees)

* (API Facility
Fees) 14% 7%

* (FDF Facility
Fees) 56% 20%

(CMO Fees) FDF Facility Fees FDF Facility Fees

* GDUFA (GDUFA Program
Fee) N/A 35%

20 ANDA
N/A

6 19 ANDA
N/A 40%

1 5 ANDA
N/A 10%

GDUFA II

ANDA 18 ANDA 41.3

(Facility Fees, FDF) GDUFA (GDUFA 

Program Fee)

GDUFA II 2019

GDUFA II 2019

GDUFA II 2019 (2018.10.01 2019.09.30) ( )

(One Time Fees)
(ANDA Fee) $178,799

(Drug Master File Fee; DMF Fee) $55,013
PAS N/A

(Annual Fees)

GDUFA (GDUFA 
Program Fee)

20 ANDA $1,862,167
6 19 ANDA $744,867
1 5 ANDA $186,217

(Facility 
Fees)

(Domestic API) $44,226

(Foreign API) $59,226

(Domestic FDF) $211,305

(Foreign FDF) $226,305

(Domestic CMO) $70,435

(Foreign CMO) $85,435
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(Market 

Exclusivity) 3 5

180

(2)

A.

(A)

(Antagonism) (Agonism)

(Lead compound or molecule)

(Drug Candidate)

(Safety) (Efficacy) (Drug

Candidate)

(B) (Drug Candidate)

(Drug Candidate)

(Drug Candid ate)

(Phase I Clinical Trial) (Proof of

Concept) (Phase II Clinical Trial)

(Phase III Clinical Trial)

(Drug Candidate) (Phase II Clinical Trial)
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GLP/GCP

(C)

GLP/GMP

GMP GMP

GMP

GMP/GDP

B.

(A)

(B)

GMP

(C)

PICS/GMP
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(3)

A. Deloitte 2017 Global Life Sciences Outlook 1

4~5%

(Pharmerging, 

)

2017 IMS 1.04

4,500 43%

823

7.9% 778 7.5%

Source: Deloitte 2017 Global Life Sciences Outlook
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Source: IMS Market Prognosis,2016 

Source: IMS Market Prognosis, 2016

B. 2016 IMS Market Prognosis (Specialty Drugs)

(Oncology)

9-12% 2021 1,200~1,350

(Diabetes) (Autoimmune)

(HIV)

Source: IMS Market Prognosis, September 2016
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(Specialty Drugs)

Source: QuintilesIMS Institute, October 2016

C.2016 IMS Market Prognosis (Non-Original Brands +

Unbranded) / (Developed) (Original Brands)

69% (Pharmerging) 22%

56% (Non-Original Brands + Unbranded)

5

9 12%
(2015-2020)

Teva IMS McKinsey
2020

USD292 Billion USD94 Billion
USD40 billion.
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SPENDING 2021 
US$

ORIGINAL 
BRANDS

NON-
ORIGINAL 
BRANDS

UNBRANDED OTHER 
PRODUCTS

TOTAL 
US$BILLION

GLOBAL 56% 22% 12% 10% $1,455~1,485
DEVELOPED 69% 14% 12% 5% $975~1,005
PHARMERGING 22% 42% 14% 22% $315~345
REST OF 
WORLD 51% 27% 8% 14% $130~160

Source: IMS Market Prognosis, September 2016

2017~2021 
CAGR 

CONSTANT 
US$

ORIGINAL 
BRANDS

NON-
ORIGINAL 
BRANDS

UNBRANDED OTHER 
PRODUCTS TOTAL

GLOBAL 3~6% 9~12% 3~6% 3~6% 4~7%
DEVELOPED 3~6% 13~16% 1~4% 0~3% 4~7%
PHARMERGING 4~7% 7~10% 8~11% 5~8% 6~9%
REST OF 
WORLD 2~5% 4~7% 3~6% 3~6% 3~6%

Source: IMS Market Prognosis, September 2016

Other Products OTC

D.

(A) 4,500

6~9%

2016 (Discount) (Rebates)

3,180 4~7% 2021 4,050~4,350

(Copay)

Source: IMS Market Prognosis, September 2016
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(B)

IMS Market Prognosis 2017~2021

1,435

(Biosimilars)

2017~2021

Source: IMS Market Prognosis, September 2016

(C) 20%

80%

2,500

(4)

A.

(A) 505(b)2

(Unmet Medical Needs)

(Orphan Drug)

ASN-020 (Oral

Mucositis) FDA

7
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(B) ASN-020

IMS

(C) ASN-020 505(b)2 (New

Molecular Entity, NME) NME

(D) ASN-020

B.

(A)

55% (Immediate

Release, IR) 

(Controlled Release or Modified Release)

(B)

(C) (blockbuster)

ANDA

C.

(A)

(B)

(C)

180
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D.

(A)

(B) 1

(cytotoxicity) 

(C) 30 API 

cGMP 

(D) API 

API

3.

(1)

(Specialty Pharmaceuticals) 505(b)2

(ANDA)

A.505(b)2
505(b)2

505(b)2

B.

C.IER

IER 12 24
(Oral Suspension)
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505(b)2
(2)

108 4

9 34.62%
14 53.85%
3 11.53%

26 100.00%

108 4

30
15
10
15
5
5
3

(3) 107 108 04 30

107 108 04 30
305,445 68,817( 1)
142,795 3,327( 1)

(%) 213.90% 2,068.44%
1:

(4)

1 CDM-O FDA
2 AA-HC FDA

3 CYA-I
FDA

108

4 LDC
FDA

107
5 NFT-C FDA

6 AMA-T
FDA

107
7 ETS-I FDA
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4.

(1)

(Contract Manufacture Organization, CMO)

(2)

106 7 TFDA GMP

505(b)2

505(b)2 (Unmet Medical Needs)

(Orphan Drug Status)

505(b)2

( )

1.

7 ANDA LDC 

106 9 25 FDA 107

NFT AMA CYA 107 5 107

11 107 12 FDA 

ANDA 

ASN-020

ASN-020
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2.

AMA

2019Q1 60%

3.

Teva IMS McKinsey

2020

USD292 Billion USD94 Billion

USD40 billion.

(blockbuster)

505(b)2

4.

505(b)2

(1)

(2)

(3) 505(b)2

(4)
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(5)

FDA

FDA

(6)

5.

(1)

A.

B.

GDUFA

C. 505(b)2

D. FDA

E.

(2)

A. GMP

(second source manufacture 

facility)

B. GUDFA
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C.

( )

FDA (1)LDC

(2) CYA (3) NFT

(4) AMA

FDA

( )

FDA

FDA DMF
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( )

1.

107

:

107 ( 1)

(%)

1 F 28,580 63.99

2 C 14,026 31.40

3 2,061 4.61

44,667 100.00
1 108

2.

107

:

106 107 ( 1)

(%) (%)

1 T 10,716 48.36 V 128,463 89.96

2 V 9,311 42.02 14,332 10.04

3 C 2,133 9.62 - - -

22,160 100.00 142,795 100.00

1 108
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( )

108 FDA

( )

107

: /

107 ( 1)

AMA-T 32,626 110,528
1 108

106 107 108 04 30
9 8 9

30 30 25
34 47 57
73 85 91
39 37 37

2.0 1.44 1.41
44 46 45
26 36 43

2 2 2
1 1 1

( )

( )

( )

1.
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(1)

(2)

2.

3.

6%

4.

( )

( )

103/11/5~ AMA 500mg,100mg 
Tablet

104/3/24~ 10 NFT 100mg capsule

104/9/15~ 10 CTD Tablets, 25mg & 
50mg

LSNE 105/9/30~
ETA

104/7/1~123/12/31 (20 )

107/5/31~122/5/31

108/1/25~108/11/25

108/3/22~108/9/20
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( )

( )

103 104 105 106 107

144,441 654,644 417,892 477,940 359,056

27,829 78,173 347,824 769,384 954,821

123,355 125,670 124,978 115,545 107,712
33,899 40,284 68,639 53,798 10,544

329,524 898,771 959,333 1,416,667 1,432,133
121,335 81,918 60,839 90,192 92,771
121,335 81,918 60,839 90,192 92,771

- - - 7,240 319,142
121,335 81,918 60,839 97,432 411,913
121,335 81,918 60,839 97,432 411,913

- - - -

230,000 739,000 900,450 1,118,950 1,119,550
123,395 368,842 225,484 696,450 200,252

(145,206) (290,989) (227,440) (496,165) (299,582)
(145,206) (290,989) (227,440) (496,165) (299,582)

- - - - -
- - - - -
- - - - -

208,189 816,853 898,494 1,319,235 1,020,220
208,189 816,853 898,494 1,319,235 1,020,220

104 103 103
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( )  
  

                 
 

     

 

103  104  105  106  107  

 22,264 14,596 24,344 22,160 142,795 
 7,900 14,093 23,345 20,598 125,137 
 (45,558) (146,562) (223,694) (249,417) (298,996) 

 (2,655) 779 (3,746) (19,308) (586) 
( ) (48,213) (145,783) (227,440) (268,725) (299,582) 

 
( ) 

(48,213) (145,783) (227,440) (268,725) (299,582) 

 - - - - - 
( ) (48,213) (145,783) (227,440) (268,725) (299,582) 

 
( ) 

- - - - - 

 (48,213) (145,783) (227,440) (268,725) (299,582) 
( )  

 
(40,138) (145,783) (227,440) (268,725) (299,582) 

( )  
 

(8,075) - - - - 

 
 

(40,138) (145,783) (227,440) (268,725) (299,582) 

 
 

(8,075) - - - - 

( ) 
( ) 

(2.82) (4.39) (2.70) (2.56) (2.68) 

 
104 103 103

 
 

 

( )  

 

    

103    

104    

105    

106    

107    
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( )

( 1)

103 104 105 106 107

(%) 36.82 9.11 6.34 6.88 28.76

(%) 748.10 1,044.93 258.32 172.41 140.27

(%) 119.04 799.15 686.88 529.91 387.03
(%) 113.91 782.87 655.02 471.17 319.79

(%) 2 2 2 2 2
3 3 3 3 3
3 3 3 3 3
3 3 3 3 3
3 3 3 3 3
3 3 3 3 3

3 3 3 3 3

3 3 3 3 3

(%) (25.48) (23.58) (24.47) (22.58) (20.87)

(%) (42.25) (28.44) (26.52) (24.23) (25.61)

(%) (20.96) (19.73) (25.26) (24.02) (26.76)

(%) 3 3 3 3 3
(2.82) (4.39) (2.70) (2.56) (2.68)

(%) 4 4 4 4 4
(%) 4 4 4 4 4

(%) 4 4 4 4 4
5 5 5 5 5
5 5 5 5 5

20%
1. 107
2. 107

3. 107 12

1 104~107
2
3 107 12

107 12 107

4
5
6
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( ) (
)

365

( ) (
)

365

×

(
)

( ) (
)

( )
( )
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- 82 -
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( )

106 107
%

477,940 359,056 (118,884) (24.87)

769,384 954,821 185,437 24.10

115,545 107,712 (7,833) (6.78)

( 1) 53,798 10,544 (43,254) (80.40)

1,416,667 1,432,133 15,466 1.09

90,192 92,771 2,579 2.86

7,240 319,142 311,902 4,308.04

97,432 411,913 314,481 322.77

1,118,950 1,119,550 600 0.05

696,450 200,252 (496,198) (71.25)

(496,165) (299,582) 196,583 39.62

- - - -

1,319,235 1,020,220 (299,015) (22.67)

1,319,235 1,020,220 (299,015) (22.67)
( )

1. 107
2.
3.
4.
5.
6. 107
7. 107 107
8. 107 107

9. 107 107

1 -
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( )

1.

106 107 (%)

22,160 142,795 120,635 544.38

(1,562) (17,658) 16,096 1,030.47

20,598 125,137 104,539 507.52

(270,015) (424,133) 154,118 57.08

( ) (249,417) (298,996) 49,579 19.88

(19,308) (586) 18,722 96.96

( ) (268,725) (299,582) 30,857 11.48

- - - -

( ) (268,725) (299,582) 30,857 11.48
( )

:
1. : 107
2. : 107
3. : 107
4. :
5. : 106

2.

107 AMA-T 108 CYA-I NFT-C

108

FDA
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( )
1.

%

106 107
( )

%

(255,048) (305,532) (50,484) (19.79)
(283,422) (65,865) 217,557 76.76

670,796 320,310 (350,486) (52.25)
:

1. FDA/ANDA

2.
3. 106

2.

( ) 108

a
b c d

( )
a b+c+d

149,402 (151,468) (54,370) 342,191 285,755 - -
1.

(1)
(2)
(3)

2.

108 54,370
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( )         
 

 106  107  

)  2,270 (1,956) 

)  (22,666) 845 

1.  

 

2.  

 

3.  

107 6 1.31%

 

( )
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( )

505(b)2

1.505(b2)
(Unmet Medical Needs)

(Orphan Drug Status)

(RT)

(CCRT) (Oral Mucositis) ASN-020 

Oral Rinse

IMS

(Oral Mucositis)

(Key Opinion Leaders)

US$1,000

2.

AMA NFT CTD ETA FNB ABZ CPA FXT

CMO ANDA

NFT AMA 107 Q2 107 Q4 ANDA

PTD-T DXM

US$1,600

3. CYA ETS

GPL CPA CPT CMO

ANDA CYA 107 Q4 ANDA 108

PTD-I DZP CIT

US$1,000

( )

( )
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( )

( )

( )

( )

1.

2.

( )

107 6 29

10%

( )

( )
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( )

1.

(1)

(2)

(3)

2.

(1)

A.

B.

C.

505(b)2 /

Outsourcing CRO
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D.

(2)

(3)

ASN-020

505(b)2

(blockbuster)
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( )  

( )  

( )  

( )  

( )  

( )  
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