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S-Pass
Platform

당뇨병 치료제

백신

SCD 0503 (Oral Insulin)

SCD 0506 (Oral Liraglutide)

SCD 101V (Oral 독감 백신)

SCD 201V (Oral 코로나 백신)

SCD 301V (Oral 자궁경부암 백신)

SCD 411 (Eylea Biosimilar)

Biosimilar 황반변성 치료제

코드명 (제품명)적응증 Global Market*

$35 Bil. (약 40 조원)

$6.7 bil. (약 8 조원)

$4 Bil. (약 4.5 조원)

$32 Bil. (약 35 조원)

$3.8 Bil. (약 4.3 조원)

$8.2 Bil. (약 9조원)

진행 단계

비임상 실험 완료

비임상 실험 완료

비임상 실험

비임상 실험

글로벌 임상 3상
(환자모집 완료)

비임상 실험

SCD 411-1 (Eylea Bio-Better) 비임상 실험

$89.7 Bil. (약 100 조원)

*2020년 기준
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’22 ’23 ’24

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

Phase III Clinical study

US

FDA meeting

Update of CTD packaging
(Clinical & PFS)

BLA application & approval
(Vial & PFS)

Japan
Canada
China

NDA application & approval
(for Vial)

NDA application & approval
(for PFS)

NHI drug price listing

EU

Update of CTD packaging
(Clinical & PFS)

EMA meeting

NDA application & approval

* Patent expiry date

US: May, 2024

Japan (DME): Dec, 2023

EU: May, 2025 

BPD type 3
(CMC & Clinical)

CTD packaging

BLA application & approval

Vial submission & approval

PFS submission & approval

Price
listing

NDA application & approval

Post phase III
(CMC & Clinical)

CSR ReportPhase 3 Clinical study

CTD packaging
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특허 종류 지역 출원일 등록 상황(등록연월)

Formulation

(제형)

Korea 2017.09.19 등록(2018.05)

PCT 2017.10.13 -

Taiwan 2017.10.13 심사 중

Europe 2018.11.16 등록(2021.10)

India 2018.11.28 심사 중

China 2018.11.30 심사 중

Japan 2018.11.30 등록(2020.03)

US 2018.11.30 등록(2020.04)

Manufacturing Process

(정제 공정)

Korea 2019.07.08 등록(2021.08)

PCT 2020.01.09 -

Taiwan 2020.01.14 심사 중

CCS (용기) Korea 2020.12.15 심사 중
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계약 완료 계약 협상 완료

Technical Due 
Diligence 및 특허
검토 완료

계약 협의 중

최종 계약 조건
협의 중

0.8조 4조+ 7조 4조*

15% 20% 25% 15%

500억원 1st 바이오시밀러 프리미엄 반영

Profit Sharing
(50%:50%)

Profit Sharing
(50%:50%)

Profit Sharing
(50%:50%)

선정완료 선정완료 선정완료

’23 시장 규모(E)

Market share 
Target

파트너사

계약 형식

Milestone

MENA

LATAM
SEA

AU

진행사항

http://www.senju.co.jp/english/
http://www.senju.co.jp/english/
http://imagesearch.naver.com/search.naver?sm=ext&viewloc=0&where=idetail&rev=13&query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&section=image&sort=0&res_fr=0&res_to=0&start=1&img_id=cafe17585557|131|1183_1&ie=utf8&aq=0&spq=0&nx_search_query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&nx_and_query=&nx_sub_query=&nx_search_hlquery=&nx_search_fasquery=
http://imagesearch.naver.com/search.naver?sm=ext&viewloc=0&where=idetail&rev=13&query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&section=image&sort=0&res_fr=0&res_to=0&start=1&img_id=cafe17585557|131|1183_1&ie=utf8&aq=0&spq=0&nx_search_query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&nx_and_query=&nx_sub_query=&nx_search_hlquery=&nx_search_fasquery=
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진행사항

파트너사

계약 구조 및 내용

’20 Insulin
시장 규모*

‘20 Liraglutide
시장 규모*

Technical due diligence 진행 중Technical due 
diligence 진행

Term sheet 세부조
건 협의

 Sales forecast 완료

 Term Sheet 체결
비임상 실험 완료
본 계약 협의 및
임상신청 준비 중

약 40 조

*Iqvia data

Upfront 금액
마일스톤 금액
로열티 20%
파트너사 임상비 전
액 부담

기술이전

Upfront 금액
마일스톤 금액
Profit Sharing (50:50)
파트너사 임상비 전액 부담
완제품 공급

A사 B사 C사 D사

Emerging
Market

약 8 조

http://imagesearch.naver.com/search.naver?sm=ext&viewloc=0&where=idetail&rev=13&query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&section=image&sort=0&res_fr=0&res_to=0&start=1&img_id=cafe17585557|131|1183_1&ie=utf8&aq=0&spq=0&nx_search_query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&nx_and_query=&nx_sub_query=&nx_search_hlquery=&nx_search_fasquery=
http://imagesearch.naver.com/search.naver?sm=ext&viewloc=0&where=idetail&rev=13&query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&section=image&sort=0&res_fr=0&res_to=0&start=1&img_id=cafe17585557|131|1183_1&ie=utf8&aq=0&spq=0&nx_search_query=%EB%AF%B8%EA%B5%AD %EA%B5%AD%EA%B8%B0&nx_and_query=&nx_sub_query=&nx_search_hlquery=&nx_search_fasquery=
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In-vitro study

혈당 관련 biomarker

In-vivo study 

당부하검사 (IPGTT)

공복 혈당 수치 검사

인공위액(SGF) 검사

무작위 혈당 수치 검사

당화혈색소 (HbA1c) 

통화동보社 지정 CRO 통한 비임상실험 진행 주요 비임상 실험 검사 항목

체중감소*

*GLP-1한에서추가 검사 (Liraglutide 비만치료제효과검사)  

기타 In-vivo study
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SCD0503에 대한 인공위액(SGF) 검사
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The Stability of SCD Oral Insulin in Simulated Gastric 
Fluid (SGF)

Insulin in SGF (with pepsin)

A050 in SGF (no pepsin)

A050 in SGF (with pepsin)

SCD0506에 대한 인공위액(SGF) 검사
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37.12%

20.46%

6.17%
2.22%

0.00% 0.72%

25.69%

43.17%

53.80%

67.37%
64.57%

62.35%

43.10%

0.00%

10.00%

20.00%

30.00%

40.00%

50.00%

60.00%

70.00%

80.00%

90.00%

100.00%

0 10 20 30 40 50 60 70

Li
ra

gl
u

ti
d

e
C

o
n

te
n

t

Time (min) 

The Release and Stability of SCD Oral Liraglutide in 
Simulated Gastric Fluid (SGF)

Liraglutide API powder

Oral Liraglutide F6-3

*F6-3 (pH+pepsin) 
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당부하 검사(IPGTT)
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당뇨 쥐 대비 당화혈색소 (HbA1c) 감소율
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공복 혈당 수치 검사
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당부하 검사(IPGTT)
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Oral Liraglutide I

Oral Liraglutide 2

Oral Liraglutide 3
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당화혈색소(HbA1c) 감소율
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체중 감소 효과 (Mice : more than 20 weeks old)
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Body Weight Change (%) by 28-day Treatment

Liraglutide (300mcg/kg, S.C.) SCD0506 (6mg/kg, oral)

– 1%

– 11%

체중 감소 효과 (Mice : 9 weeks old)
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SCD 101V* 
(Oral 독감 백신)

SCD 201V*
(Oral 코로나 백신)

SCD 301V
(Oral 자궁경부암 백신)

SCD 0503
(Oral Insulin)

SCD 0506
(Oral Liraglutide)

2021 2022 2023 2024 2025

1Q 2Q 3Q 4Q 1Q 2Q 3Q 4Q 1Q 2Q 3Q 4Q 1Q 2Q 3Q 4Q 1Q 2Q 3Q 4Q

구분

Formulation

Non Clinical 
Study

Clinical Study

Phase 1 Phase 2 Phase 3
허가 및 판매

Non Clinical 
Study

Clinical Study

Phase 1 Phase 2 Phase 3
허가 및 판매

Non Clinical Study
Clinical Study

Phase 1 Phase 2 Phase 3
허가 및 판매

Non Clinical 
Study

Clinical Study

Phase 1&2 Phase 3
허가 및 판매

Non Clinical 
Study

Clinical Study

Phase 1 Phase 2 Phase 3
허가 및 판매



감사합니다.


