




Cleveland, 
Ohio, USA

- Pre-clinical stage
Cell therapy, 

Small molecule etc.

24.24%

Germantown, 
Maryland, USA

- First/Best-in-class drug 
dev.

- Clinical trial 
management.

100%



Established
as a spin-out 
company from 
TheragenEtex

Launched
Phase I 
clinical trial 
of 
Vactosertib 
in the US

Initiated
several 
Phase II 
clinical trials 
of 
Vactosertib 
in various 
indications

Initiated 4
immune 
checkpoint 
inhibitor 
collaboration 
trials with big 
pharma

2013

Formed
strategic 
partnersh
ips with 
renowne
d global 
institutes

Completed
initial public 
offering and 
enlisted on 
KOSDAQ 
stock market

2017 2021

Established its 
affiliate, Celloram, 
US based 
providing cell 
therapy for 
cancer and 
immune disease

Contracted
Phase III 
immune 
checkpoint 
inhibitor 
collaboration 
trials of 
Vactosertib
with MSD 

Published
4 posters on 
AACR April, 
2021

Initiated 
CDMO 
projects of 
2 internal 
assets with 
SBL 

20222018 2019

Initiate
Phase III 
MSS CRC

Designated
Rare Pediatric
Disease from
U.S. FDA

AACR
Pancreatic 
Cancer (IIT)

ESMO
MSS 
CRC(SIT)

FPI
Osteo
-sarcoma

Founded
2021.07
U.S.subsidiary
MedPacto
Therapeutics

Formed
Clinical Advisory 
Board 

Launch Period

Growth Period

Commercialization Period

Expanding
indications to demonstrate 
combination potential with 
existing anticancer 
therapies 

2023

Dsignated
Fast-Track 
from U.S. FDA 
(Osteo
-sarcoma)



Small-
MoleculeBiologics

• Vactosertib: leading pipeline 
targeting TGF-β receptor 
kinase 

• 12 Active clinical trials are 
ongoing.

• Designated programs for 
treating osteosarcoma from 
U.S. FDA

- Fast Track Designation
- Rare Pediatric Designation
- Orphan Drug Designation
• A global phase III clinical 

trial will be initiated in 2023.

Undisclosed

Diagnostic
Kit

• Focusing on novel targets 
to develop various 
first/best-in-class 
therapeutics for various 
indications including 
Metabolic disease and 
Auto-immune disease.

• MP005D: Cancer metastasis & 
recurrence diagnostic 

• MP2021: Osteoporosis, 
Rheumatoid arthritis

Small-
Molecule • MP1091: NASH 

Discovery Pre-clinical Clinical



Key membrane organizer
of osteoclast multinucleation



MP2021



Clinical Advisory Board

Dr. Hyun Bae, M.D.
• 27 years of clinical experience

Dr. Greg Licholai, M.D., MBA
• 23 years of clinical experience

Dr. John Letterio, M.D. 
• 30 years of clinical experience

Dr. Issac Kim, M.D., Ph.D.,MBA
• 20 years of clinical experience
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췌장암 오니바이드병용 2상 미국/한국
$1,437 , 

66%

$556 ,
26%

$168 
8%

미국 EU(주요 5개국) 일본

$2,671 , 
42%

$2,624 
42%

$993 , 
16%

미국 EU(주요 5개국) 일본

1) 모든암종으로의확장가능성 2) 모든항암제와의병용투여가능성증명

- 위암, 대장암, 췌장암, 비소세포 폐암 등 다양한 암종에서, 화학요법제, 표적항암제, 면
역항암제 등 다양한 암 치료제와의 병용 투여 효과 발표

1) 사업성의타당성 2) 임상의효율성 3) 빠른시장진입의가능성비교

- 실제 시장에서 약이 판매되었을 때, 충분한 Market Pie를 기대할 수 있는가? 
- 임상에 소요되는 비용과 시간이 적은 적응증인가?
- FDA 프로그램 지정 / 글로벌 Big Pharma들과의 파트너십으로 시판허가까지의 기간을
단축 시킬 수 있는가?  

우선순위임상선정



TBD

TBD



VRGS- high VRGS- low
(N=6/7) (N=2/17)

반응 반응비반응 반응비반응

CMS2 CMS4





ODD
(Orphan Drug Designation)

RPDD
(Rare Pediatric Designation)

FTD
(Fast Track Designation)

BTD
(Breakthrough Therapy 

Designation)

Qualifying Criteria
• A drug or biological product to pre

vent, diagnose or treat a rare dise
ase or condition

• The drug must be intended for the
prevention or treatment of a rare

pediatric disease.
• Adequate documentation or preva

lence data must demonstrate that
the intended pediatric disease or c
ondition is rare.

• There must be supportive data su
ggesting that the drug may be effe
ctive in the rare 
pediatric disease or condition.2

• Showing superior effectiveness, 
effect on serious outcomes or 
improved effect on serious 
outcomes

• Avoiding serious side effects of an 
available therapy

• Improving the diagnosis of a 
serious condition where early 
diagnosis results in an improved 
outcome

• Decreasing a clinical significant 
toxicity of an available therapy 
that is common and causes 
discontinuation of treatment

• Ability to address emerging or 
anticipated public health need

• An effect on an established 
surrogate endpoint

• An effect on a surrogate endpoint 
or intermediate clinical endpoint 
considered reasonably likely to 
predict a clinical benefit (i.e., the 
accelerated approval standard)

• An effect on a pharmacodynamic 
biomarker(s) that does not meet 
criteria for an acceptable 
surrogate endpoint, but strongly 
suggests the potential for a 
clinically meaningful effect on the 
underlying disease

• A significantly improved safety 
profile compared to available 
therapy (e.g., less dose-limiting 
toxicity for an oncology agent), 
with evidence of similar efficacy

Benefits

• Exemption from user fees
• Reduced fees for regulatory activit

ies
• Tax credits for qualified clinical tri

als
• Potential seven years of marketin

g exclusivity after approval

• Additional incentives for obtaining
FDA approval of such 
products beyond the incentives off
ered by the orphan drug designati
on (ODD) program

• Speed the review and potential 
approval of treatments

• PRV(priority review voucher)

• More frequent meetings with FDA 
to discuss the drug's development 
plan and ensure collection of 
appropriate data needed to 
support drug approval

• More frequent written 
communication from FDA

• Eligibility for Accelerated Approval 
and Priority Review

• Rolling Review

• All Fast Track designation 
features

• Intensive guidance on an efficient 
drug development program, 
beginning as early as Phase 1

• Organizational commitment 
involving senior managers

When to submit 
request

• With IND or after
• Ideally, no later than the end-of-ph

ase 2meeting

• With IND or after

* For PRV : Before filing of a 
marketing application for the drug
for the orphan use

• The sponsor should ordinarily disc
uss the possibility of accelerated a
pproval with the review division du
ring development, supporting, for 
example, the use of the planned e
ndpoint as a basis for approval an
d discussing the confirmatory trial
s, which should usually be already 
underway at the time of approval

• With IND or after
• Ideally, no later than the pre-BLA 

or pre-NDA meeting
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