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ḯ
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CGT CDMO ẇḨ₴
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ᾗḓ Phase I Phase II Phase III ḓ Notables

ἄἠ

CARTISTEM

ᾗ 2012 , 

ᾗ
3 IND 
ᾗ ‼ẃ

2

3
ỆἚ Ỷ(CSR) 

ᾗ ‼ẃ
1 , 2

SMUP- IA-01

ᾗ
2
3

ᾗ
Pre-IND 
ᾗ ỆἚ ‼ẃ 1

₴ἠ
(BPD)

PNEUMOSTEM

ᾗ
Ớ

2

ᾗ
1/2
ᾗ `
ᾗFast Track 
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Canada

2,648,442

USA

19,503,757

China

176,671,127

Singapore

137,390

Australia

1,451,144

Japan

9,242,664

* 2023 ₴

8 ( ᾗ, ᾗ, , ᾗ, , , , ) ₴ ἄἠ 2.7
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Figure 4 Second- look arthroscopic findings . A: Cartilage lesions classified 

as International Cartilage Repair Society (ICRS) grade IV in the medial 

femoral condyle (MFC) (arrow) and tibial plateau in a 61-year-old female 

patient; B: Cartilage was regenerated to ICRS grade | (arrow) via second-

look arthroscopy, performed 13 mo after the initial operation; C: A cartilage 

lesion classified as ICRS grade IV in the MFC (arrow) of a 52-year-old male 

patient; D: Cartilage was regenerated to ICRS grade Il (arrow) via second-

look arthroscopy, performed 22 mo after the initial operation ; E: A cartilage 

lesion of ICRS grade IV in the MFC (arrow) of a 68-year-old female patient; 

F: Cartilage was regenerated to ICRS grade Ill (arrow) via second- look 

arthroscopy, performed 16 mo after the initial operation.

Reference:Song J.S. et al. (2020)WorldJStemCells2020June26;12(6):514-526
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ᾗ 3 IND (2026 2 ) 
ᾗ ḓ ₴ḗ ₴ ᾗ 2 3

₴ ḯ Ἒ ἄ , ‼ (DMOAD) 

1) Outerbridge : ἠ ἄ ἠ ồ Ỷ ḓ ᾗ . 5ḓ Ớ(Grade 0~4) ᾖ ḓ ἄ ↨ ḓ Ḕ .

2) VAS (Visual Analogue Scale): ḓ ἠ Ḩ 0 100 ( ḓ ). 

3) WOMAC Scale:ἠ ḓỀ , , ₴ ḓ ᾗ ( ḓ ḓ ). 

4) MOCART: ἄ ᾖ MRI Ả ḓ₴

5)  MOAKS: ἠ ἄ, ᾖ MRI Ả ἠ ḓ

11

ᾖ 3

Outerbridge Grade 3 or4, K&L Grade 2~3 ἄἠ ḓ

, ẓ( ḓ ẓ), ᾗḓ, (Prospective)

″
ᾚ: 
ᾚ: Ἒ ἄ (Debridement)

ḓ

1
, 2 (24ḯ ) VAS Pain score 
, 2 (24ḯ ) WOMAC scale 

2
, 2 (24ḯ ) Modified MOCART 
, 2 (24ḯ ) MOAKS ἄ
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ᾚ(Active Control) 

ᾖ ᾚ(Active Control)

Ἒ ἄ (Debridement)

₴ (Short-term pain relief) ḯ

ἠ ồ ἄ/ / ẃ(Removal) Ỷẃ ᾖ ḣ
(Subtractive) 

Ỷ

: ẃ Ỷ ἄ
: ἄ

( ἄ )
₴: ᾖ ἄ
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3 CSR( ỆἚ Ỷ)
ᾗ ỆἚ ἄἠ ἑ

ᾗ ỆἚ 1 , 2 , 3 ᾗ

3 (21 2 ), 3 ḯ (22 3 ), 2024 11 , 2025 11 LPO , 2026 3 CSR 

ᾖ 3

ICRS grade 3~4, K&L grade 2~3 ἄἠ ḓ

, , ẓ

″
ᾚ: (EVA-001)
ᾚ: 

ḓ

1
, 52 WOMAC scale
, 52 ICRS grade 1 ḯ

2
₴ ḓ(WOMAC , KOOS, IKDC )

ᾖ ḯ ḓ(ICRS , ẓ, MRI, X-ray )

1) ICRS Grade: ἠ ồ MRI ἄ ᾗ ₴ , ἄ 1 Ớ ,2 Ớ50% , 3 Ớ50% 4 Ớ Ệ ∂

2) K&L Grade(Kellgren & Lawrence): X-ray ἄἠ ḓ ₴ , ἠ ἄ‴, ἠ Ἒ ἄ ḗế 4 Ớ
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ἄ ἄ

(PMS)600 Ỷ(2017 03 )

3 5 ₴ ỆἚ 2021 OJSM(Orthopaedic Journal of Sports 

Medicine) 

5 ₴ ỆἚ

ἄ ₴ ḓ 100mm VAS1), IKDC Score2), WOMAC3) scale ḓ 5 ḗ ἠ ỆἚ, 

ᾚ Microfracture Ớ Ảḯ

ᾗ 3  5 ₴ ỆἚ, ₴

100mm VAS1): ḓ Ỷ 100mm Ḕ 0 , 100 ḓ ‴ Ỷ ḓ

IKDC Score2):   ₴ ἠ ḓ/ , , ₴ ḓ ₴ Ỷ
WOMAC3):            Ἒ ᾖ ḯ ᾗ ἠ ḓ , , ₴ 3ḓ 24ḯ

ᾖ / ḓ ḓ
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3 ỆἚ 98% ἄ (K&L 2~3, ICRS grade 4)

3 ~70% ḓ ICRS 2 Ớ ḯ

Ệ ₴ , 18 ~80 ḓ

- 6 ỆỆ 60 Ỷ ᾚ ἄ

ἄ(Hyaline Cartilage) ἄ

ἄ ỆἚ ἄỆ ₴ ἄ ἄ

98%

2%

72%

28%

Improved Not Improved

100% 100%

93%

100%

64%

44%

2Ϸ ~3Ϸ 3Ϸ ~6Ϸ 6Ϸ

100%
95%

100%100%

62% 64%

50 50 ~60 60

CARTISTEM Microfracture

ᾗ 3 ỆἚ, ἄ
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Ớ ἄἠ (SOC)

ᾖ ồᾖ/ N/A

ồ

, , 

ḓ

= ( )

ἑἠ
/

ἄἠ

ἑἠ

( ) 4~20cm 2

( ) 65

‼ ₴

₴ Ἒ

ἄἠ

ἄ , ₴ ḯ

2~9cm2

18~80

ἄ
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‏ ᾗ ₴ ᾗ ‼ẃ(RWE Real World Evidence) ᾖ

2012 ~2022 ∂ 500 ₴ 11ḯ₴ἠ

-> 2025 10 ₴ 300 ₴

RWE

₴ḗ

ἄ
/ᾖ
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( )
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ḓ

ḓ

ḓ

⁷

  Timeline
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North America 
(USA, Canada) 

53.3% 

Latin
America 

4.2% 

Europe

22.7% 

China

7.5% 

Africa,
Asia*&

Australia 

8.0% 

Japan
4.3% 

* ᾗἚ
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Ê Ñ ɗ˲Ǟȕȧ12 ( 3 , 3 , Ỷ 6 )  

— 69 / 11 + 1 / K&L G3 11 + G2 1

ἠ Ḩ 1 , 24 ἠ

WOMAC  -15.33 5.77  / 100mm VAS  -39.67 10.00 / 

IKDC 19.17 5.12 ḯ

ḯ
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Ê Ñ ɗ˲Ǟȕȧ94 ( 31 , 33 , ᾚ30 )  

ἠ Ḩ 1 , 52 WOMAC 

ᾚḗWOMAC ὸỆἚ, Ớ

ᾚ-17.61 2.35, 

ᾚ-14.69 2.32, 

ᾚ-16.20 2.39 ḯ

ʭʭ Ş ĥ ´ÊNFᾚḗ Ớ

ḯ
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₴ἠ (Bronchopulmonary dysplasia) ₴

- ₴ ( , Ἒ, Ἒ₴ ) 

ᾗ 2 ( , )

Ớ

ᾗ ` (13 ), ᾗFast Track (19 09 )

ᾗ 1 ỆἚ( ₴ ḯ , ḣ )

Comparison of Mean Respiratory Severity Scores after 
PNEUMOSTEM  treatment in the Phase I Clinical Trial

Concentrations of proinflammatory cytokines at 3 days after 
PNEUMOSTEM  treatment in the Phase I Clinical Trial

0  1  2  3  4  5  6  7  8  9  10  11  12  13  14  15  16  17  18  19  20  21
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2.00
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1.00

0.50

0.00

MSC transplantation or Index day

Post transplantation days

Respiratory severity score

MSC

Comparison

, ᾗ ` & Fast Track 
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₴ Ἒ CDMO 
& SMUP-IA-01 ₴

₴ Ἒ ₴ ₴ ᾖ

Ớ (⁪ ~60%)

ἑ ḯ

ẓ CGT CDMO ₴ OmniaBio M&A

CCRM
(Center for Commercialization of Regenerative Medicine)

Non-Profit ᾖ₴ἠ

(2011 ) 

CGT ḯ Ớᾖ (Ecosystem Building / CGT Incubator )

- Bio Cluster , , , 

- ᾖ/

Ớ ỶCGT ἑ ḯ ( ἑ Cytiva

)

OmniaBio

CGT CDMO 

CGT CDMO ₴ (2021 )

, 

ἑ ḯ

- 11, 200 (PD & QC Laboratories + GMP)

- ḓ , iPSC, , 

₴

CGTḯ ₴ ỶḰ
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ồ CGT CDMO Turn-key Solution ἑ
‏ 3 GMP‏ CGT CDMO GMP (5ḯ + ἑ ᾖ )

Ớ ₴ ₴ḯ ḓ GMP 

OmniaBio CGT CDMO ₴ ⁪ ồ ‴

ồ ᾚ

Ớ ₴ ḯ

Ớ Ỷ ₴

ḗ GMP ἠ

Ớ Ỷ

( )

ẓ OmniaBio₴

- CGT ἑ ḯ

- ḯ

₴

ḓ/ /

(CMO)

CGT ἑ ḯ

ḯ ἠ

, ḓ, Ḕ ḓ

ἠ

OmniaBio Ớ

- ḯ ᾗ CMO/CDMO

- ᾗ ḯ CMO/CDMO

Global standard CGT CDMO Turn -key solution provider
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THE FIRST GIFT  

(MOVITA) ḓ ẇḨἚ ἑ ẇḨ₴ . 

ỶḰ Ἒ ₴ ₴ Ớ , ″ Ỷ

ḓ ἑ .
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