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2011

2014

2015

2016 (UDC)
Athersys HLCM051

2017

2018 Healios  NA
Athersys HLCM051 ARDS

ARDS

2020
IFRS

HLCN061
UDC

2021
Saisei Ventures  LLC

ARDS

2022

2023

2024 Athersys

2025 Akatsuki  Therapeutics

iPSC 

Update
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 | HEALIOS K.K.

CEO

2011 2 24

2,572 2025 12

1-1-2 12

66 (2025 12

Mission

Healios NA, Inc. 2018 2

Saisei  Ventures LLC 2021 1

Saisei Capital Ltd. (2021 1

Saisei Bioventures, L.P. 2021 1

2023 7 ARDS

5

Update
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HEALIOS K.K. 

6

Update

CEO CFO
IR

Nezu Asia Capital
Management 

∫ ᶘ ᾆẕל
ễʺPh.D.

CEO CFO

Nezu Asia Capital
Management 

 Daiichi Sankyo, 
Inc.(US) ,

Senior 
Executive

CMO.
PhD. , M.D
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ƛt{ ƛƴŘǳŎŜŘ ǇƭǳǊƛǇƻǘŜƴǘ ǎǘŜƳ ŎŜƭƭǎ
9{ ǇƭǳǊƛǇƻǘŜƴŎȅ

ǎŜƭŦπǊŜƴŜǿŀƭ
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ARDS

ṍ

₃ ḅ⇔ iPS⇔

RACTHERA

RPE

NK

Akatsuki 
Therapeutics

ṍ ṍ

ϬᾋσΜ⇔ ▀ τϢϥ

▀ ▀

UDC

+ќ

/ 

ˮ3 ᴂ ˯
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Ḇּי
⁯

◕ ṛ

♂ ᾖԍ
͍ӡ
ˮΥϭ˯
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10

New



© HEALIOS K.K. All rights reserved.

ХзϷІψʺНϱϷЦрЎа˔Τϣʺ

ᵦԁχ⇔ Ӻ Ю˔ϸ˔ϒʻ

ᵦ χ╣ⱳᾕ ρΰοʺ
‰Μ™ᾝ ρІϾ˔и Ϭ Πθ⇔ ằẚϬםᾝʻ

χṪ πʺ⇔ Ӻ Ϭ ᵦ πם πΦϥάρϬ ΰϘβʻ

11

New



© HEALIOS K.K. All rights reserved. 12

1.

2.

3.

4.

5.

6.

Å 22

New



© HEALIOS K.K. All rights reserved.

Υᴦ τΰθʺ⇔ χӗ Ϭ ◙β
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╣ⱳᾕ
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╣ⱳᾕ πχ

άϦϘπχ ⱳᾕ
̠ ╡π︣⌠Ộ

▀῟ ӗ
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Minaris

Minaris Healios

Healios

Å ABC
Å 4,500m2 6
Å : ( )
Å 50L

Minaris

Å  

 

70  CDMO

2027

500L

New

DP-Lab 

Minaris

https://minaris.com/global-footprint-for-local-manufacture/
https://minaris.com/global-footprint-for-local-manufacture/
https://www.daiwahouse.co.jp/business/silver/dp-lab/
https://www.daiwahouse.co.jp/business/silver/dp-lab/
https://www.daiwahouse.co.jp/business/silver/dp-lab/
https://www.daiwahouse.co.jp/business/silver/dp-lab/
https://www.daiwahouse.co.jp/business/silver/dp-lab/
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MAPC

Kovacsovics - Journal of Immunology 2009.

Stem Cells 2011.

Stem Cells 2011.

Lancet Neurology 2017.

Islam MN et al. Mitochondrial transfer from stromal cells. Nature Medicine 2012.

New

(HLCM051)
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SIRC
SIRC Systemic Inflammatory Response Related Conditions

  
1.
2.
3.
4.
5.

HLCM051

HLCM051

ARDS P3

AKI P2 47%

P3 mRS<2 17% mRS<3 15%

New
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AKT-01/ 
HLCN061

eNK
Akatsuki

AKT-01

CAR-eNK

HLCR011 RPE * RACTHERA *3 2028Phase 1/2

P1 P2 P3

* FDA Fast Track RMAT RMAT

* Retinal Pigment Epithelium
*  

HLCM051
ARDS

REVIVE-ARDS
REVIVE-ARDS

IND
Fast Track RMAT *

HLCM051
Fast Track RMAT *1

HLCM051

Phase 3  

Phase 2

Phase 3 (

Phase2

P1 P2 P3

SIRC

Update
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HLA iPS Universal Donor Cell 
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SIRC*

Update

̎ SIRCʿ Systemic Inflammatory Response Related Conditions  ( מ ᴂ ῙἪ)



© HEALIOS K.K. All rights reserved. 19

Update

2026 1
Å HLSI071
Å

2025 1 Akatsuki eNK
Å eNK  Akatsuki Akatsuki
Å  eNK  

 

Å ARDS/
Å ARDS/

/
Å BBG  
Å PRE
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Update

2026 1 21
Å HLSI071

Å 2024

Å AND medical 2024
8,000 2025 1 AND medical

Å  2025 12 AND medical 
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HLCM051 HLCM051

ARDS

Cash-in

Cash-out

Update



© HEALIOS K.K. All rights reserved.

2025

23

Regenerative Therapy
2025 1 29

Clinical efficacy of invimestrocel for acute respiratory distress syndrome 
caused by pneumonia: Comparison with historical data using propensity 
score analysis

Cancer Immunology, 
Immunotherapy 

2025 2 4 Antitumor effects of natural killer cells derived from gene -engineered 
human -induced pluripotent stem cells on hepatocellular carcinoma  

Stem Cell Research & 
Therapy

2025 7 15 Human iPSC-derived NK cells armed with CCL19, CCR2B, high-affinity CD16, 
IL-15, and NKG2D complex enhance anti -solid tumor activity

 
 

87
10 12

 iPSC  HPC 
 

  

40
10 21

 biodistribution  direct qPCR   

Update

ᵰ зрϼ

https://www.sciencedirect.com/science/article/pii/S2352320425000549
https://www.sciencedirect.com/science/article/pii/S2352320425000549
https://www.sciencedirect.com/science/article/pii/S2352320425000549
https://www.sciencedirect.com/science/article/pii/S2352320425000549
https://www.sciencedirect.com/science/article/pii/S2352320425000549
https://link.springer.com/article/10.1007/s00262-025-03940-5
https://link.springer.com/article/10.1007/s00262-025-03940-5
https://link.springer.com/article/10.1007/s00262-025-03940-5
https://link.springer.com/article/10.1007/s00262-025-03940-5
https://link.springer.com/article/10.1007/s00262-025-03940-5
https://link.springer.com/article/10.1007/s00262-025-03940-5
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://stemcellres.biomedcentral.com/articles/10.1186/s13287-025-04461-9
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_poster.pdf
https://www.healios.co.jp/pdf/poster/2510_jssx_poster_1.pdf
https://www.healios.co.jp/pdf/poster/2510_jssx_poster_1.pdf
https://www.healios.co.jp/pdf/poster/2510_jssx_poster_1.pdf
https://www.healios.co.jp/pdf/poster/2510_jssx_poster_1.pdf
https://www.healios.co.jp/pdf/poster/2510_jssx_poster_1.pdf
https://www.healios.co.jp/pdf/poster/2510_jssx_poster_1.pdf
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BBG

24

2017 4
BBG

DWTI

BBG250

 13 

2 13 DWTI 50

2017 5 12  1 7

BBG250

Update

https://pdf.irpocket.com/C4576/YpwX/CTs4/WPHO.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/1472061/00.pdf
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HLCR011 iPS RPE

Update

2013  
2 1

iPS iPS

2013  
3 28

2019
6 13

RACTHERA
iPS 2013

12
RACTHERA

2019
6 13

RACTHERA 10

2024  
4 17

2024  
6 19

Astellas Institute for 
Regenerative Medicine

Astellas Institute for Regenerative Medicine

2013  
2 1

iPS iPS
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HLCM051

Universal Donor Cell (UDC)

2024
6 5

(1)
(2)

(3)

2024
4 9

AND 
medical 
group

AND medical 
6,000 

 1  8,000 

2025
1 17

AND 
medical 
group

AND medical AND medical
 2,000  AND medical 

2021  
6 24

iPS 2013iPS iPS iPS

Update
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HLCM051

SIRC
ARDS

  HLCM051

HLCM051

ARDS P3

AKI P2 47%

P3 mRS<2 17% mRS<3 15%

New
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2025

Minaris HLCM051

₃ ḅ⇔

iPS⇔

ϒχἇ ʿ

UDC

CAR eNK
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CDMO

 MUST-ARDS 
HLCM051

HLCM051 ARDS 

ARDS 

HLSI071

ARDS

CDMO

Minaris

63 100

* 65.1
21 22 26

27

New
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HLCM051 ARDS
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⁯σςπREVIVE-ARDS♯ᾓᵫ◐
REVIVE-ARDS

1 20
2 3
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ᶎ
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New
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HLCM051  ARDS
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ARDS

32

ARDS 2.8 *1 110 *2

ARDS

ARDS Acute Respiratory Distress Syndrome

30 58 *3

1/3

)
 *1 ARDS
 *2 
 *3 ARDS 2016
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HLCM051

HLCM051 ARDS

Å ( )
Å  ( )
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COVID-19

Cohort2 COVID-19 ARDS

5

HLCM051

2:

1

Cohort1 ARDS

20

10

HLCM051 ARDSONE-BRIDGE

ARDS HLCM051

ONE-BRIDGE Cohort

ARDS

34

HLCM051

COVID-19 (Cohort2) (Cohort1)

2019 4 2021 3

VFD*(Ventilator Free Days)

28 60 90 180

2020 4 2020 8

*VFD (ventilator free days) : 28



© HEALIOS K.K. All rights reserved.

ONE-BRIDGE

35

Update

ARDS

ARDS HLCM051
ARDS

39
ARDS HLCM051

9
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HLCM051 ARDS

36

* HLCM051

VFD 8.1 180 33.7%
56%  

56 8.1

Update

*

Ichikado K, et al. Clinical efficacy of invimestrocel for acute respiratory distress syndrome caused by 
pneumonia: Comparison with historical data using propensity score analysis. Regen Ther. 2025
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HLCM051 ARDS

37

Å QOL

Å ICU

Å ECMO

Å

HLCM051 ARDS

Å ECMO
Å ECMO

QOL
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ḼỘΤϣ
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ᵦ
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HLCM051ARDS

39

ARDS

2026 REVIVE-ARDS

ONE-BRIDGE REVIVE-ARDS

Å

REVIVE-ARDS

2024 12 2025 1 4
PMDA 3

3

2026 2
3

Update
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REVIVE-ARDS

40

 ARDS  48  

 ARDS 

 

 550 HLCM051: 275 : 275  
300  400 

 

VFD 28 

90 

New
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ARDS 

41

ARDS
67 26.2 13.3 2.8

)

Diamond M et al. 2023 Feb 6. In: StatPearls[Internet]. Treasure 
Island (FL): StatPearlsPublishing; 2023 Jan².PMID: 28613773
Community Research and Development Information Service 
(CORDIS) 2020 7-9
song-et-al-2014-acute-respiratory-distress-syndrome-emerging-
research-in-china

 

2.8 110
40
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ARDS

10
( 67%)

ARDS

ARDS ARDS15

-10% -20%

-15% -25%

6
6 HLCM05112

( 85%)

~10
( 67%)

ARDS

2 HLCM051 Dedham Group

ARDS 

Dedham Group

New
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ARDS

43

3000

3,000
(20 USD)

Dedham Group

Dedham Group

2400

4500 5000

$75,000 $150,000 $250,000

2 HLCM051

4,750

1,125
7.5

2,250
15

3,750
25 $

5
2.1 2 1.3

New
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ARDS 2.8
 

10 . https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000068484.html

ARDS  HLCM051 2019  11 
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HLCM051 Stroke
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HLCM051

46

LLM

PMDA

Update
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HLCM051 Stroke 

47

HLCM051

ЫϼкТϮ˔ЅM1/M2ЄТЕ

HLCM051

HLCM051

 Stroke. 2018 May;49(5):1058-1065.Fig.2
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HLCM051 Stroke 

48

 

HLCM051

10h 20h 30h 40h

70 75

65 37.9
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TREASURE

49

HLCM051
TREASURE

18~36  

220 (HLCM051 110 110

Excellent Outcome
: 90

Global Recovery
Barthel Index BI 95
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TREASURE
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HLCM051 1

Global Recovery BI 95Excellent Outcome

0
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Day7 Day30 Day90 Day365

HLCM051 ФжЈЩ
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TREASURE

51

90 365 HLCM051

*1 Excellent Outcome (mRS 1 NIHSS 1 BI 95)
*2 Global Recovery (mRS 2 NIHSS 75% BI 95)
*3 p <0.05 HCLM051

90 365

HLCM051 p *3 HLCM051 p

Excellent Outcome *1

12
11.5

10
9.8%

p=0.903
16 
15.4%

11
10.8%

p=0.431

Global Recovery *2

20
19.2

16
15.7%

p=0.762
29

(27.9 )
16

(15.7 )
p=0.037

31
29.8

24
23.5%

p=0.437
37

(35.6 )
23

(22.5 )
p=0.045

14 2022 10 40 2022 11
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TREASURE
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25 mL 50 mL 75mL
50 mL

64
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HLCM051 

53

340 84 69 33

Datamonitor

Burden of Stroke in Europe: An Analysis of the Global Burden of Disease 
Study Findings From 2010 to 2019 Athersys  
Estimated Burden of Stroke in China in 2020

33
526

16

https://www.cdc.gov/stroke/facts.htm
https://www.ahajournals.org/doi/10.1161/STROKEAHA.122.042022
https://www.ahajournals.org/doi/10.1161/STROKEAHA.122.042022
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9982699/
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HLCM051 Stroke 
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6.2

Datamonitor
36 47

36

36

6.2  

13

23 33
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HLCM051 Trauma induced AKI

55
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HLCM051 MATRICS-1

56

MATRICS-1

 UTH

 

Å

Å 45 3 QOL  1 *
Å HLCM051  

* Centers for Disease Control and Prevention

Update
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REVIVE-ARDS

57

2

ICU

156 

30 30 AKI

New
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HLCM051 MUST-ARDS 

58

New

ARDS AKI
HLCM051

60
HLCM051

60%

AKI

47.2
AKI
47.2%

HLCM051
Ṍ Д˔Ќᵔ τϢϤ
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AKI HLCM051

59

SIRS   
TNF- IL-1 IL-6

AKI 

HLCM051 M1 M2 T
IL10
TNF- IL-1

 AKI

New
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MATRICS-1 AKI

60

HLCM051 AKI

Data Key Findings

MATRICS-1 n=20

MATRICS-1
n=168

LAR

Perkins 2019 UK 

  vs 
AKI
AKI
  vs 
AKI

AKI
 

N = 188

AKI KDIGO

AKI

AKI

AKI

Bayesian Probability

AKI 90.7%
AKI 94.6%

UTHealth Houston IRB HSC-GEN-13-0325

MATRICS AKI

New
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HLCM051 

61

22

45 8 7

2,354 20,149

4,431 31,994

SIRS

SIRSSystemic Inflammatory ResponseSyndrome

 DOD
https://www.defense.gov/casualty.pdf

 CDC
https://wisqars.cdc.gov/lcd/?o=LCD&y1=2022&y2=2022&ct=10&cc=ALL&g=00&s=0&r=0&ry=0&e=0&ar=lcd1age&at=groups&ag=lcd1age&a1=0&a2

=199

 NIH
https://www.ncbi.nlm.nih.gov/books/NBK547669/

22

45% 10

55% 12
HLCM051

ARDS

https://www.defense.gov/casualty.pdf
https://wisqars.cdc.gov/lcd/?o=LCD&y1=2022&y2=2022&ct=10&cc=ALL&g=00&s=0&r=0&ry=0&e=0&ar=lcd1age&at=groups&ag=lcd1age&a1=0&a2=199
https://wisqars.cdc.gov/lcd/?o=LCD&y1=2022&y2=2022&ct=10&cc=ALL&g=00&s=0&r=0&ry=0&e=0&ar=lcd1age&at=groups&ag=lcd1age&a1=0&a2=199
https://www.ncbi.nlm.nih.gov/books/NBK547669/
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Update

2026 1 21
Å HLSI071

Å 2024

Å AND medical 2024
8,000 2025 1 AND medical

https://ssl4.eir-parts.net/doc/4593/tdnet/2457105/00.pdf
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iPSC eNK
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NK

Å 1
90

Å 2020
1,000 *1

*1https://www.who.int/news -room/fact -sheets/detail/cancer

Å

Å

Å T :
Å

Å  (CRS*2 GVHD*3 )

Å

66

*2 CRS:
*3 GVHD:

Å
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iPS 2035 5~6 billion USD

) Arthur D.  Little 2023 
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eNK AKT-01/ HLCN061
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https://ssl4.eir-parts.net/doc/4593/tdnet/2550189/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/2550189/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/2550189/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/2550189/00.pdf
https://ssl4.eir-parts.net/doc/4593/tdnet/2550189/00.pdf
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Dual CAR-eNK
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* antibody -dependent cellular cytotoxicity

AKT-01/ HLCN061eNK
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eNK

eNK

AKT-01/ HLCN061

Yuma Fukutani  -derived NK cells armed with CCL19, CCR2B, high-affinity CD16, IL-15, 
and NKG2D complex enhance anti -
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AKT-01/ HLCN061 in vivo

[Day] -4 0 14 287 214 11

Control (n=5)

eNK (n=5)

: HepG2  (sc)

: Vehicle (it)

: eNK  (it)

:

eNK  [Days]

0

400

800

1200

1600

-7 0 7 14 21 28-4

 [m
m

3
]

Vehicle

eNK ( )

eNK  ( )

eNK ( )

( )

HepG2
eNK

72



© HEALIOS K.K. All rights reserved.

AKT-01/ HLCN061 in vivo  : 
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AKT-01/ HLCN061 in vivo  : 
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AKT-01/ HLCN061 in vitro  A549 

https://www.youtube.com/watch?v=rPs9b7-KrKE
https://www.youtube.com/watch?v=rPs9b7-KrKE
https://www.youtube.com/watch?v=rPs9b7-KrKE
https://www.youtube.com/watch?v=rPs9b7-KrKE
https://www.youtube.com/watch?v=rPs9b7-KrKE
https://www.youtube.com/watch?v=A7cXdkb7O_w
https://www.youtube.com/watch?v=A7cXdkb7O_w
https://www.youtube.com/watch?v=A7cXdkb7O_w
https://www.youtube.com/watch?v=A7cXdkb7O_w
https://www.youtube.com/watch?v=uIJ0BtkI_hA
https://www.youtube.com/watch?v=uIJ0BtkI_hA
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Universal Donor Cell (UDC)
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iPSC Platform
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