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The Universal iPS Cell-Derived Platelets Expected Ecosystem:
Business Elements Necessary for Social Implementation

Sale of artificial

Frozen megakaryocyte production Manufacture of artificial platelets platelet products
Pharmaceutical raw material production Regenerative medicine products
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< Target diseases >

* Platelet transfusion
refractoriness
*Hematopoietic
diseases (aplastic
anemia, refractory ITP,
etc.)

*Pulmonary
microthrombosis
Various diseases
related to pulmonary
fibrosis

< Target diseases >
+Skin ulcers
(Diabetic ulcers etc.)
*Bone union . #
*Bed sores “€
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Emergency
base |

< Target diseases >
* Pressure ulcers
* Platelet loss N
+ Trauma .Q
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The Universal iPS Cell-Derived Platelets : Exit Strategy

2024 2026 2028

NEDO Development and Demonstration of Hemostatic Product Manufacturing
Technology in case of Emergency (2023-2028)
: Approx USD3.5 million

¥ Report to NEDO on the entities

involved in commercialization
(26’ Aug)

W Funding

Business scheme planning New Business Entity : Start-up /Joint Venture/ Business Alliance

7

. J

2030(TBD) 2032(TBD)

Investigator — | .
Phase |

Pharmaceutical companies W Sales Launch

Alliance

W Funding Sales Launch

-

*Interested in manufacturing and selling artificial platelet
preparations (pharmaceutical manufacturers, blood
centers, university hospitals, government agencies)

*Responsible for commercial logistics

=Venture companies and University research institutes
that have related technologies

M Potential partner companies M Expectations for potential partner companies

* Familiar with clinical trials and business of regenerative medicine

* Able to build the manufacturing, sales, and logistics of blood
products and/or regenerative medicine products

* Able to cooperate and manage information as part of a national
security-related program by the Japanese government

E-mail: contact_cbp@mail.canon
Cell Business Project Medical Systems and Components Operations
Canon Inc.

E-mail:biohubcollab@contracts.med.kyoto-u.ac.jp

Kyoto University
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Demonstration of Robust Hemostatic Production Systems for Critical Situations

Clinical Implementation of iPSC-Derived Artificial Platelets
Transfusable to Nearly All Patients

Overall Image “

Establishment of a Stable Production and
Supply System for Next-Generation Artificial ou ) on) | e

Research Structure

Principal Investigator:
Professor Koji Eto, Kyoto University
Commercialization Lead Company: Canon Inc.

Satake Multimix Corporation, Minaris Advanced Therapies

Jikei University, Chiba University, University of Yamanashi Platelets
v
Project Duration (Planned )
2024 ~ 2028 (5 years) Clinical
g Next.G . Studies
Project Scale ext-GeriSation M . . . Next-Generation
Platelet ~ Non-Clinical Studies Using Novel Animal Manufacturing
5 billion yen (commissioned project) i
) Production Models Process
Main Research Activities Fundamental ~Manufacturing
1, Development of a new foundational technology to artificially Tech no logy Tech nology ]
produce high-quality platelets from human iPS cells - /_,_'_1'_\ 3 Process Integrating
2, Development of a high-efficiency production process | ' | — Y] &n’ Master Cells,
capable of securing sufficient quantities of platelets for non- : / A % oLl I | ’ Hflgh'EﬁWleS“cY
i inical ti - anufacturing Systems
dlinical and clinical trials _ N . Platelet- HLA-Deleted - ‘! g Sy
3, Establishment of manufacturing and quality control systems . iPS cells L o .
with & view to commerdial production for sodial implementation Producing Cells Platelet-Producing Cells
4, Establishment of novel non-clinical testing methods using
animals that enable prediction of efficacy and safety in humans
5, Clinical trials to confirm efficacy and safety in humans L y
N o

R&D and Commercialization of Continuous Manufacturing Technology
for High-Grade Artificial Platelets

Implementation of Next-Generation Artificial Platelets

Cell

2nd Generation
imMKCL Master Cells

World's top-level science

High-quality platelets

Appropriate Clinical Trial Plan

Optimization of Cell Line
Establishment Protocols

Kyoto Univ.
Hospital

Chiba Univ.
Hospital

Yamanashi
Univ. Hospital

4

Enhanced manufacturing
efficiency via selection of

Novel Non-Clinical Animal Model

functional megakaryocytes

Equipment

Improved Turbulent Bioreactor

Perfusion System
Manufacturing Automation

World-Class CFD Capabilities |

High-Density Cell Culture |

Automated Washing and
Concentration Device

| Automated Dispensing Device |

The Jikei Univ. . CMIC HOLDINGS. i i i
—_ v Kyoto Univ. High Technical Expertise
School of Medicine Co., LTD
CenterforiPS Cell | — . and Strong Track Record
Research and Achieving Stable Manufacturing
Application (CiRA) HLA-Deleted SATAKE MultiMix
Kyoto Univ. . iPS Cells i Corporation
Manufacturing

imMKCL : Immortalized megakaryocyte progenitor cell line

Minaris Advanced Therapies

"Development and Demonstration of Hemostatic Agent Manufacturing Technologies for Emergency Preparedness”
Program Funding Agency: New Energy and Industrial Technology Development Organization (NEDO)

E-mail: contact_cbp@mail.canon

Cell Business Project Medical Systems and Components Operations
Canon Inc.

E-mail:biohubcollab@contracts.med.kyoto-u.ac.jp
Kyoto University



