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Introducing Two New Executive Officers

Corporate Officer, 
Head of Production

Corporate Officer, Head 
of Japan Regulatory 
Affairs & Quality 
Compliance Japan

• Extensive experience in research and development 
and reliability assurance at several foreign-affiliated 
pharmaceutical companies

• Oversaw all processes from regulatory submissions 
to post-marketing surveillance as Head of 
Regulatory Affairs and Quality Assurance

• Promoted the strengthening of the foundation of 
quality and safety in preparation for the launch of 
AKUUGO🄬

• Engaged in process development and 
investigational drug manufacturing for 
biopharmaceutical APIs, contributing to the 
acquisition of global approvals

• As Plant Managerat a Major Domestic 
Pharmaceutical Company, established a system 
for the stable production and supply of 
biopharmaceuticals

• Strengthened global-standard quality and GMP 
systems and advanced the enhancement of the 
supply infrastructure

Tetsuya Isono Souyoku Nobeyama
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Introduction

As a regenerative medicine product aimed at “improving chronic motor paralysis 

associated with traumatic brain injury,” AKUUGO🄬 Suspension for Intracranial 

Implantation” obtained conditional and time-limited marketing approval in July 2024, and 

subsequently obtained partial change approval in December 2025 to lift the shipping 

restrictions.
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1. Financial Results for the FY Ending
 January 2026 and Forecast for the 

Current FY
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Financial Highlights: Consolidated Income Statement
1. Financial Results for the FY Ending January 2026 and Forecast for the Current FY

Unit: Million yen

Fiscal Year Ended 
January 2025

Actual (A)

Fiscal Year Ended 
January 2026

Actual (B)
(B) - (A)

Operating Revenue - - -

R&D Expenses 2,357 2,678 321

Operating expenses 3,516 3,794 278

Operating Income ▲3,516 ▲3,794 ▲278

Net Income ▲2,882 ▲3,842 ▲960

USD exchange rate (JPY) 152.40 149.72

◼  R&D expenses of 2,678 million yen were recorded, primarily consisting of costs 
related to activities aimed at obtaining marketing approval for AKUUGO🄬
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Financial Highlights: Consolidated Balance Sheet

◼ Secured approximately 16.2 billion yen in growth capital through new share 
issuances

Unit: million yen
End of January 31, 

2025 (A)
End of January 31, 

2026 (B)
(B) - (A)

Cash and 
equivalents

2,921 15,083 12,162

Current assets 3,335 15,489 12,154

Non-current assets 111 131 20

Total Assets 3,447 15,621 12,174

Current Liabilities 732 534 ▲198

Non-Current Liabilities 952 1,482 530

Total Liabilities 1,684 2,016 332

Net Assets 1,762 13,604 11,842

Total Liabilities and Net 
Assets

3,447 15,621 12,174

1. Financial Results for the FY Ending January 2026 and Forecast for the Current FY
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Consolidated Financial Forecast

◼ Operating expenses primarily consist of costs related to the manufacturing, 
distribution, and sales infrastructure for the promotion of AKUUGO🄬 , as well as 
expenses for activities aimed at obtaining the full approval

Unit: million yen

FY2026.01
Results

FY2027.01
Forecast

Revenue - （※）

R&D expenses 2,795 4,110

Operating expenses 3,920 5,625

Operating income ▲3,920 ▲5,625

Net income ▲4,045 ▲5,635

USD/JPY 148.00 150.00

*Operating revenue for the current fiscal year is scheduled to be announced following the listing 
of AKUUGO🄬 in the national drug price list.

1. Financial Results for the FY Ending January 2026 and Forecast for the Current FY
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Three Pillars of Growth Strategy

➢ Japan as “home 
base” –Starting 
point for expansion

➢ Realization of U.S. 
Business

➢ Success in Ischemic 
Stroke Program

Becoming a Global 
Leader in 
Regenerative 
Medicine

1. Financial Results for the FY Ending January 2026 and Forecast for the Current FY
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2. Japan as “home base” 
–Starting point for expansion
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World's First "Brain Regeneration" Treatment: AKUUGO🄬 suspension for intracranial implantation

◼ The world‘s first therapeutic agent for brain regeneration
◼ Received conditional and time-limited approval from the MHLW in July 2024
◼ Partial change approval to the manufacturing and marketing approval completed in December 

2025 (i.e., AKUUGO🄬 became available for shipment)

2022
March

2024
July July 2024–May 2025
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Future Outlook

NHI price listing and Launch: May 2026
First shipment:   Second half of 2026

2. Japan as “home base” –Starting point for expansion
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Japan as Hub for Further Growth

Accumulation of Regenerative 
Medicine Expertise

• Promoting R&D through the 
accumulation of high-quality efficacy 
and safety data

• Establishing a Seamless 
Infrastructure from Cell Therapy Drug 
Manufacturing to Distribution and 
Administration to Patients

• Promoting the Appropriate Use of 
Regenerative Medicine Products

Application and 
Expansion to 
Other Areas

New Lab Begins 
Operations at "Mitsui Link 
Lab Shinkiba 3"

2. Japan as “home base” –Starting point for expansion
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Progress of Marketing and Public Relations Activities

◼ In October 2025, seminars were held at the Japanese Society of Neurosurgery (Yokohama) and the Japanese 
Society of Rehabilitation Medicine (Asahikawa), with a total of approximately 480 participants

◼ We are ramping up TBI awareness campaigns and plan to hold several more events for the media in the future

[Completed]

•  February 7, 2026 Association of Convalescent Rehabilitation 
Wards (Yonago)

•  February 10, 2026: Issued a media newsletter regarding 
International TBI Awareness Month

•  February 19, 2026: Media roundtable on the Act on Support for 
Persons with Higher Brain Dysfunction

•  February 20, 2026: Japanese Society for Traumatic Brain Injury 
(Nagoya)

[Upcoming Events]

•  March 19–20, 2026: Japanese Society for Regenerative 
Medicine (Kobe)

• May 2026: Media Seminar on the Launch of AKUUGO🄬

(Tentative)

• May 14–19, 2026: Japanese Congress of Neurosurgery 
(Kyoto)

• August 2026: Event for Overseas Key Opinion Leaders 
Visiting Japan (Tentative)

2. Japan as “home base” –Starting point for expansion
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Establishing a system to ensure safe delivery to patients

◼ We are currently developing a medical information system to enable HCPs to search and 
receive accurate information about AKUUGO🄬

◼ Launch of a patient call center (March 2026)

②Surgical (Implant) 
Facilities

①Partner Facilities (designated by 
region)

③ Rehabilitation Facilities

• Therapists
• Medical Social Workers

Facility Information / Program Information / Various Consultations

Patients 
Receiving Care

Isolated Patients from 
medical services

Patients
Facility for

Convalescent/
Chronic care 
facilities

• Coordinator for Support of Patients with Higher Brain 
Dysfunction

• Patient support groups/Self-help groups

Provide support to patients as needed

(Partially overlaps with ①)

C
all C

e
n

ter

2. Japan as “home base” –Starting point for expansion
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3. Toward Becoming a Global Leader in 
Regenerative Medicine
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Track record to date in the US, where the company was founded

Number of facilities administering the STEMTRA exam: 21
Red: Single facility; Blue: Multiple facilities (numbers indicate the 
number of facilities)

Major trial sites
 UCLA, Stanford University, University of Pittsburgh, New 
York University, Northwestern University, etc. (Based on 
ClinicalTrials.gov)

Year Event

2011–2015 Phase 1/2a trial for Ischemic stroke※ conducted in the U.S. (5 sites, 
18 patients)

2016 Phase 1/2a study on Ischemic stroke※ wins the “Innovation Award 

2016”

2016–2018 Conducted a Phase 2 clinical trial for Ischemic stroke※ in the U.S. 
(approximately 60 sites, 163 patients)

2016–2019 Phase 2 trial for traumatic brain injury (STEMTRA trial) conducted 
in the U.S., Japan, and Ukraine (21 centers in the U.S., 5 centers in 
Japan, 1 center in Ukraine; 63 patients)

2017 Secured the largest grant ($20 million) from the California Institute 
for Regenerative Medicine (CIRM) 

2019 SB623 Receives Designation as an RMAT (Regenerative Medicine 
Advanced Therapy) Product from the FDA

2022 Final analysis of the STEMTRA trial presented at a plenary session 
during the American Academy of Neurology (AAN) Annual Meeting

2024 Positive Results from the STEMTRA trial of SB623 were 
published in Neurology

(YouTube)

* Chronic phase

Realization of U.S. 
Business

3. Toward Becoming a Global Leader in Regenerative Medicine
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SB623 Development Progress

Kk

Traumatic brain injury
（TBI）

Obtained Conditional 
and time-limited 

approval

Agreement with the FDA 
on Trial Design

Discussion on the timing 
of the start of clinical 

trials

Ischemic stroke
Plan to discuss with PMDA 

to start clinical trials
Preparing to start clinical 

trials

Discussion on the timing 
of the start of clinical 

trials

Hemorrhagic stroke
Plan to discuss with PMDA 

to start clinical trials

Discussion on the timing 
of the start of clinical 

trials

Discussion on the timing 
of the start of clinical 

trials

*All diseases are in the chronic phase

◼ Agreement Reached with the FDA on Phase3 Trial Design for TBI in the U.S.

Realization of U.S. 
Business

3. Toward Becoming a Global Leader in Regenerative Medicine
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Prospects for the Ischemic Stroke Program
Success in Ischemic 

Stroke Program

◼ A post-hoc analysis of the Phase 2b trial has provided insights for the next clinical trial
◼ Discussions with the PMDA regarding a clinical trial aimed at adding Ischemic Stroke as an 

indication are scheduled for this fiscal year

Alzheimer's 
Disease

Traumatic Brain 
Injury

(Chronic Phase)

Ischemic Stroke
(Chronic phase)

Hemorrhagic 
stroke

(Chronic phase)

Spinal Cord Injury

Age-related 
macular 

degeneration
(Dry type)

Parkinson's 
disease

Retinitis 
pigmentosa

3. Toward Becoming a Global Leader in Regenerative Medicine
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Image of Corporate Growth

CurrentThe past FY 4 year later~

➢ Launch in Japan
➢ Progress of TBI※ in the 

U.S.
➢ Progress of the Stroke※

in Japan

➢ Launch in the U.S.
➢ Progress in Stroke※

※Chronic

3. Toward Becoming a Global Leader in Regenerative Medicine



20

Becoming a global 
leader in regenerative 
medicine

SanBio Develops Regenerative Medicines, 
Creating Benefits for Patients and Value for 
Stakeholders.

SanBio’s Vision

Copyright © 2024 All Rights Reserved, SanBio Company Limited



Q&A
(For Institutional Investors and Analysts)
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Notice to the Media

◼ We are planning to hold the following event in the near future. Further details will be 
announced at a later date.

Launch Seminar of 
AKUUGO🄬 suspension for 
intracranial implantation

Activities Related to the 
Visit of Overseas KOLs

Date: Around May–June 2026

Content (Proposed): Presentations 

by founding scientist Dr. Okano and 

the principal investigator, followed 

by an explanation of AKUUGO🄬 by 

SanBio

Format: Hybrid (in-person and 

online)

Date: Around August 2026

Format: To be determined

Dr. David O. Okonkwo, 
Professor of 
Neurosurgery
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Financial Results for the Fiscal Year Ended 
January 31, 2026

The Q&A session for members of the press
will begin at 5:00 PM.

Please wait a moment.

SanBio Company Ltd.
TSE Growth Market: 4592



Q&A
(For members of the press)
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Important Notice

This disclosure document is intended to provide information to investors and contains management and financial information, 

as well as future business plans; it is not intended to solicit investment. When making actual investment decisions, please do 

so based on your own judgment. 

The Company’s plans, strategies, and judgments contained in this document, other than historical facts, represent the 

Company’s current views regarding its future outlook. They are based on information, assumptions, and judgments currently 

available to the Company and involve various risks and uncertainties. Therefore, actual results and performance to be 

announced in the future may vary due to various factors, including changes in the future business environment.

The information contained in this document is subject to change without notice. Neither the Company nor the information 

providers shall be liable for any damages incurred as a result of relying on this document.

SanBio Inc.  

Administration Division

 Email: info@sanbio.com 
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