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CMIC Group Overview
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Founded
1992
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Proven Track Record

Involved in nearly

80%

of new drug
development

in JAPAN

The Only

end-to-end
JAPAN

MARKET ENTRY,
solution
provider

Largest regulatory
consulting and
medical writing

team in JAPAN with

200+

Experts

One of the

Largest
CROs

in JAPAN with
leading
ICCC studie‘

Involved in nearly

/0%,

of new
'ONCOLOGY «

drug development™

in JAPAN

The Only

CRO in JAPAN
with CMC,
bioanalysis,
and nonclinical
services

Among

Top 3
largest CDMOs
in JAPAN

18+ Years

of continuous
commercial
manufacturing
and drug
development
services in

the U.S.

The First CRO in
SOUTH KOREA

with experience in

700+

Studies

Completed

400+

oligonucleotide !

assays in

2nd Largest
CSO in JAPAN
with

sales reps,

nurses, and MSLS
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End-To-E i i tnerinJ -y,
The Only End-To-End Pharmaceutical Solution Partner in Japan »

Filling/Approval Post-Approval

Pre-Clinical

Consulting Service
* Drug development consulting e Medical devices consulting e In vitro diagnostics consulting o Regenerative medicine consulting

e Japan/Foreign market entry e Out-licensing to other pharma o CMC consulting e Product life cycle management
o Interview/research with physicians, paramedical, patients and families

Regulatory Affairs e Regulatory submissions and correspondence
Laboratory Clinical Trials Laboratory Consulting Commercial Supply ~ Post-Marketing
Surveillance and
. . . . Clinical Research
Formulation Investigational Product Site and Patient Medical Writing Medical Affairs
Design Manufacturin SERRaL i
g g Site and Patient Sales and Marketing

Medical Affairs Support

Comprehensive Pharmaceutical Solutions

Pharmaceutical Value Creator Model

D cmic



Beyond CRO -Transforming into an Asset Value Partner-

Value Delivery: The Goal for Japanese CROs

Development Feasibility in JP? Target Disease Epidemiology in Japan?
Navigating the PMDA Consultation Process? Optimizing Site Selection for Clinical Trials?
Strategies for KOL & Medical Society Engagement? Strategies for Post-Marketing Data Collection?

Bringing Global Science to Enabling Value Creation

Japan

Assets In-licensed from Development Regulatory Conducting Launch Maximizing
Global Pharma Feasibility Strategy Pre-Cli/Clinical Preparation Post-Launch
Assessment Trial Value
US/EU EBPs Feasibili PMDA Site Selection/ KoL/ PMS/Safety/
easibility consultation/ Recruitment/ Disease RWD
Development Operation Awareness/
Strategy Promotion

China originated
Innovation

Specialty/Orphan Drugs
CRO CRO-SMO CRO-CSO CRO-CSO

A CRO Dedicated to Enhancing Asset Value in Japan
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Stakeholder Targeting 150 initial CTNs for Global clinical studies annually by FY2028
Alignment (Cabinet Decision, February 18, 2025)

Strengthening the Clinical Study Infrastructure for Smooth Execution of Global Clinical Studies

B Transitioning to Global Standards for Clinical Study Procedures
€ Implementing Results from the Clinical Trial Ecosystem Promotion Project
* aSmooth Transition to a Single IRB System
* Eliminating "Over-Quality" (Redundant Japan-Specific Procedures)
* Standardizing Study Documents (ICF, Clinical Study Agreement, and Related Materials)
€ Enhancing Cost Transparency through FMV-Based Task-Driven Costing
€ Accepting English Documents
B Improving Patient Recruitment and Enroliment Efficiency
€ Implementing Decentralized Clinical Trials (DCTs)
@ Leveraging Healthcare Databases
@ Establishing Joint Clinical Trial Frameworks with Asian Countries
B Streamlining Clinical Study Execution
€ Utilizing Al to Accelerate Timelines While Ensuring Quality
B Human Resources
€ Strengthening HR Training and Development
@ Leveraging Global Talent

To advance Global clinical studies in Japan, all stakeholders—including medical institutions, sponsors, SMOs,
and CROs—must look beyond minor differences and unite in adopting global standard methodology.
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