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Senior Research Fellow

ARISE Research Coordinator

Department of International Trials, Center for Clinical Sciences,

National Center for Global Health and Medicine, Japan

Sifa is an Obstetrician, Gynecologist, clinical epidemiologist, and Trialist.

She oversees clinical research coordination in the ARISE international network and
the design of international training courses for clinical trial professionals.

She has more than 10 years of experience in epidemiological and clinical studies,
and her research are published in international peer-reviewed journals.

She is also a researcher of the Japan Environmental and Children Study “JECS”, the
ongoing Japanese birth cohort study that scrutinizes the effect of environmental
factors on children’s development.
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The views and opinions expressed in the following PowerPoint
slides are those of the individual presenter and should not be
attributed to the National Center for Global Health and Medicine
(NCGM), its directors, officers, employees, volunteers, members,
chapters, councils or affiliates, or any organization which is
mentioned in the presentation.

These PowerPoint slides are the intellectual property of NCGM
under copyright laws. Used by permission. All rights reserved.
NCGM, the NCGM logo, and the ARISE logo are registered
trademarks of the National Center for Global Health and
Medicine.
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Japan Institute for Health Security

The Japan Institute for Health Security (JIHS)

« Enhancement of collection and evaluation of the status of infection in Japan and overseas
 Foundation for research promotion and development
 Core of clinical trial networks

T @/NID

NATIONAL INSTITUTE OF INFECTIOUS DISEASE!

National Center for Global Health and Medicine | National Institute of Infectious Diseases

« Two Hospitals, a Research Institute, a College of
Nursing, and a Center for Clinical Sciences. - Conducts basic research on infectious diseases

« Three specialized centers for Infectious Diseases research and services to support health policy

« Diseases Control and Prevention Center Functions
(DCC)  Surveillance of infectious diseases

« AIDS Clinical Center (ACC)  National certification and inspection services

« The Research Center for Hepatitis and  International cooperation-related services
Immunology « Training services, etc
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| ARISE

Academic Research Organization (ARQ) Alliance
for Southeast and East Asia (ARISE) for pandemic

preparedness



ARISE

Center for Clinical
Sciences (CCS)
NCGM
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2 | A Comprehensive International Multi-layered Clinical
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2| Goals of ARISE

@
AR | SuEEnsure and maintain the integrity, safety, ethics and quality
of Investigator-initiatéd clinical trials

0 Collaborate with industries to participate and conduct clinical
trials

O Ensure the capacity of resources for clinical trial
Implementation
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Goals of ARISE

®
AR i SE Ensure and maintain the integrity, safety, ethics and quality
of Investigator-initiated clinical trials

0 Collaborate with industries to participate and conduct clinical
trials

O Ensure the capacity of resources for clinical trial
Implementation

\0\ Governance ARISE Is funded by the Japan Agency for Medical Research and
Development (AMED)



| -
ARISE Strategies
ARISE

o Facilitating the conduct of clinical trials for infectious Diseases

Q Ensuring the capacity of resources for clinical trial implementation

Q Conducting discussions with national and international stakeholders
responsible for clinical trials in the event of a pandemic

Q Assigning a liaison officer capable of fostering good relationships and
effectively coordinating with key opinion leaders of respective member
Institutions
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ARISE Activities

® ARISE Member’s Regular Meeting

® Capacity Development

® Clinical Research Project development

® Clinical study consultation

® International Infectious Diseases Forum
(1IDF)

Study consultation

__________
- ~~~

-~ -—
-

NCGM | CCS | Department of International Trials 2024 ©.




Thailand

Clinical Study Projects

IICS: Investigator initiated clinical study
CISC: Company initiated clinical study

Regulatory survey, Study design
Market search, Pre- y gn, IRB, Contract, Monitoring, Marketing Regulatory
. N . Protocol drafting. .
Site feasibility, consulting > System development Analysis, CSR strategy approval
Document creation
R&D strategy
I 2019 2020 2021 meeeeessssssssmm 2027 s 2023 ﬁ

Gene test for Malaria (2 trials)

Gene test for asymptomatic Malaria (2 trials)

Treatment drug for Malaria
VR digital therapy for depression

IICS, project management
IICS, project management
|ICS, project management

|ICS, project management

Protocol development support

IICS, project management ,FPI

Vietnam

AMR Surveillance (1) ['Project management

IVD for COVID-19
AMR Surveillance (2)
epidemiological study for Neonatal sepsis

Development for ozone disinfectant

1,262/1,280

IICS, project management -

CIT, Project management
CICS, Site identification

CICS Project management, under FDA review

Philippines

IVD for COVID-19 (4 trials)

IICS, project management

IICS, project management
IICS, project management

IICS, project management

Indonesia

Colombia

MPOX vaccine

IICS, project management, FPI



Comprehensive Capacity Building
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Competency Framework Translations

JTF Core Competency Framework for
Clinical Research Professionals

The Joint Task Force for Clinical Trial Competency (JTF) is an international
team of investigators, educators and clinical research professionals that
has developed a framework that defines the knowledge, skills, and

attitudes necessary for conducting safe, ethical, and high-quality clinical
research.

Collaborators:
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321 registered organizations for
Public-Private-Academic Partnership

International Infectious
Diseases Forum (11DF)

Seed-Need Matching

[IDF promotes international
development through public-
private-academia collaboration.
Experts provide the latest
Information and  exchange
opinions among relevant parties
such as companies and medical
and research institutions.

National Center for Global Health and Medicine, Japan
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« Discuss vaccine trial implementation

ARiSE « Share updates on clinical trial activities in the
Venie: Mooting foom 1958 Clinical Trials Network
TANNEIAL  reccorch comer g A « Discuss plans for Clinical Trials Network
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« Share other topics of mutual interest

Participants

» ARISE members (Steering Committee and
other members)

* Guests: Ministry of Health, Labor and
Welfare, AMED, Embassy of Japan in
Thailand, NCC, PMDA

* Guests from SIRIRAJ (Mahidol Trop Med,
National Vaccine Institute, Thai FDA, etc.)

Vaccines trials for pandemic
preparedness in the
RISE network

PROGRAM OUTLINES
 Steering Committee and General Assembly
 Vaccine Trial Workshop "Mpox Vaccine Trial: Scenario-Based Case Study Analysis*

 NCGM-SICRES Joint 5th Clinical Research Symposium: "Challenges and Solutions in
Vaccine Trial Conduct: Practical Strategies to Achieve Optimal Results"




ARISE T HANK YOU

Contact Us:
ARISE SECRETARIAT OFFICE
Department of International Trials (DIT)
Center for Clinical Sciences
National Center for Global Health and Medicine

1-21-1, Toyama, Shinjuku, Tokyo 162-8655 JAPAN
Tel : +81-3-6228-0445
e-mail: arise@hosp.ncgm.go.jp

dit-info@hosp.ncgm.go.jp

https://arise.ncgm.go.jp/
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