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What is ARO Alliance for ASEAN & East Asia (ARISE)?

Platform of Academic Research Organization (ARO) for Medical

Innovation that jointly promote quality and quantity of clinical
studies in the Asia region

Definition of the Academic Research Organization (ARO) (New Japan Scientific Glossary)

Organizations that promote and support clinical trials in academia, including universities and research
institutes

» Universities (academia) that conduct clinical trials by making use of their many specialties and
characteristics

© 2018 National Center for Global Health and Medicine 3
NCGH



Background

Japanese and APEC policies

O Japanese Government Policy & Initiatives
Japan Revitalization Strategy, Health and Medical Care Strategy, Asia-Africa Health Initiative, Task Force for the Promotion of Harmonization of International
Regulations, International Pharmaceutical Partnership, Ministerial Conference on International Threats against Infectious Diseases, etc.

Government Departments:

MHLW: Research and Development Division, International Affairs Division, Minister's Secretariat, Tuberculosis and Infectious Diseases Division, Medical Device Policy Office, Economic Affairs Division, etc
Ministry of Foreign Affairs (MOFA) : General Affairs Division, National Land Insurance
Ministry of Economy, Trade and Industry (METI): Asia Pacific Division, Trade Policy Bureau

Cabinet Secretariat: Office of Health and Medical Strategy, International Coordination Office on Infectious Diseases

O The Asia-Pacific Economic Cooperation (APEC)

Life sciences innovation forum regulatory harmonization steering committee calls for promoting Multi-Regional Clinical Trials (MRCTs) so that new medicinal products rapidly
become available to patients

4 Multinational cooperation in clinical researches is needed in Asia N
To jointly address common global health issues
To make new medicinal products rapidly become available to patients

4

\_ Establishing an Asian ARO Network -

NCGM (National Center for Global Health and Medicine)
NCC (National Cancer Center)
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ORGANIZATIONAL STRUCTURE

O The Chief Representative is responsible for the overall
leadership and management of the ARISE's operational
and administrative functions.

ARISE Organizational Structure

Chief Representative yresident

O The Strategic Steering Committee advises on the
strategic direction of the ARISE. The committee comprises

representatives of each member institution. . . .
Strategic Steering Committee Secretariat

Scientific Advisory Group

O The Scientific Advisory Group oversites responsibility for
the scientific direction of the ARISE network. The Scientific
Advisory Committee comprises senior investigators of each
member Institution. WG2 Public Academy Private Partnerships

WG3 ARO Site Management

WG4 Clinical Data Management

O Thematic WOI’kiI‘Ig GI‘OUpS are a pivotal mechanism in WG5 R&D Standardization and Harmonization

facilitating ongoing collaborations across sites and reflect ity Manazamen
some of the shared interests of investigators within the b Ll

ARISE Research Network. The Working Groups comprise
investigators and specialists of each member organization. Membar Membar Member Mamber Membar
Institution Institution Institution Institution Institution
Ul

NCGM  SICRES UPM Nagasaki etc..

WG1 Human Resources

O The Secretariat executes, supports, coordinates, and
facilitates the activities of the ARISE network. The
secretariat comprises of a secretary-general and technical
and administrative personnel of the organization.
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Scope of ARISE Activities and WORKING GROUPS

Member organization shall work on the following activities to achieve missions of the ARISE:

(1) Explore possibilities for research collaborations and conduct multicenter-clinical studies

(2) Discuss, share information, make recommendations and publish reports and articles.

(3) Organize trainings, joint conferences, symposia, and other scientific meetings on subjects of mutual interest.
(4) Exchange regulatory information and cooperate with regulatory authorities.

(5) Standardize basic international operation scheme, SOPs, and administration

(6) Explore possibilities for any other cooperative activities to which member organizations agree.

6 Working groups Necessary commitment from member organization
1. WG1: Human Resources (HR) * Nomination of persons in charge
. : : : : » Attendance to (web-based) meetings and paper works
2. WG2: Publlc.—Academlc—Prlvate—Partnersh|ps (PAPPs) e.. Board: Annually~
3. WG3: ARO site management WGs: Monthly~
4. WG4: Clinical Data Management » Cooperate in clinical studies (as per separate agreement)
5. WGS5: R&D Standardization and Harmonization % When conducting joint clinical study among member institutes, other
6. WG6: Quality Management research contracts shall be concluded as necessary.

@ © 2018 National Center for Global Health and Medicine
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Goal & Areas of focus

GOAL: Promoting Medical Advancement by multicenter clinical studies

Initial stage of the establishment
- Investigator initiated & multicenter-clinical trials
- Studies of Japanese products
- Focusing on essential medical products in Global Health field

motivation of the Japan side

International mutual cooperation

In the future
- Promote researches to generate EBM
- Studies of non-Japanese products
- Expanding to cutting-edge techs to address emerging health needs

© 2018 National Center for Global Health and Medicine
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VISION & MISSION

VISION

ARISE contributes to enhancing health and reducing illness and disability by promoting a
network of AROs in the Asian region.

MISSION

ARISE strives to achieve the following missions through efficient and effective collaboration with
member organizations and stakeholders.

3.1 Promotes the integrity, safety, ethics, and quality of investigator-initiated clinical studies.
3.2 Contributes to developing innovative medical products to address unmet health needs and
diseases of public health significance in the region.

3.3 Contributes to improving the resources and capacity of clinical study sites in the region.
3.4 Accelerates clinical studies and improves timelines and processes for authorization.

3.5 Promotes Public-Academic-Private-Partnerships (PAPPs) in the region.

3.6 Bridges the gap between sciences and policy for health.
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ARISE Members

Country Network expansion plan Member Organization NCGM
= Co-
Initial Term 2nd Term 3rd Term .
(2021-) (2022-) (2023-) office
Japan ® National Center for Global Health and Medicine
O Nagasaki University
O Osaka University
Indonesia ® University of Indonesia @
O Mochtar Riady Institute
Thailand ® Faculty of Medicine Siriraj Hospital, Mahidol University @
Philippines ® University of the Philippines Manila a
O Manila Doctors Hospital
O Corazon Locsin Montelibano Memorial Regional Hospital
Vietnam ® National Bach Mai Hospital ®
Malaysia ® Clinical Research Malaysia
Cambodia @ TBD @
Lao PD.R @ TBD
Myanmar ® TBD
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ARISE Members & Partners Large Network in Asia & world

Country Member Organization NCGM Co-office
Representatives of ARISE and PMDA Japan National Center for Global Health and Medicine

Nagasaki University
Osaka University

International University of Health and Welfare
A= Indonesia | University of Indonesia O
; Mochtar Riady Institute
”~ Thailand Faculty of Medicine Siriraj Hospital, Mahidol O
N . University
;:;:;..c::mmm:om ?.:;f:.:.mﬂmm: Philippines | University of the Philippines Manila O

Medicine (NCGM) Agency (PMDA)

Manila Doctors Hospital

Corazon Locsin Montelibano Memorial Regional
= Hospital

éi | N = Vietnam National Bach Mai Hospital O

. : Expected member country---
| g "' Malaysia, India, Taiwan, Korea, Singapore, Myanmar, Cambodia, Laos and so on

Prof. Prasit Watanapa .
e L e - Partner global clinical networks & organizations

Lo iy, Thatand

& Economic Research Institute for ASEAN and East Asia (ERIA)
P # Harvard MRCT Center (Harvard Multi Regional Clinical Trials Center)
& =N _ @ Clinical Research Initiative for Global Health (CRIGH)
‘e‘. id - @ Global Research Collaboration for Infectious Disease Preparedness (GloPIDR-R)
' : - @ European Clinical Research Infrastructure Network (ECRIN)
r{ L { 2 [ # Global Antibiotic Research & Development Partnership (GARDP)
Prof. Hiroaki Prof. Dr. Irawan Yusuf
f:'f,}:::..'.:m:h S e : e Expected partners:--
—, The European & Developing Countries Clinical Trials partnership (EDCTP)
Singapore Clinical Research Institute (SCRI)
Korea National Enterprise for Clinical Trial (KoNECT)

© 2018 National Center for Global Health and Medicine
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ARISE partners

ARISE will strategically pursue partnerships with other research consortiums with a common interest and cooperate in
mutually beneficial activities.

Examples of research consortiums and organizations to be partnered

« Economic Research Institute for ASEAN and East Asia: ERIA
 Japan ARO Council
 Harvard MRCT Center (Harvard Multi Regional Clinical Trials Center) —MOU with NCGM

« Clinical Research Initiative for Global Health (CRIGH) —Cooperation with ARISE through competency for clinical
research specialist

« Global Research Collaboration for Infectious Disease Preparedness (GloPIDR-R) —Participate in the Clinical Trial
Networks Working Group

e European Clinical Research Infrastructure Network (ECRIN)

» The European & Developing Countries Clinical Trials partnership (EDCTP)

« Singapore Clinical Research Institute (SCRI)

« Korea National Enterprise for Clinical Trial (KoNECT)

© 2018 National Center for Global Health and Medicine
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https://www.eria.org/
https://www.aro.or.jp/
https://crigh.org/about-crigh
https://www.glopid-r.org/
https://www.edctp.org/
https://www.scri.edu.sg/
http://kcc.konect.or.kr/main.jsp

Launching of ARISE News articles in member countries

~Kick off meeting (9t Dec, 2021) ~ Nikkei Biotechnology & Business (13 Jan)
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ANTARA NEWS.COM(Dec 31)
Indonesia, Japan ink MoU on solutions
for global health problems

MECRIN
]

We are not only building the foundation for ARISE by
conducting the beneficial discussions but also all the
institutions here can open the opportunity to collaborate for

further elaborative projects.

Depok (ANTARA) - The University of Indonesia (Ul) and Japan’s National Center for Global Health
and Medicine (NCGM) signed a memorandum of understanding (MoU) on solutions for global

health problems.

© 2018 National Center for Global Health and Medicine
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NCGM'’s Clinical Research Portfolio in ARISE countries

Discussion and dialogue

Completed (1)
On-going (18)

Project name

O 00 N OO U M W N

Regulatory survey,
Market search,
Site feasibility,
R&D strategy

. In vitro Antibiotic Susceptibility of Gram-negative Bacteria Isolated in VNM

. Evaluation of the New Malaria Diagnostic Device in THAI (LAMP Study)
. Evaluation of the New Malaria Diagnostic Device in THAI (FCM study)
. Evaluation of the New Malaria Diagnostic Device in THAI for Asymptomatic case (LAMP Study)

. Evaluation of the New Malaria Diagnostic Device in THAI for Asymptomatic case (FCM study)
. Clinical Detection Performance & Usefulness of Novel Coronavirus RDT kit in the PHL 1

. Clinical Detection Performance & Usefulness of Novel Coronavirus RDT kit in the PHL 2
. Clinical Detection Performance & Usefulness of Novel Coronavirus RDT kit in the PHL 3

. Clinical Detection Performance & Usefulness of Novel Coronavirus RDT kit VNM

10. Study of Clinical Performance of COVID-19 LAMP Comparison with RT-PCR in The PHL
11. Study of Clinical Performance of COVID-19 LAMP Comparison with RT-PCR in IDN
12. In vitro Antibiotic Susceptibility of Gram-negative Bacteria isolated in VNM 2

13. A Phase 3 Study of Recombinant Spike Protein for the Prevention of COVID-19 in the PHL & VNM

14. A study of efficacy of Aminolaevulinic acid for Malaria in THA

15. Neonatal Sepsis —Empiric treatment strategic public health trial in VNM

16. Study of Virtual Reality Therapy for Depressionin THA
17. A Phase 3 Study of Efficacy and Safety of the Drug for Mild COVID-19

18. Study of New Antibiotics for AMR in ASEAN

19. Study on Prediction of COVID-19 Severity by Inflammatory Cytokines

20. International Development of RDT Kits for Influenza and SARS-CoV-2 Antigens in ASEAN

21. New Bio Marker “Laminin y2 Single Chain” R&D for Hepatocellular Carcinoma

22. Ovarian Cancer Marker Development in ASEAN

23. Umblllcal Cord derlved Mesenchymal Stromal CeIIs Therapy for COVID 19 Related ARDS

24. Development of HbA1c & Other Testing Device for diabetes Mellitus in ASEAN

as of Jan 31

End-to end support from clinical trial phase to market

Pre- Study design, IRB,
consult Protocol drafting. Contract.
ing Dossiers creation System devlp.

Regulat\

ory

approva /
|

Marketing
strategy

Monitoring,
Analysis, CSR

2019458 (FPI) ~2019128 (LPO)
20194118 (FPI) ~2022488 (LPOFE)
20194118 (FPI) ~20224E8H (LPOFE)
2020428 (FPI) ~2022488 (LPOFTE)
2020428 (FPI) ~2022488 (LPOFE)
2022418 (FPIFHE) ~202244A (LPOFE)
2022ﬂ51)§ (FPIFTE) ~2022£4R8 (LPO%TE)
202218 (FPIFIE) ~20228448 (LPOFIE)
2021498 (FPI) ~20214128 (LPO)
2022418 (FPIFE) ~2022%48 (LPOFIE)
2021488 (FPD) ~20226F48 (LPOFE)

Under protocol development /1,600
Under site identification / 54,000
Under pretocol finalization Y74
Under protocol finalization /30@0
Under pretocol finalization /1004 F :

Under sité identification /1,000

now

now

Under budget negotiation & under protocol development

now
now

Under budget negotiation & under protocol development

1,262/1,300 Publication
-236/350 ‘

1,537,/3,300
/150
/150
/150 |

200/150
/100
96/100

Investigator-Initiated
Clinical Trials

now  # of subject enroIIed/Target # of subject



(Actual & Expected) Sources of Operational fees and Research fund

Japanese Public Funds )

€ Operating expense subsidy by MHLW
‘ AMED (https://www.amed.go.jp/en/index.html)
€ ERIA (ntips://iwww.eria.org/)

International Funds Each country’s domestic budget

€ Domestic funds

>} ARISE  ARISE

 # Gates Foundation | |4 Domestic research
& GHIT i

g 0

Promoting R&D

Company's R&D budget

€ Medical Device company
€ Pharmaceutical company

© 2018 National Center for Global Health and Medicine
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ARO Alliance for ASEAN & East Asia (ARISE)

ARISE Chief Representative @

NCGM
DT -
ARISE Secretariat =
Eiii?iiiﬂi'Eitiejf(éﬁmN) 1 3 0T "« Investigator-Initiated Trials
.., B 'C(?Qperatlon.'jj'_":.--:--- -~ * Research Strategy
oy E' ecrln Cooperation with' 7/ with Japanese qu?ﬂhﬂl}ﬁ?&ﬂﬁé _* Capacity Development
: global clinical 'j_..forganlzatlons <o s s wovens wosmiaff e PAPPs
Ul e research networks AN :
Ji C[ini'c'al Resgarch .Iniﬂative'for .o R ' * RGgUlatory CO”SUltatlon
/~flobal Health (CRIGH) j|CA ' - ' .
L T | ) ; } o o L
ST c"'c‘” AR' SE o Accelerate in Asia - Quality SR EE SR
_+* Health Diplomacy

Research collaboratlon W|th AS|an countries
Establlshment of NCGM offices in Asia

Indonesia office, Vietnam office, Philippine office, Thai office, Faculty of
University of Indonesia Bach Mai Hospital  University of Philippines Medicine Siriraj Hospital,
© 2018 National Center for Global Health and Medicine Man”a MahldOI Un|VerS|ty ARISE Members
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ARISE Organizational Structure =S =L .
Chief Representative — , — \

ARISE DX A7 /s EBAR AL AR

pezae  ©

Strategic Steering Committee Secretariat & S

Scientific Advisory Group

WG1 Human Resources |~ =—&==%= > % v toa—_ v :/_E%E ‘ %.EEER

WG2 Public Academy Private Partnerships

WG3 ARO Site Management

WG4 Clinical Data Management Lo .
WG5 R&D Standardization and Harmonization |== == == m= == - ARISE-PMDA joint symposium

WG6E Quality Management ;\Eéjﬂ%ﬁﬁ\ }E;’E’ﬂ:

Member Member Member Member Member
Institution Institution Institution Institution Institution

© 2018 National Center for Global Health and Medicine
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Competency | Language of Cooperative organization
assessment Competency
survey Translation
ARISE/ Thai Thai Mahidol University, Faculty of Medicine Siriraj Hospital
SISl Indonesia Indonesia The University of Indonesia, Department of Pharmacology and Therapeutic Pre-
2021~ 2022 % | — : Clinic :
128 Vietnam Vietnamese Bach Mai Hospital
ARiSE The Philippines (English) The University of Philippine Manila, National Institute of Health
DRC (French) The University of Kinshasa, faculties of Medicines and Pharmaceutical Science
CRIGH Project 2 o Japanese NCGM, Osaka University, NCC
(2016"’) ( \ French draft translation by F-CRIN (France) — Proofread by KCE (Belgium), LIH (Luxembourg),
SCTO (Switzerland) and IRESSEF (Senegal) - Contacts currently being identified for
CRIGH proofreading by Morocco and Canada
Portuguese draft translation by PtCRIN (Portugal) — Proofread by Fiocruz (Brasil) — To be proofread by
e Leader: Mr. Allan Wirsdorf of F- CISM (Mozambique) and Angolan contact currently being identified
CRIN Italian draft translation by Mario Negri and ISS (Italy) — Proofread by IFO - Regina Elena and San
Gallicano Research Institutes (ltaly) — To be proofread by SCTO (Switzerland — Lugano
+ Supported by Harvard MRCT CTU)
Center Spanish translation by APEIC (Mexico) of v3.0 already available (APEIC contacted for
complementary v3.1 translation) — To be proofread by Spanish professionals
» Global Survey was done by | German translation team currently being set up (Austria, Germany, Luxembourg and Switzerland
Harvard MRCT Center (2016. (the last two having agreed to participate))
2020) Russian draft translation by ACTO (Russia) / Proofreading ongoing
Korean contacts currently being identified (KoNECT)

L[] o]

\/] B MULTI-REGIONAL
CLINICAL TRIALS
;F!E'\4 "'-‘3 U HOSPITAL

JTF Core Competency Framework for
Clinical Research Professionals

Scientific
concepts &
research

Communication

& teamwork
Investigational
products
development &
regulation

Clinical study

operations

(GCPs)
management
& informatics

Study & site
management

Self-assessed Competencies of Clinical Research
Professionals and Recommendations for Further
Education and Training

=n A Sonstein ', Elias Samuels <, Carmen Aldinger ', Sarah A White ', Barbara E Bierer # *

Affiliations 4 expand
PMID: 35357687 DOI: 10.1007/s43441-022-00395-2



