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ARISE Member Institutions
Faculty of Medicine Siriraj Hospital, Mahidol University ARISE

® Focal Point

I Contact Information

ARISE Secretariat:

® Representative Email: arise@hosp.ncgm.qgo.ip

ARISE Member Institutions
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Faculty of Medicine Siriraj Hospital, Mahidol University ARISE

i IInfectious Dicenses Clinical Triale = Trinke ARISE Members and Partners Profiles
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aChleVementS and CO"abOrathnS ® 2021- Now, 62 Investigational drug / Biologics / device

development studies and 166 non-Investigational studies.
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SICRES is an academic clinical research institute
established in 2020and operating under the Faculty.

SICRES conducts clinical research at international
standards and offers a clinical research services that
covers entire clinical R&D from feasibility studies to
clinical operations for all phases of clinical trials,

= Trials by infe

RSV (1 recruting)
COVID-19 (Complete

HPV (Not recruiting)

Dengue (Not recruitit

The Faculty of Medicine Siriraj Hospital stands as
Thailand’s oldest medical institution (founded in 1889).

Three hospitals are under the Faculty of Medicine
including Siriraj:

1. Piyamaharajkarun Hospital,

2. The Golden Jubilee Medical Center

3. The Siriraj Academic Center of Geriatric Medicine.
It serves Bangkok population and other surrounding

regions with 3.8 million outpatients per year and has a
bed capacity of 2,154,

The faculty has 18 affiliated hospitals and collaborates
with 7 major Clinical Research Centers under the
National Clinical Research Network.

In 2021, the University’s Institutional Review Board
(IRB) was accredited by the Association for the
Accreditation of Human Research Protection Programs
(AAHRPP).

bioequivalence study management and Regulatory
submission.

SICRES has been accredited with ISO9001:2015 (in
2021).

Research personnel

20 Principal Investigators for Infectious diseases
21 Clinical Research Coordinators

1 Clinical Research Associate

2 Data Managers

2 Biostatisticians

Infrastructures

Well-equipped phase one trial 30-bed unit

IT services and EDC system

Laboratory with freezers and refrigerators

Record, Investigational Product and sample storage
Power back-up
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ARISE Secretariat Coordinator The Philippines Liaison Officer Vietnam Liaison Officer
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Indonesia Liaison Officer Project Planning Officer Thailand Liaison Officer
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ARISE HBRERIKERDIZOHDHBERITAT : ARISE Investigator's Group

An observational study to clarify the clinical prognosis and molecular epidemiology of bacteremia due to third-
generation cephalosporin-resistant (3GCR) Escherichia coli and Klebsiella spp
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HIPOCAMP STUDY: BFRRFHONMAMNTK (EEPRER)

<MRFRZHRE> BREFRVANINADBFRETFHDOLHDT JRENIESHIIBICEIT 520D HEEZ LTS
Zhitiasi )5 A9 — AF RIC LB AR

STUDY DESIGN ANC: HBsAg-pos, HIV-neg HBsE B IEiTiE
1B ®
Randomisation
— HBSHURIBIEE ' OHBOTAG- CHYTIHALS
Treat all RDT(C TR E/aRAT HBs#URPR EITFER3,2000 : 80kEzS x 4041
BEER(ETRE))
Eligibl‘e/for Ineii;ible for <BAFTAARI>
antiviral antiviral 36N A (3%Ffdl; 2025108 IR F7E)
<KIERE>
Antiviral Antiviral No antiviral ,t;g-bj Z&%ﬁ Ij ;:;l%ﬁ?’f( itt_o;al\)h>ﬁ§7\
prophylaxis prophylaxis prophylaxis - a3
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Child HBV infection at 9 months
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HIPOCAMP PILOT STUDY: NCGM Involvement

HIPOCAMP STUDY
ORGANIGRAM

Target Countries

C NCGM/AMED
as Co-Sponsor
for the pilot study
k in the Vietham )

q Cambodia ] Vietnam .
q Cameroon ] ™

Hai Phong Medical University
(HPMU)

\

Togo ]




HIPOCAMP PILOT STUDY 2024: Results
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HIPOCAMP STUDY 2024

HPMU Visit
Closure Meeting
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ANRS|MIE Department of Research in
Public Health and the Human and Social Sciences

Contact for this issue: Simon AMADOR-PAZ
Tel: +33 (0)1 5394 80 78

E-mail: simon.amador-paz@anrs fr

Subject: Support for the HIPOCAMP study

Dear Dr. Hideyo MIYAZAKI,

NS
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Dr. Hideyo MIYAZAKI
Director, Center Hospital, National
Center for Global Health and Medicine

Paris - March 10, 2025

The ANRS 0562s HIPOCAMP study, entitled "HBV Universal vs Point-Of-Care-based Antiviral Treatment to Prevent
Mother-to-Child Transmission: a Multi-Country Cluster-Randomized Non-inferiority Trial", is a public health
research initiative set to be conducted in five countries: Céte d’lvoire, Togo, Cameroon, Cambodia, and Vietham.




HIPOCAMP STUDY 2025

Monitoring Plan SOP (ANRS) Monitoring Plan
\
ﬁ Collaboration with the
¢ ) Country Study
| ’
Vletnam (H P M U) » 1 Country Study Coordinator (100%) /country
1 Clinical Research Center (CRC) /country
» 4 Monitors (100%) /country
SAFETY OVERSIGHT
» 1 Country Clinical Coordinator
(20%) /country
Monitor #1 Monitor #2 Monitor #3 Monitor #4
ﬁﬁﬁﬁ ﬁﬁﬁﬁ ﬁﬁﬁﬁ ﬁﬁﬁﬁ » 16 Local Site Investigators /country
(4 sites - arm (4 sites -arm 1 (4 sites - arm 2) (4 sites - arm 2)
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Thank you

Impossible to prepare and respond to threat of infectious diseases by one
country alone.

International collaboration is essential for pandemic preparedness.

Our effort and cooperation make everything possible.
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C | | n |Ca | StUdy P rOJ eCtS IIS: Investigator initiated study

CSS: Company Sponsored study
Regulatory survey, -
Market search, Pre- Prcs):cl:ggll ﬂ?:'é’i';’ IRB, Contract, Monitoring, Marketing Regulatory
Site feasibility, consulting D t t'g\ System development Analysis, CSR strategy approval
R&D strategy ocument creation

I 2019 . 2020 NN 2021 e 2027 . 2023 2024 *

IS, p_nanagement 350/350_

IIS, project management 350/35(_

Gene test for Malaria (2 trials)

. . . IIS, project management 3,315/3,3000 - - - - ------------ >
Gene test for asymptomatic Malaria (2 trials) g J 2 /
IIS, project management 3,315/3,30(- """""""""" >
Thailand Treatment drug for Malaria Protocol deve|opment lepport ------------------------------------- >
VR dlgltal therapy fOI‘ depression I1IS, project management ,FPI 32/100 -
AMR Surveillance (1) Project management 1,262/1,280
IVD for COVID-19 I1S, project management ~ 205/150 By--..---..... >
AMR Surveillance (2) CIT, Project management 1,266/1,300
epidemiological study for Neonatal sepsis ESSESIENdEntification ~ Preeeeeseesssnnssssnaaaes >
Vietnam
Development for ozone disinfectant CSS Project management, under FDA review
I1IS, project management 150/150 @ eeeseeees >
. IIS, project management 150/150 SRR >
, IVD for COVID-19 (4 trials) _ o /
IIS, project management 150/150 @ eeessees >
Philippines 3
IIS, project management 76/75  Dreeeuuees >
IIS, project management 180/175 - --------- >
IVD for COVID-19
INAONESIa . o o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e Y Y e Y Y e e Y M Y e e e e Y e e Y Y € Y Y M M M M M M M e
- MPOX vaccine IS, project management, FPI .'>
556/9,000 25

Colombia
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