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The Democratic Republic of the Congo

Nsengi Yumva Pierre-Michel Ntamabyaliro

[Current position]

Study site coordinator, Co-Principal Investigator

INRB

Lecturer at University of Kinshasa, Pharmacovigilance Unit
[Degree(s)]

MD, MSc Specialty: Pharmacovigilance and Pharmacoepidemiology

Mata Junior Mboloko

[Current position]

Lecturer at University of Kinshasa,

Consultant at Department of Obstetrics and Gynecology
University of Kinshasa

[Degree(s)]
MD, MSc
Specialty: Obstetrics and Gynecology

Vietnam

Thi Hong Linh Le

[Current position]
Consultant at Center for Tropical Diseases, Bach Mai Hospital

[Degree(s)]
MD,MSc
Specialty: Infectious and Tropical Diseases

Ngo Van Cong

[Current position]
Consultant at Department of Otorhinolaryngology- Head and Neck Surgery, Cho
Ray Hospital

[Degree(s)]
MD, PhD
Specialty: Otorhinolaryngology

Indonesia

Maria Lawrensia Tampubolon

[Current position]

Consultant at RSPI Prof. Sulianti Saroso Hospital
External Research Coordinator in Research Unit
RSPI Prof. Sulianti Saroso Hospital

[Degree(s)]
MD,
Specialty: Neurology
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Indonesia

Melva Louisa Simbolon

[Current position]

Research coordinator, Department of Pharmacology and Therapeutics,
Secretary for Doctoral Program in Biomedical Sciences, Faculty of Medicine
University of Indonesia

[Degree(s)]
Pharmacist, MSc, PhD
Specialty: Pharmacology

Dina Nilasari

[Current position]

Staff and lecturer, Department of Internal Medicine Hasanuddin University
Teaching Hospital

Mochtar Riady Institute

Consultant at Outpatient Clinic Nephrology-Hypertension Unit, Wahidin
Sudirohusodo and Hasanuddin University Hospital

[Degree(s)]
MD, PhD
Specialty: Internal Medicine, Nephrology

Philippines

Maria Elizabeth Panlaqui Mercado

[Current position]

Lead faculty for Biostatistics and Instructor of Clinical Epidemiology, University of
Santo Tomas Faculty of Medicine

University of the Philippines

[Degree(s)]
MD, Masters in Advance Study (MAS)
Specialty: Clinical Research

Gelza Mae Almario Zabat

[Current position]

Consultant at St. Luke's Medical Center

St. Luke’s Medical Center

[Degree(s)]

MD

Specialty: Internal Medicine - Infectious Diseases

Jay Ron Olegario Padua

[Current position]
Consultant at San Lazaro Hospital

[Degree(s)]
MD
Specialty: Pediatric Infectious Diseases

Comprehensive and collaborative training on medical innovations adapted to challenges of clinical trials in Asian and African countries | Jan.18-31, 2020 | 2nd edition
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Thailand

Weerawat Kiddee

[Current position]

Associate Professor of Ophthalmology, Glaucoma Unit

Deputy Head of Department for Research, Department of Ophthalmology
Faculty of Medicine, Prince of Songkla University

[Degree(s)]
MD
Specialty: Ophthalmology

Noppadon Tangpukdee

[Current position]
Associate Professor Department of Clinical Tropical Medicine, Faculty of Tropical
Medicine, Mahidol University

[Degree(s)]

B.N.S. (Nursing and Midwifery)
MSc (Medical Toxicology)
Diploma (Medical Microbiology)
PhD (Tropical Medicine)

Suvimol Niyomnaitham

[Current position]

Consultant Siriraj Clinical Research Center (SiCRC)

Lecturer and researcher at Department of Pharmacology
Principal Investigator in clinical trials and bioequivalence studies
Faculty of Medicine, Siriraj Hospital, Mahidol University

[Degree(s)]

MD

MSc (Clinical Epidemiology and Biostatistics)

PhD (Pharmacoepidemiology)

Diploma on Research and Development of products to meet Public Health Needs

Japan

Chisa Tabata

[Current position]
Associate Professor Center for Global Health, Department of Medical Innovation,
Osaka University Hospital

[Degree(s)]
MD, PhD
Specialty: Obstetrics and Gynecology, Medical Genetics
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Capacity Building in Each Partner Country How to sort trash

Learn about drug/medical device development and clinical research settings in Japan
which leads to quality in international cooperative clinical research
2019 participant countries/institutions

DR Ce N
RN = Note: You can drink
University of Kinshasa the tap water in Japan!
Indonesia
Short-term training program in 2019 for 10 doctors from 5 main University of Indonesia _—
Sulianti Saroso Hospital

partner countries

ing Center: MRCT seminar 2019 Philippines
ICGM-NCO) University of the Philippines ,
ory in St. Luke's Medical Center
Thailand —
Mahidol University —
Prince of Songkla University

In total, 24 trainees have participated in the program since 2016. Yein
Each country’s trainees who know the actual setting in Japan [t (1 o)
have established the network through cross-border partnerships. (it Gy [itesplfel
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B JOINT TASK FORCE FOR CLINICAL TRIAL COMPETENCY: https://mrctcenter.org/clinical-trial-competency/

Dr. Noppadon Tangpukdee, Faculty of Tropical
Medicine, Mahidol University, Thailand H*% ®
aAXV b
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FDB1=0, EXHYZDEENEZIC(TIZ7-8D
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Competency wheel by Joint Task Force for Clinical
Trial Competency of Harvard MRCT center

Muchanga Sifa Marie Joelle MD, PhD
Narita Chie, RN, ACRP-CCRA

K 2a: feRitB O O BT —BN

Competency domains for the Clinical Research
Professional
3 levels of skills (A,B,C)
domains 47 core competency
statements

X 2b: FRARRBOI VY ETF Y —FT A R Ay vay X 2c: BRpREBR O 0> 7 v o — 5
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Technical Cooperation
Projects
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Characteristics of the malaria diagnostic tests

Sensitivity

Time
required

Field
friendliness

da: VEER - 5 U TR OESHEN Adb: =7 U TEZWHEOBN
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DHDET, trALEHEZH LI LTHRZERTIHEDNHY . ZOBRICEVWTRIZOREICEART S & &
BmYES,
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RANSSMLI-THEEICHEEIE R > TIEE, RBREEERE L TOTE RV RFZOBNDOE, REICERL R
REEHBLTEEZ L, ABREETEME L TORBRICEDE, 7O FaLDERDG OABREREDORYHFEREI T, &
FEEE L TORENIODVWTGRRTIEE, HEERETDOT A RAy ¥ avaERELE LT

Dr. Maria Lawrensia Tampubolon, Sulianti Saroso Infectious Diseases Hospital, Indonesia *5 @D X/ b ¢

“5 U PHEICIL ZOBH. 2L TR LV BRESFEL £, FNTNOESFEOBREEMAL THICHIE,
BHL TL LA ETHAITT,

ba: ¥ £ F Y RPIC & 2HBREEEMOREBN Sb: A ¥ &—F 3 aF A bSATAEIILBZADTRS 2 b+
B
Framework
Collaborators Sponsor Study site
- DIT ﬂ

+ Protocol Development

p==ch g +  Document Reviews (e.g.

+  Study implementation

+ Investigational products Protocol, Procedure) * Document Reviews (e.g.
+  Automated Hematology * Regulatory and Ethical o 00 d
Anayer Obligation rotocol, Procedure)
o Velaria LAMPGE *  Project Management + IRB Correspondence
*  Document Reviews (e.g. «  Site Visits and Study IR
o *  Reporting of Safety Data
Protocol, Procedure) S e
*  Quality Management *  Analyze the data

+ Data Management
+ Reporting of Safety Data
+ Study Budget

+ Study Cooperation

gn ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
Bc: SERFTEEAT & I 5d: NCGM D& A (2515 709 = & F OFEH
25 EERRREL>Y— (DCC)
DCC TIRFRELMERORENEESINE L7, PETO COVID-19 DRiTZ A, DCC DIFE)D T HEFICER

FEICBIT 2 BADREI PR NISOREHICEREH T, BENTHONE L7, DCCIE. SELRRRBECHE~
OWHE, BEXWIGF — LDBE, MENEOFIECERE L EICOVT, BRICEDVWIRVBER EWEEZIT-oTE
F L7, THMEEIZHFIC DCC D BEEH A DIIS I & 4R - 7B B ~ D HITHE & fkiiHME IC Bk e R L TWE L7,
TARAYavid, BYLGHEEZZITBENBRNETE 2L ) BWEBFHZHITT 276, BEORRKIZE
DESITHBLTWEDHEEICH RV F LT,

BREF TR, mERMREZFHRILE L, RERICRIEFREZERET S I LA TE 2 LRAKIC, RrPOER
ESADRBEMZMIFT 2L E2ERLAKBER>TVLDE, SiBRERITH LT,

Dr. Antonio Villanueva, Department of International Trials, NCGM, the Philippines *5>® a3 X > | :
“EERIGEENFINZZENHY F L, COVID-19 BFEIICARICEBEL/-ZA I TE27=006THh Y,
HEEIZEERIBEICTI bR ) L LY F L7z, ABEEIZSHHAD IO S IIEDEIEICIL > THEZH -
TWEY, HEEIZE. FBEICAENBELEL,




2. NCGMPuo~7Os>4 A

6a: EIFRRARIE L v & — DIEEN D —1P 6b: ERRRRIE 2 —(C & BHRk4 WERY A DB

26 BERMAEtEYY— FT—I9HALITVRER

TR OBEOHERIZEBRRS TERAT I IET Y R BET IBOMNBAEHTT, BHOLHBIXEFIC, BEELL
1BFT—RWEV AT LEWLK DD TRBNTEZ X LT, AT IV AT LORERECT — X DERGEIZHRED
EZAICE2TERYEFTD, IREBLT RV A TV TARMDBERII 2= —arvhiEVEBEOSWT—4%
B27-00 [B] thDZLlE MRETHIMBEDONIEZIZ A v -V e L1

Dr. Weerawat Kiddee, Prince of Songkla University, Thailand h5®a x>/ |k :
“(HIFEICHITB) ERRGFGEGEERLZF L TERL TWS IS, BBRT — X EET IZHERY — LB MET
bHbB. EDRFEHIICLEL 7

7a: NCGM D TF— & <% — X > MEEHBN Tb: T—=R YA TV REPIBEELDT A ANy ¥ay

27 FraFtheyI— - NA4ANYIRy T—2 (NCBN)

NCBN IZERN 6 7> aFtItEr R—DBREINAFANVIDFZy b T—0THY, IREINIREDERITE S
Tat ey R—0FMKICL-TERY FT, MAOZOOMULEDHLEROIL NCBN EHBT—HELTEBINT
BY, FraFiteryZ—LUAOERBICFRET 5. ERAODEAECHMEE L REOFABEFEHNAIRETT, NCBN,
NCGM /N A F N> I RA LY HEDH 4 ICH# LTEE . NCBN TH BRI BERIRAEBD—EA R TESR [ HhEO s/ R—
2| OERAEETEVYRAML—Ya v L TEEE LT,

NCGM /NA H N> 7 TlE, BEPECRHELE, REETEOEEIAOMERLE EOREZRE L TWET, NCGM
WNAFNY I ADFETIE, REDEBEREZFHEHS DOHEMICEEL CWIKRTERFTEZIENTEE LT,

Dr. Melva Louisa, University of Indonesia, Indonesia *S>®a x> b :
CNALFWN Ry NT—0FFFL I, KRELAJEEMEMO TWBERELET, 7
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8a: NCGM /A F /v s B

Six National Centers - Six diseases-based biobanks

National Center of | National Center for
Neurology and Psychiatry | Global Health and
(NCNP) | | Medicine (NCM)

Alzheimer diseases HIV

Schizophrenia \ hepatitis B
Epllepsy
National Corabral \ Tukyo )

Cardlavascular

Center (NCVC) Nationl
Ischemic heart diseases Osaka(kH) Nagoya (&) Center (NCC)
Chronic heart failure ~
~__ Cancer
National / National Center ~_
Center for / for Child Health T
Geriatricsand /| and_
/ evelopment
Dementias R / (NCCHD) Pregnant women

New born babies

K8b: F>aF ity R—=—nNAFNRY T2y b T—0

ﬂl NCGM (local) Biobank

The Main Mission of NCGM
NCGM has been confronting the challenges in discovering
the pathology of globally-significant communicable and
‘ non-communicable diseases in order to overcome them.

NCGM Biobank is utilized for:

® Detection of disease progression factor and development of easy
diagnostic technology for hepatitis.

® Identification of novel target molecules and detection of biomarkers
for complications.

® D of ive, novel anti-hepatitis virus agent.

Samples and Utilization
clinical info REC (IRB)

» » »

8¢c:NCBN A& R/ TF—4a~R—2

28 EERREMUER (PV)ICEIIHES

8d: NCGM /A F /x> o

aYIREHME (DRC) o 0MHEE LY, EXERTEMER (PV) 0EROHBICH WV THEKE TPV 2 X

L7-RERICODWTHBLTEEX LT,

DRC TlEv AT L L, REEBIZHBEILPVEEELHNPVEBSORY X EHET-o-TWET, Z2HICETIRE

zeEroEH LT REERE LYz T 5%E %

BELTWET, Z07HoHIC, gL RILDIER % i PV
R —DED, ZOERELEEPVE V2D FLH,

fil. BiZPVEES~RELET, EEPVEYX—EF >

A PRBICRESIN TS Y ERDFOFPIRA LS M

RESFHALTVLET,

EHIC, AFTMTRELTWEBIRT T 4 ILRATFEDRIT

RICEBLIBRARICEII2BREZABLTIEES X L.

EANLRELT. EREN—MEROH 4 DERE+2ICF

ODNBEVWERREOHRT, ZLDEDRT —7FHILE —PHEED
BEhaHBRICEVWTHEOoNLHE, FELZOBRKICOV

THELTEEE L,

Dr. Jay Ron O. Padua, San Lazaro Hospital,

the Philippines 50X > b @

“Dr. Nsengi DEZ AL MERICEE T 2H#DEHL) XL
FESLWVWEDTLAE, #FEDOM, —BEL T, HFICX
FTIMBEVACESIEAICEDNTEELS

K9a: v ITREHMEHEEICLZ S LEYT—Ya v

PV system in DRC

Located at the MoH
National PV Commission

Regulatory Authority T
\ University of Kinshasa
Advisory Committee
DSUR,

National PV Centre PBRER

Regional
PV Centres

Studies

Healh ronalation Pharm
Facilities Pyl Companies

9b: I TREHMEOEERL LML (PV) 4]




3. NCGMAn~7os>4. M

3. NCGMADZ7OT 3 L

3.1 EEXEmEREFESHE (PMDA)

PMDA & NCGM D EI3EREEIRE ICE D&, PMDA 7V 7EESG - EE#SE L —=> s> & — (PMDA-ATC)
F{ED [PMDA-ATC EEH£RAE (MRCT) £ 34— 2020] ICHT7H—NR—E LTORZOHEEL%BE LT, £t
TS —IERHKEDAECZOFAMERET 2L EZEMNE LT, 7T 2F0E LSRRV SBIBYEEZTRIC,
ERERKBEEZ T —~< & LTERY £t 2+ —T9%, MRCT OFE - 754 >, EHRCEROIMICE T 285
=, GCP AERREZR A -AREBEEICHIT2EES. MRCT ICEDEARINEEROTRERZSMFMICE
2T, BEMNDPOZEMRO TRBRCEFICE DWW FHELERLIEEL £ L7, 5512, PMDA O&i b 3 HlHs
ROTHTITOREADODTERZEET DI LT, LWEKICEMLAZETMRCT IOWTOFEVERDH BT
ENTEFE L, TNIFFHEEIZE > T, MRCT ORRIENED L S5 ICHEFIEBOFMEZ T 200 ZIEET 5 L Ui
SR E LT,

£2 €IF—-7AI 7L
(ERVzTR=VEYRZLETRT T LDOIRERE)

History of drug evaluation using overseas data in Japan

Scientific insights about ethnic factors

<International cooperation and alignment>
Global Platform for Medical Innovation as an Academic Research Organization
Challenges for global cooperation of regulatory agencies

<Points to consider when evaluating results>
Statistical consideration for MRCT based on the ICH E17 G/L
PMDA's experiences to review MRCT results

<Consideration for MRCT operation>
Practical issues and solutions on MRCT operations (investigator's view point)
Practical issues and solutions on MRCT operations (industry's viewpoint)

<Regulatory review based on results of GCP inspection>

How to perform GCP inspection -Role of GCP inspection in review process
How to consider GCP inspection results from reviewer's perspective
Applicant's experiences to undergo GCP inspection

<Post market safety evaluation of approved drugs based on MRCT >
Global standard for Pharmacovigilance

Risk management plan based on MRCT -industry perspective

Risk management based on MRCT -Regulatory Agency Perspective
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10: PMDA (2T

3.2 IA/FREHASAH

KTHOMTARCHETRICOVWTEYVEWVESREZFTS I L 2BMIC, AVRI T LTIEKRRICHD > F/ ¥
ERAEHDO I F/ FEEMR LY X — %I ETHEEE L, 7/ FEEKRASHIE [BICALOBEEZTS
T-HICKHELRRDIVWEZRHETZ] VLI BREZELACEBIF S, BHEAZWSR E T IRERMTT,

A/ FTA—NUANLRT 7R2RARY S —E LT, LTV Xy AT A ANV —X &G EHNAEEZMH
9D, 2EEROBLEFEFRAZRET 2, 3. EERIPDELBEIXICE>TAFLYPTVWREZERT 5. 4.~
RTTYRATL%EET D, B BIFONTVET,

T, BEI7A—ERY AT LZERL CLEMZERT 2TEVR ML —Ya vz RESETCEEE LT,
MEFACATZ A AT ThHE, BEOE-HEEY T —DRICIE, EEMOPBFBTEEINTLIHEEDFL LY,
HERBEHDBREREEZGC, BFHEROZNETND 7 = —

X (RHARRKERED, O RIRARARE T) ICH T 2RBRCHE
BICOWTHBFEZIEE £ LT,

Dr. Gelza Mae Almario Zabat, St. Luke’s Medical
Center, the Philippines 503 X | ¢
“x /S EFDFHITTOBREDIHEHERITEE BRSZ D

Emny Lz, ”
11: > F / FEEFR LV X —HICT

3.3 EuLAHEEYFY— (NCC)

EINAMRE LY 22— (NCC) IFHAT—EZ DLW ADERKARZEEL TLWEMEEZTY, NCCIZBLWTHHERD
BRBRYT7—LERABRICEADLIEMAROERMAS>DERE L TIBEEE L7, NCC OBMEHRBOKICIE, £V EZ—ICH
T BEERABROIBIR & EHBRICH TR INETOERBICOVWTHIBNMNEE £ L7, NCC 35 £ T, ERERIRR,
EREEERARBROmMAZEREL T onE L2, FICEBRERBRREICE VL TE, MELPEEOEVL., AHEHF
DEVWPEEOHER - B, HREOEBELL, RALFEICERL TIoNE L7, FICIESTIE. NCC TEES
NTWBERRABREIC LR /-FRARABE I —T % —4— (CRC) DR E%A M5 ITk& LT, CRCHIEYT 2B EE
DB CTEVIR-TWREWIBFELHY F L7, I, BERBOTHME L GEIHMEIC O W T, BERAERE U R—
FEBABROEERKRA L FELTITHENEZE LT,




3. NCGMAn~7os>4. M

MERDOBRRY T7—Tld, 7z —X 1BREKREBRREOARBERCARCEFTRE LY 2 — ARELY X — BEHRAER
F3. /XA F/> 5 IVR >~ % — (Interventional Radiology Center) # RS TIEE £ L7,

Dr. Suvimol Niyomnaitham, Siriraj Hospital, Thailand *5®a X > | :

“COWBEITIE, BRARFBRD LY FIDFEDL SICITOhNTE Y, CORIZIMDFTET BHEICE N TEIFFEFLL
7eWEBSbDTLI

12a:NCC EffIC & 2 7LV T—vav -1 12b: NCC ERfilc & 2 7LV T—2a v -2

B 12c:NCC DAy b7 —7 B 12d: NCC DR ET A R Ay ra v

12e:NCC &L L ERFE

34 KERKZEZFERHERSR

KIEAKZF I, BAOEEHBEX ITABITAENLAFD—DTT, KRAFEFHHERED R Tld, MpEERE
Mes% (CPF) &2 | MHERRARELR =M e CEE £ L,
HEZTlE. UTICOWTTBANTEEE L7,
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E R EIER PRI TR TE 1 AT 72 BR Y #E A
© KRERARFEZFEMHERTERATT > %2 — (ACR)
© KERAFEFHHERRARERE Y % — (MTR)
ZFEOEHREIEY IRB/ REZEROMEMICOVT, X/ IROBH-HEDTREMEL., EDLD ITEDTITI AL L,
LI IChHT=2FEEICOVWTT A A Ay ¥ arvARESNE LT,
B, KRAFEFEHERE CEMEZRERE L TIPS LEilEs — A E VEAIBEOF ICBEI N, FIHIC= 12—
ARRINIIEEZHBLTEZE L

Dr. Maria Elizabeth Mercado, University of the Philippines, Manila, the Philippines "D X/ b :
“KRAZDERY #H L, THTITICEVWTHREEZH L EDD-DICREL, VR— FMEHI DL & & B4
EERLES, 7

13a: KIRAZF EFERHERT EFRERARTTIRES OB

13b: KEEFERFEILOEN 13c: KIRAFEFHHTERE ERICL 2T LE Y T—2 3> -1

13d: KERAZEZERHIE 13e: RKERAZEFIHHE 13f: FREZE Y X —FIZT
Mt EEICL 2 LEYT— R ERICLEZTLEYT—

vav-2 vav-3




3. NCGMAn~7os>4. M

3.5 [EEmOHEE

E A (ICA) 1X, E2EICE LW THREARKEO —EREB2EET 2080 1 DT, 150 2 Z X 3RFEE
LE - s TEE T BT

JICA D ZFRE D&, JICADREEBF EHBH L TERINTLSIREEEDFEHICOVWVTIHBNEEZ X LT,
EEXELPEROREZHERT 27-OOHREDOEEL X7 LCHREHDORIL, REEEDYRI XAV b@EDT-&
OB EDEBFIO—EBE LTEIFONE LT, T4 XAy arTIE JICALLOBRNEZIT2701C1FE
DTNIEE VDA R EDTEBICHIMEEDTENEF Y. JICA FBUFETARNICIRE SNAERXRGLEFZEICHN
ZIToTWABIZENFBASNE L, £l FIC. REEI7 42— 0B AICEL T MEELODEMLHY F L7,

Dr. Ngo Van Cong, Cho Ray Hospital, Viet Nam »5d a3 X > |
“JICA I3# % DREXE FEZEH L TWES, B9EL, AZLHREE/-0TEHNTT, 7

Examples of Yen Loan

Indonesia: Small- India: Delhi Mass

Scale Irrigation Rapid Transport System
Management Project Project
Tunisia: Integrated China: Sichuan Higher
Reforestation Project Education Project
1
14a: JICA o ESH DI 14b: JICA ZTHEHICL 2T LEVYT—va v

3.6 HAEACRP

Association of Clinical Research Professionals (ACRP) IZKEDHHE 7>~ bV ICAEEEE, 70 hEU LI
13000 AU ED2E%2ET 2. BAHREFIROERCHRE. BED-HOFEMNEH T, ZDEFHCRES AT
ZLIZOWT, HICHREEERM (P) ICERZETTRNIEE £ L, BREICHEZIEO—D2 L LT, BAXZEICE
FT2HE70T 7 LCHEROERR, RERBRNRAEDFHRICOVWTEBHELHY £ L1

Dr. Nsengi Ntamabyaliro, The Institut National de Recherche Biomédicale, DRC oD X > b @
“COMEBMDBFEEMDENHI, Z L THHIEHM., F> 54>, 4> 54 FHE BICIGKRA REEZE
DEENCDNTEHB Z EVHRADIFAEBRETL = 7

ACRP Global

Organization

© Association of Clinical Research Professionals @ acrpnet.org

15a: ACRP 04 15b: ACRP- Japan @ Z#8 4 & D
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BMZoOMR, ZOohTERICEIARODBFBICEIIEHR~OEREZRDD I LEZEMIC. BARFRFKE
“Miraikan” & Daiichi Sankyo < 99 2 —7 LD 2 20EYEEZRFE L £ L1,

Dr. Mboloko Mata Junior, University of Kinshasa, DRC 5D X > | ©
TRFEE“TIEOR Yy FDERIPHIRITL BEOLEL YR TE3EDICHREZZVHDISERTEZD, LU
IRICDNWTERNE EDTEIFEICHKED > 7-TY, 7

3.7.1 HBHAFEBZERXKE “Miraikan”

HARIFARKE “Miraikan” 1, BF, BMT~DOEEERD, ZORECARERIEICOVTERITWCILZBNELT
fEonEx L7,

BRTRARIE, BITE#H. 7 A—N"ULLAREHE, FH, £HF2SCRLEVT — IS £9, HEELD
1 iPS MfEDMT. ATHIBEDER. BEEFNOESL L, ERICE T 2HRAGRMERICOVWTERZ RO, &
BRL. 22BN TEH LT,

B BAERRIZFERELE “Miraikan” 15— L~ — : https://www.miraikan.jst.go.jp/

16a: RFZ0kTF -1 16b: RZOHTF -2

3.7.2 Daiichi Sankyo < 9D X21—Y 7L

KFTYI2a—YT7LE ES—BDOALICAITTECZOREZGAICRLTLOAZ LI LIERMREL SNE
YETYT, RTHVWTHNT, WIS RARBEOEREZBLE TRICOVWTRERIEATEX L,

B Daiichi Sankyo < Y 22— 7L R—L~R—: https://kusuri-museum.com

17a: REDKF 17b: EYEXEICTERTERE
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4. PRETLEYT—Yavievyay N

Ui

4., PNEILEVYTFT—IavEviayv

BEOBKHAR / BRARERRORK ERE,. EE=— X, FROBAOICLIFERERICOWT NCGM AADH 4 IZM
P TREXIZ2DHEEYy > avyZhELTOHE LD, BELA S COVID-19 DOFRITIKREZEA THRIEE AN £ LT,
RRFEDXT7A FERIIOWTIEATMET OV 7 LTHMEBH TWZWEKR, HMEE. Rty avy~D
BMBFHEICHETDEEDHIC, DITOFR—LR—JICTRABETEFETT,

Department of International Trials
training network conference

Challenges and suggestions on

drug/ device development
in ASEAN & African countries

There is a gap in Research and Development (R&D) between different
countries and regions in the world.

Speakers from five countries including Thailand, Indonesia, Vietnam, The
Philippines and the Democratic Republic of the Congo will present about
clinical trials conduct at their respective countries from their point of view.
Discussions will focus on future collaboration for clinical research and
comparison with system in Japan.

Everyone involved or interested in clinical research is WELCOME!

Date : January 30, 2020
Time : 10:00 - 12:00

(Doors Open at 9:30) :
Registration
Venue: NCGM Research Institute Conference Room AB QR code
Fee: Free (Prior registration required)
Registration: Here Contact:
Language: English NCGM Department of International Trials Ichikawa/Narita

Tel/ 03-6228-0445 Email/ dit-info@hosp.ncgm.go.jp

18: NS LErTF—varvEyavnER
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FEEICEIEHmE2EB EAZAPMEICEVTIE, b AENS 13ZEBAN S 1 ZOFEEN—EICE L. 14 HME
IZEY . MRCT 77— IC T 2 RHURBOBEORACHATOREREMRE - BARABRORZ ORI, EREERAIC
BIF2EHABROEM. HEROARTOERZENE LIREDBEYARERLSICOVWTETZFEDE LT, AT,
FRARABROBMIRICE > TR EAFEMEARALN ZFEA S 2T, BEELOARFARICOVTIRGOIRRICONVT
Moz BFE LT,

RETLEYT—YaveyavidhibeRY) £FL7H. HMEELN TR I LTORVZED L TERLIZRZ
A FERIZBAOE S L, £y ¥ avIlBMBERL LKL -8 HMEETHB L. FEDHH - HEICAEIT
—HE L TDERENERI-T L LHFLTVLET,

B ARAFZEZSHBEFRROEXESD DALV | ¢

HA%CE :

“AHHEIZSIL TRHHIRE= > /=D It, HHEL, FE. NCGM D32 =45—>3>DFBESL I
TF, SEDEBILREIFGRAENDRIFRIBFFEEFELE L, 7

BHEE

“EXAANANCGM DD 7O 5 L EHBREINI-ZEFERES, 7

R

“CCDHHENEE S A DREEVCHIEZEZ L VENCTEIHEDELY FTLIICHE>TWHWET, 7




5 #E:E

SigiIcElTT

2020 F 1 BICH#E L £ L7~ 14 BHEIZE % "A program focused on comprehensive and collaborative training on
medical innovations adapted to challenges of clinical trials in Asian and African countries, 2nd edition"” Tl 5 AE &Y
13 &ICZ. BEANHH 1 ZAOWEEZDR £ L7,

HHEED O IE, B8 L 7- PMDA IC L 2B HIFAM0ER Y. BRAER (ELNFAMR LY 22— (NCC). EIEKER
MR 2— (NCGM)), HEHE (KRKF). EEREBH#E (JICA). BA ACRP (Association of Clinical Research
Professionals Japan Chapter), RFEI1% (04 / FREKASH) OFR. F-BEALERETELC THEORIE HA
DABHEEMNMRBETE I EALIIEVWITHEZE—A. BEFIREOEFNAEZEY EiffEma s, XAREOH
BRABR~NDELLHY £ L7

SHH. SYRVLWIAS I LOERICAT, BREOCEFOIEE, CHHZBYET L. 5IEHKEELALIBEN
BLETFET,

20203 A 10H

EEREERRE Y X —

FRERAZEE > & —

AV R —F2aFILEFATILEE
Rl ELE
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Preface

The establishment of a reliable and stable network for implementation of Multi-Regional Clinical Trials (MRCT)
among Japan, Asian and African countries is the crucial element of the collaboration between the Center for
Clinical Sciences/Department of International Trials (CCS/DIT) of the National Center for Global Health and
Medicine (NCGM) and its partner institutions located in Asia and Africa.

The program for capacity building of health professionals capable of implementing multi-regional clinical
researches in accordance with internationally standardized procedures is one of the main pillars for the
achievement of the CCS/DIT project. This project aims to contribute to the improvement of medical care around
the world by affirming new medicines and diagnostic tools through MRCTs.

Same as for the FY 2018 program, delegates from five countries, namely: The Democratic Republic of the
Congo, Indonesia, The Philippines, Thailand, and Vietnam participated, while a delegate from Japan was added.
In total, 14 institutions sent representatives to the program compared to 10 previously.

This 14-day training program consisted of lectures and guided visits at Japan's regulatory authority
(Pharmaceuticals and Medical Devices Agency (PMDA)), private industry (SHIONOGI & CO., LTD.), governmental
agency (the Japan International Cooperation Agency (JICA)), academia (Osaka University), the Association of
Clinical Research Professionals-Japan chapter (ACRP-JP), the National Center Biobank Network (NCBN), and
clinical settings (National Cancer Center (NCC) and NCGM), was a great opportunity for exchange and rich
discussions among the 14 participants (two to three per country), lecturers and DIT staff. The current program
introduced two novel approaches: the participation of a delegate from a Japanese institution and the inclusion of
lectures from some delegates who shared about their experience on pharmacovigilance and clinical trials in their
respective institutions.

We continuously thank each one who contributed to the achievement of this activity and hope that it will

continuously grow for cooperation with counterpart countries.

Haruhito Sugiyama

Director, Center for Clinical Sciences,

National Center for Global Health and Medicine
March 10, 2020
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1. Introduction M

1. Introduction

1.1 Description of the Training Program

The 2020 NCGM/CCS country-specific MRCT capacity building: “A program focused on comprehensive
and collaborative training on medical innovations adapted to challenges of clinical trials in Asian and African
countries, 2nd edition" was a 14-day training program which aimed to solidify the international network and to
improve capacity of clinical research professionals from five counterpart countries and Japan in the conduct of
multiregional clinical research.

This year’s program invited 14 delegates, from The Democratic Republic of the Congo (2), Indonesia (3), The
Philippines (3), Thailand (3), and Vietnam (2) and from Japan (1). The program included lectures, discussions,
and visits to the PMDA, a pharmaceutical company, and clinical research facilities.

Participants attended the 2020 Multiregional Clinical Trials (MRCT) Seminar organized by the PMDA Asia
Training Center for Pharmaceuticals and Medical Devices Regulatory Affairs (PMDA-ATC) and gained insight into
the harmonization of regulatory review of MRCT data.

In order to know the current status of research and medical innovations, lectures and visits were provided
from the clinical setting (NCGM, NCC), academia (Osaka University), and from a private company (SHIONOGI &
CO., LTD).

The representative of the Japan International Cooperation Agency (JICA) lectured about Japanese international
health cooperation and their project financing procedure while the lecturer from the Association of Clinical
Research Professionals (ACRP) explained the importance and concept of their organization.

A public seminar where delegates were supposed to discuss challenges and suggestions on drug/device
development in ASEAN and African countries was planned. In addition to those from NCGM, 40 participants
registered for this session; however, the session was cancelled due to the outbreak of the COVID-19 since it is
managed at NCGM'’s Center Hospital.

Presentation slides were shared with registrants and uploaded to DIT’s homepage.

1.2 Program Objectives

The program aimed:
« To establish a global clinical research network to conduct global standard MRCTs between Japan and
partner countries.

+ To build capability of professionals able to design and conduct clinical research.

1.3  Participants

Medical doctors and pharmacists from 14 institutions in four South East Asian, one African country and Japan
who have been involved in clinical research participated in the program.

Following in Table 1 are their profiles.
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Table 1. Delegates Profiles

The Democratic Republic of the Congo

Nsengi Yumva Pierre-Michel Ntamabyaliro

[Current position]

Study site coordinator, Co-Principal Investigator

INRB

Lecturer at University of Kinshasa, Pharmacovigilance Unit
[Degree(s)]

MD, MSc Specialty: Pharmacovigilance and Pharmacoepidemiology

Mata Junior Mboloko

[Current position]

Lecturer at University of Kinshasa,

Consultant at Department of Obstetrics and Gynecology
University of Kinshasa

[Degree(s)]
MD, MSc
Specialty: Obstetrics and Gynecology
Vietham
Thi Hong Linh Le
[Current position]
Consultant at Center for Tropical Diseases, Bach Mai Hospital
[Degree(s)]
MD,MSc
Specialty: Infectious and Tropical Diseases
Ngo Van Cong
[Current position]
Consultant at Department of Otorhinolaryngology- Head and Neck Surgery, Cho
Ray Hospital
[Degree(s)]
MD, PhD
Specialty: Otorhinolaryngology
Indonesia

Maria Lawrensia Tampubolon

[Current position]

Consultant at RSPI Prof. Sulianti Saroso Hospital
External Research Coordinator in Research Unit
RSPI Prof. Sulianti Saroso Hospital

[Degree(s)]
MD,
Specialty: Neurology
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Indonesia

Melva Louisa Simbolon

[Current position]

Research coordinator, Department of Pharmacology and Therapeutics,
Secretary for Doctoral Program in Biomedical Sciences, Faculty of Medicine
University of Indonesia

[Degree(s)]
Pharmacist, MSc, PhD
Specialty: Pharmacology

Dina Nilasari

[Current position]

Staff and lecturer, Department of Internal Medicine Hasanuddin University
Teaching Hospital

Mochtar Riady Institute

Consultant at Outpatient Clinic Nephrology-Hypertension Unit, Wahidin
Sudirohusodo and Hasanuddin University Hospital

[Degree(s)]
MD, PhD
Specialty: Internal Medicine, Nephrology

Philippines

Maria Elizabeth Panlaqui Mercado

[Current position]

Lead faculty for Biostatistics and Instructor of Clinical Epidemiology, University of
Santo Tomas Faculty of Medicine

University of the Philippines

[Degree(s)]
MD, Masters in Advance Study (MAS)
Specialty: Clinical Research

Gelza Mae Almario Zabat

[Current position]

Consultant at St. Luke's Medical Center

St. Luke’s Medical Center

[Degree(s)]

MD

Specialty: Internal Medicine - Infectious Diseases

Jay Ron Olegario Padua

[Current position]
Consultant at San Lazaro Hospital

[Degree(s)]
MD
Specialty: Pediatric Infectious Diseases
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Thailand

Weerawat Kiddee

[Current position]

Associate Professor of Ophthalmology, Glaucoma Unit

Deputy Head of Department for Research, Department of Ophthalmology
Faculty of Medicine, Prince of Songkla University

[Degree(s)]
MD
Specialty: Ophthalmology

Noppadon Tangpukdee

[Current position]
Associate Professor Department of Clinical Tropical Medicine, Faculty of Tropical
Medicine, Mahidol University

[Degree(s)]

B.N.S. (Nursing and Midwifery)
MSc (Medical Toxicology)
Diploma (Medical Microbiology)
PhD (Tropical Medicine)

Suvimol Niyomnaitham

[Current position]

Consultant Siriraj Clinical Research Center (SiCRC)

Lecturer and researcher at Department of Pharmacology
Principal Investigator in clinical trials and bioequivalence studies
Faculty of Medicine, Siriraj Hospital, Mahidol University

[Degree(s)]

MD

MSc (Clinical Epidemiology and Biostatistics)

PhD (Pharmacoepidemiology)

Diploma on Research and Development of products to meet Public Health Needs

Japan

Chisa Tabata

[Current position]
Associate Professor Center for Global Health, Department of Medical Innovation,
Osaka University Hospital

[Degree(s)]
MD, PhD
Specialty: Obstetrics and Gynecology, Medical Genetics
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2. Activities at NCGM

2.1 Center for Clinical Sciences Department of International Trials (DIT)

2.1.1 Overview of the DIT

The DIT's project to build a collaborative platform for multi-regional clinical trials was extensively explained
to participants by the DIT representatives. It was explained that DIT promotes information exchange and
cooperation among government agencies, companies, and academic institutions by, for example, organizing
international forums on infectious diseases, while supporting the seamless execution of multi-regional clinical
trials in emerging countries in compliance with international standards and country-specific regulations.

In order to develop a better and solid environment for multi-regional clinical trial programs, DIT is continuously

organizing training programs for capacity building of clinical trial professionals in Asian and African countries.

Fig. 1a: DIT presentation Fig. 1b: Introduction of life in Japan

o How to sort trash
Capacity Building in Each Partner Country
Learn about drug/ ical device and clinical research settings in Japan
which leads to quality in international cooperative clinical research
2019 participant countries/institutions

DR Congo Note: You can drink
INRB Q the tap water in Japan!
University of Kinshasa

Indonesia r—
Short-term training program in 2019 for 10 doctors from 5 main University of Indonesia
Sulianti Saroso Hospital

partner countries

®PMDA Asia Training Center: MRCT seminar 2019 Philippines

@Visit to clinical tial sites (NCGM*NCC) University of the Philippines ,

@ Visit to the research laboratory in St. Luke’s Medical Center
pharmaceutical company

@ Visit to regenerative medicine lab Thailand —
(University research lab) Mahidol University —

®0pen presentation session by trainees: Presented each country's status
and challenges for clinical research and development

Prince of Songkla University ™

In total, 24 trainees have participated in the program since 2016, Vietnam

hees ! im sl Bach Mai Hospital
Each country’s trainees who know the actual setting in Japan o ol

have established the network through cross-border partnerships. GholRayFiospital

Fig. 1c: The DIT network Fig. 1d: Garbage management in Japan

2.1.2 Clinical Trial Competency

In order to achieve a single, high-level set of standards to serve as a framework for defining professional
competency throughout the clinical research enterprise, the Harmonized Core Competency Framework was
released in 2014 and reviewed in 2018 by the Joint Task Force for Clinical Trial Competency (JTF). The later

version defined competencies at Fundamental, Skilled and Advanced levels for the 47 competencies of the 8
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domains in the framework. The 8 domains comprise: 1.
Scientific Concepts and Research Design, 2. Ethical and
Participant Safety Considerations, 3. Investigational Products
Development and Regulation 4. Clinical Study Operations
(Good Clinical Practice), 5. Study and Site Management,
6. Data Management and Informatics, 7. Leadership and
Professionalism, and 8. Communications and Teamwork. DIT
lecturers shared about the content of the competency wheel
and why it is a nice tool for the clinical research enterprise.

Discussion was mainly focused towards domains 1, 2,
4, 5, and 6; various experiences were shared. For example,
Serious Adverse Events (SAE)/AE reporting and subject
compensation were compared between countries.

Most participants highlighted difficulties on how to align
with the principles related to the complexity of the trial
design and the adaptation to each individual situation.

Therefore, discussion remains on how to create an efficient

design and for appropriate implementation of the research.

M JOINT TASK FORCE FOR CLINICAL TRIAL COMPETENCY:

https://mrctcenter.org/clinical-trial-competency/

Comment from: Dr. Noppadon Tangpukdee, Fauclty of
Tropical Medicine, Mahidol University, Thailand

“We have learned about the guidance and tools to
ensure our professional competency in clinical research.”
“We have learned, and we have shared our experience
together and received very good comments from the

team.”

2.2

Competency wheel by Joint Task Force for Clinical
Trial Competency of Harvard MRCT center

Muchanga Sifa Marie Joelle MD, PhD.
Narita Chie, RN, ACRP-CCRA

Fig. 2a: Competency wheel presentation

Fig. 2b: Discussion during the competency wheel

presentation

Competency domains for the Clinical Research
Professional

3 levels of skills (A,B,C)
47 core competency
statements

domains

Fig. 2c: Competency domains for clinical research

professionals

Bureau of International Health Cooperation (BIHC)

With more than a 40-year history of international health
cooperation, the NCGM through its BIHC is conducting a
wide range of technical cooperation projects and policy
proposals.

Technical cooperation projects include human resource
development (e.g., education of nurses and other medical
professionals, medical technology transfer), hospital
management, and these cover many kinds of health
problems and needs.

In addition, the BIHC has dispatched their staff in
different countries to provide health-related counselling to

policymakers.

Fig. 3a: BIHC presentation; BIHC's activities




2. Activities at NCGM W

BIHC participates also in the global response to outbreak by sending skilled professionals to help fight against
the threat, as is the case for the Ebola Virus Disease outbreak in the DRC, where Japanese doctors were sent to

help manage quarantine.

Technical Cooperation | =~ = N i B Chine
Projects

Fig. 3b: Group photo with the BIHC representative Fig. 3c: NCGM'’s collaboration network

2.3 Department of Tropical Medicine and Malaria, Research Institute

The NCGM-Research Institute by its

Department of Tropical Medicine and
Sensitivity
Malaria has a mission to contribute to

global health by the research on tropical

medicine and malariology. '“.‘““l
required

Various activities in the department

and the international health cooperation Ficld

network were introduced. The lecturer friendliness

touched on different devices used to

diagnose asymptomatic malaria and the Fig. 4a: Department of Fig. 4b: Malaria diagnostic tests available at the
Tropical Medicine and NCGM

Malaria presentation

collaboration with the Institut Pasteur du
Laos and Mahidol University.

Specifics on research involving DIT’s participation and international health cooperation with Mahidol
University were shared.

During the same session, DIT’s facilitation functions and responsibilities in the previously mentioned research

projects were presented by the regional manager involved.

24 Experience from a Clinical trial site: Mahidol University, Faculty of Tropical
Medicine case

Conducting clinical trials needs to fulfill minimum requirements to reach the standard of safety and efficacy.
Each site and/or each study has its peculiarities.

Clinical trial professionals are facing multiple challenges in order to comply with ethical, regulatory, sponsor
and study requirements.

The delegate from Mahidol University shared about the challenges and experiences of their institution.
After a brief introduction on their study site, he shared about his experience as Principal Investigator (PI) in
clinical studies. From the protocol writing to the publication of research results, the role of the Pl was actively

commented and discussed among delegates.
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Comment from: Dr. Maria Lawrensia Tampubolon, Sulianti Saroso Infectious Diseases Hospital, Indonesia
“The problem of diagnosis and therapy can be a challenge in eradicating the disease. So, the innovation and

collaboration based on each country’s resource become important.”

Fig. 5a: Mahidol University delegate presentation; Fig. 5b: DIT presentation; Overview of NCGM DIT’s projects in
Responsibility of Principal Investigator Thailand
Framework
Collaborators Sponsor Study site
Mou
= DIT

*  Protocol Development

* Research funding + Document Reviews (e.g.

+  Study implementation

* Investigational products Protocol, Procedure) « Document Reviews (e.g.
+  Automated Hematology * Regulatory and Ethical | "
Analyzer Obligation Protocol, Procedure)
o Maer LAM‘P m *  Project Management * IRB Correspondence
*  Document Reviews (e.g. +  Site Visits and Study R i B
*  Reporting of Safety Data
Protocol, Procedure) Monitoring
* Quality Management * Analyze the data

* Data Management

+  Reporting of Safety Data
+  Study Budget

+ Study Cooperation

Fig. 5c: Role of the Pl slide from Mahidol University Fig. 5d: NCGM'’s Thai projects framework

2.5 Disease Control and Prevention Center (DCC)

Activities at the DCC were divided into two
parts; the lecture and the facility visit. Since this
was during the time of the outbreak of the 2019 new
Coronavirus in China, the lecture mainly focused on
a brief introduction of the Japanese regulations and
framework in response to emerging infectious diseases.
DCC has developed and improved their activities
based on their experiences such as construction of a
high-level isolation unit, training course for the staff,
response team structure, and standard flow for the
first response. Participants were interested in DCC'’s Fig. 6a: DCC's activities

training course and its maintenance program which
emphasizes readiness in terms of infection control. The discussion extended into the management of turnover of

trained staff. During the facility tour, participants visited the high-level isolation unit and observed that it is well-

equipped to give the patients intensive care in case of an emergency, as well as comfort during their isolation.




Comment from: Dr. Antonio Villanueva, Department of
International Trials, NCGM, the Philippines

“Unlike previous years, his discussion was interrupted several
times because COVID-19 had just entered Japan. Just in time for
the trainees to take part in history in the making. To this day, Dr.
Ohmagari continues to lead anti-COVID efforts in Japan and the

trainees were sent home safely.”

2. Activities at NCGM W

Fig. 6b: DCC presentation

2.6 Department of Data Science, Center for Clinical Sciences

Quality data is a must for building
evidence to be used in clinical practice.

Referring to a newly published paper,
the lecturer introduced some types of
data collection with emphasis on the

standardized electronic data capturing

systems. He reminded about one thing Fig. 7a: Data management system  Fig. 7b: Discussion with Data Science

to keep in mind; “Researchers have their in the NCGM

Department representative

preferences on each of the systems and data structure, therefore, close communication between researchers and

data scientists is key for a better outcome.”

Comment from: Dr. Weerawat Kiddee, Prince of Songkla University, Thailand

“At the end of the lecture, we have realized that to generate and to promote international collaboration, for

sure, we need the standard tool to manage the clinical data.”

2.7 National Center Biobank Network (NCBN)

The National Center Biobank Network (NCBN) is a group
of six biobanks located at six national centers in Japan.
The six national biobanks store samples related to their
respective specialties. While each national center biobank
collects its related sample, there has been developed a
common platform for the management of specimen.

Any researcher who wishes to use biodata can apply to
the secretariat and the acquisition of samples is possible
for anyone who fulfills the requirements.

Lecturers from the NCBN and from NCGM'’s biobank
explained how the biobank works and demonstrated how to
use their catalog database. This is a repository of the list of
specimens available in the bank.

The NCGM biobank stores samples (blood, etc.)
obtained from patients with infectious diseases, metabolic
disorders, and immune-related disorders. A site visit at the

NCGM biobank facility could show an overview on how the

Fig. 8a: NCGM biobank visit

Six National Centers - Six diseases-based biobanks

aaaaa

Osaka (kM) Nagoya (&)
Cancer

Development
(NCCHD) Pregnant women
New born babies.

Fig. 8b: National Center Biobank Network
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biobank stores the samples with strict and close monitoring.

Comment from: Dr. Melva Louisa, University of Indonesia, Indonesia

“My opinion is the research using the biobank network can be very promising in the future.”

B NCGM (local) Biobank

The Main Mission of NCGM
NCGM has been confronting the challenges in discovering
the pathology of globally-significant communicable and
‘ non-communicable diseases in order to overcome them.

NCGM Biobank is utilized for:

@ Detection of disease progression factor and development of easy
diagnostic technology for hepatitis.

® |dentification of novel target molecules and detection of biomarkers
for complications.

® Development of innovative, novel anti-hepatitis virus agent.

Samples and Utilization
clinical info REC (IRB)
» » »
Fig. 8c: NCBN catalog database portal Fig. 8d: NCGM biobank description

2.8 Lecture on Pharmacovigilance

After introduction on the essentials of pharmacovigilance (PV), the delegate from the Democratic Republic of the
Congo (DRC) shared his experience on conducting pharmacovigilance in their country.

The PV system in DRC is organized as follows: The National PV Commission is responsible for taking regulatory
decisions based on information provided by the National PV Center. It is located at the Ministry of Health (in the
Directorate of Pharmacy and Medicines). The National PV Center is responsible for collecting and analyzing safety
reports from all over the country. It is located at the University of Kinshasa (Department of Clinical Pharmacology). It
is assisted by an Advisory Committee composed of experts from different medical fields. Regional PV Centers collect
data at province level and report to the National PV Center. The lecturer also shared his experience on conducting
the clinical trial during the Ebola Virus Disease outbreak in North Kivu. Lessons learned, challenges, and solutions
applied into a clinical trial involving various countries’ stakeholders, organizations in an unstable conflict zone, and

where populations have lack of trust in health workers.

Comment from: Dr. Jay Ron O. Padua, San Lazaro Hospital, the Philippines
“His knowledge on pharmacovigilance was exceptional. His passion and enthusiasm in his field of work is

apparent throughout his lecture.”

PV system in DRC

Located at the MoH
National PV Commission

Regulatory Authority leemen
\ University of Kinshasa

Advisory Committee

National PV Centre PBRER

Regional
‘ PV Centres

Studies

Healh
Facilities

Population Pharm
P Companies

Fig. 9a: DRC delegate presenting the Pharmacovigilance Fig. 9b: Pharmacovigilance system in DRC
system in DRC




3. Activities outside of NCGM

3. Activities outside of NCGM

3.1 Pharmaceuticals and Medical Devices Agency (PMDA)

Comprehensive partnership program between PMDA and NCGM allowed delegates to observe “PMDA-
ATC Multi-Regional Clinical Trials (MRCT) seminar 2020” organized by the PMDA Asia Training Center for
Pharmaceuticals and Medical Devices Regulatory Affairs (PMDA-ATC). This seminar, focusing on multi-regional
clinical trials, was designed for representatives of Regulatory Authorities, with the objective to contribute to
enhancement and mutual understanding of regulations and strengthening of cooperation in Asia and other parts
of the world.

They provided lectures on the topics such as points to consider at protocol designing and planning of MRCT,
clinical operation, clinical data evaluation, regulatory review based on results of GCP inspections, and post-
market safety evaluation of approved drugs based on MRCT. Lectures were provided by experts not only from
PMDA but also diverse specialists from academia and industry with detailed information acquired by their
comprehensive and extensive experiences.

This was a good opportunity for delegates to understand how the Regulatory Authority evaluates the clinical
data on New Drugs with MRCT.

[l Web page on the PMDA-ATC MRCT Seminar: https://www.pmda.go.jp/english/symposia/0160.html|

Table 2 “PMDA-ATC Multi-Regional Clinical Trial (MRCT) Seminar 2020

Organizer: The Asia Training Center for Pharmaceuticals and Medical Devices Regulatory Affairs
Date: January 20-23, 2020

Seminar program

(The following information comes from the above PMDA web page and lists only the program activities attended by the participants.)

History of drug evaluation using overseas data in Japan

Scientific insights about ethnic factors

<International cooperation and alignment>
Global Platform for Medical Innovation as an Academic Research Organization
Challenges for global cooperation of regulatory agencies

<Points to consider when evaluating results>
Statistical consideration for MRCT based on the ICH E17 G/L
PMDA's experiences to review MRCT results

<Consideration for MRCT operation>
Practical issues and solutions on MRCT operations (investigator's view point)
Practical issues and solutions on MRCT operations (industry's viewpoint)
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<Regulatory review based on results of GCP inspection>

How to perform GCP inspection -Role of GCP inspection in review process
How to consider GCP inspection results from reviewer's perspective
Applicant's experiences to undergo GCP inspection

<Post market safety evaluation of approved drugs based on MRCT >
Global standard for Pharmacovigilance

Risk management plan based on MRCT -industry perspective

Risk management based on MRCT -Regulatory Agency Perspective

Fig. 10: Group photo after PMDA lecture

3.2 SHIONOGI & CO., LTD.

In order to have a broad view of the manufacturing process for research and drug development, the training team
traveled to Osaka to visit SHIONOGI & CO., LTD. This is a Japan-based pharmaceutical company whose mission is
to constantly strive to provide the best possible medicines to protect the health and well-being of people worldwide.

Shionogi's Global Health Access Policy Statement
says its efforts to improve access are focused in the
four following areas: 1. Developing innovative therapies
to address unmet needs, 2. Promoting proper use of
medicines, 3. Improving affordability for patients in
need, and 4. Strengthening healthcare systems.

During the visit, delegates experienced a
demonstration on how to synthesize new compounds
using the automated flow chemistry system.

After the visit of the well-equipped facility (offices,
laboratories), experts from the company shared their

experience on challenges during each phase of drug Fig. 11: Shionogi Co.Ltd. visit




3. Activities outside of NCGM

development (from early stage of development to the later phases of clinical trials) using examples of some of their

approved anti-infectious drugs.

Comment from: Dr. Gelza Mae Almario Zabat, St. Luke’s Medical Center, the Philippines

“The advances made by Shionogi is definitely impressive.”

3.3 National Cancer Center Japan (NCC)

The National Cancer Center is the top facility in terms of number of cancer clinical trials in Japan. Activities at
the NCC comprised of a facility tour and lectures from clinical trials professionals. After a brief explanation about
the hospital structure and services, the current situation of clinical trials in the NCC and the achievements which
have been made in terms of drug development were introduced. NCC has been involved in local and international
clinical trials (MRCTs). Concerning the MRCTs, clinical trials professionals have been facing many challenges
such as the cultural and language differences, varying regulatory requirements, and management of funds and
trial drugs received from pharmaceutical companies.

One of the current challenges is the shortage of Clinical Research Coordinators (CRC) compared to the huge
number of studies conducted at the NCC.

In order to overcome the situation, the NCC appoints CRCs by research area. Also, onboarding with continuous
training further supports clinical research.

During the facility tour, participants visited the inpatient ward for phase 1 clinical trials, outpatient treatment

center, Endoscopy center, Invasive Radiotherapy Center, Biobank, and Interventional Radiology Center.

Comment from: Dr. Suvimol Niyomnaitham, Siriraj Hospital, Thailand

“They make clinical trial look so routine that is the model that | have to propose to my faculty here in Thailand.”

Fig. 12a: NCC presentation -1 Fig. 12b: NCC presentation -2

Fig. 12c: The national cancer - care network Fig. 12d: Discussion with NCC doctors
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Fig. 12e: Group photo with NCC represantives

3.4 Osaka University Hospital

Osaka University, a Japanese national university, is ranked as one of Japan's most prestigious institutions of
higher learning. A facility tour at Osaka University Hospital included visit to the Cell Processing Facility and the Phase
1 unit for clinical trials.

Lectures introduced activities related to three main topics:

«  Efforts on conducting Multi-Regional Clinical Research
* Academic Clinical Research Center, Osaka University Hospital
*  Medical Center for Translational Research, Osaka University Hospital

Discussions were oriented on each country’s health situation, the organization of the Institutional Review Board/
Ethical Committee, and on how to develop a possible future collaboration.

In addition, Osaka University Hospital staff were happy to share in a big achievement done by one of their

supported investigator-initiated clinical trials: one day before our visit, the first transplantation of Induced Pluripotent

Fig. 13a: Overseas Engagement of Clinical Research to Develop Academic Seeds




Stem cells- based (iPS) - heart sheet had been successfully done.

3. Activities outside of NCGM

Comment from: Dr. Maria Elizabeth Mercado, University of the Philippines, Manila, the Philippines

“Osaka University tour has set the example of what kind of support can facilitate a thriving research environment

in the academia.”

Fig. 13b: Osaka University Hospital Department of Medical

Innovation

Fig. 13d: Osaka University Fig. 13e: Osaka University

Hospital presentation -2 Hospital presentation -3

Fig. 13c: Osaka University Hospital presentation -1

Fig. 13f: Group photo in front of the Center of Medical Innovation and

Translational Research

3.5 Japan International Cooperation Agency

Japan International Cooperation Agency
(JICA) is one of the world’s largest bilateral
aid agencies supporting socioeconomic
development in over 150 developing countries
and regions.

After presenting an overview of JICA,
the lecturer presented some examples of
health-related projects supported by JICA.
These include technical cooperation on post-
market control systems for drug and food
safety, research capacity enhancement, and
strengthening health management.

Discussions focused on how to request
JICA’s various types of assistance programs. It
explained that JICA's projects are based on the

official requests from the recipient government
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Indonesia: Small-
Scale Irrigation
Management Project

Tunisia: Integrated
Reforestation Project

Examples of Yen Loan

India: Delhi Mass
Rapid Transport System
Project

China: Sichuan Higher
Education Project

Fig. 14a: Example of yen loan by JICA
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submitted through the diplomatic channel. The question on
partnership with the private sector was also brought up by

participants.

Comment from: Dr. Ngo Van Cong, Cho Ray Hospital,
Viet Nam
“JICA organization helps a lot of developing countries.

They produce right efficiency. Fig. 14b: JICA representative presentation; Introducing

JICA activities

3.6 Association of Clinical Research Professionals, Japan Chapter

The Association of Clinical Research Professionals (ACRP) is a Washington, D.C.-based non-profit organization
with more than 13,000 members in more than 70 countries which supports clinical research professionals through
membership, training, development, and certification. Activities and certification programs of ACRP, especially
for the Certified Principal Investigator (CPI), were introduced. Also, as one of the global chapters, information of
ACRP Japan’s activities including educational programs and site visits abroad were shared at the session, as well
as support for certification exam.

Comment from: Dr. Nsengi Ntamabyaliro, The Institut National de Recherche Biomédicale, DRC
“For me, it was good not only to discover that this association exists, but also that there is training materials,

online trainings, webinars, and also certifications for different positions.”

ACRP Global

Organization

© Association of Clinical Research Professionals @ acrpnet.org

Fig. 15a: ACRP organization Fig. 15b: ACRP - Japan members

3.7 Science Museum

With the intention of feeling the evolution of new technologies in relation to science in general and particularly
in medicine and drug development, participants visited two museums, named National Museum of Emerging
Science and Innovation: “MIRAIKAN” and Daiichi Sankyo Medicine Museum: “KUSURI MUSEUM”.

Comment from: Dr. Mboloko Mata Junior, University of Kinshasa, DRC

“In “Miraikan”, | was impressed by robots; it was so interesting to see how you can make science for better life.”




3. Activities outside of NCGM

3.7.1 National Museum of Emerging Science and Innovation: “MIRAIKAN”

Miraikan was created with the objective of deepening understanding of science and technology and fulfilling
the Japan's aim of becoming a scientifically and technologically creative nation. Exhibitions include various
discoveries highlighting technological progress, global environment, space exploration and life science.

Participants experienced medical discovery history such as the iPS cells, the importance of Artificial

Intelligence in medical practice, laparoscopic surgery, etc.

B Miraikan website: https://www.miraikan.jst.go.jp/en/aboutus/

Fig. 16a: Miraikan visit -1 Fig. 16b: Miraikan visit -2

3.7.2 Daiichi Sankyo Medicine Museum: “KUSURI MUSEUM”

Kusuri Museum offers free facility visits in order to develop the proximity of medicine and drug development
process to the general public. Inside the museum, participants could experience while playing the history of drug

development.

M Kusuri Museum website: https://kusuri-museum.com/intro

Fig. 17a: Kusuri Museum visit -1 Fig. 17b: Kusuri Museum visit -2
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4. Open presentation session

The open presentation session had been planned to share the Challenges and Suggestions on Drug/Device
Development situation in their respective countries with the registrants from inside and outside of NCGM.
Unfortunately, it was canceled due to the outbreak of COVID-19. Presentations were instead shared with

lecturers, participants, and registrants for the event, as well as uploaded to DIT’s homepage.

Department of International Trials
training network conference

Challenges and suggestions on

drug/ device development
in ASEAN & African countries

There is a gap in Research and Development (R&D) between different
countries and regions in the world.

Speakers from five countries including Thailand, Indonesia, Vietnam, The
Philippines and the Democratic Republic of the Congo will present about
clinical trials conduct at their respective countries from their point of view.
Discussions will focus on future collaboration for clinical research and
comparison with system in Japan.

Everyone involved or interested in clinical research is WELCOME!

Date : January 30, 2020
Time : 10:00 - 12:00

(Doors Open at 9:30) :
Registration
Venue: NCGM Research Institute Conference Room AB QR code
Fee: Free (Prior registration required)
Registration: Here Contact:
Language: English NCGM Department of International Trials Ichikawa/Narita

Tel/ 03-6228-0445 Email/ dit-info@hosp.ncgm.go.jp

Fig. 18: Open seminar flyer
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5. Conclusion

The 2019 NCGM/CCS country-specific MRCT capacity building: “A program focused on comprehensive
and collaborative training on medical innovations adapted to challenges of clinical trials in Asian and African
countries, 2nd edition", a 14-day training program which brought 13 participants from 5 countries and 1 from
Japan to enrich knowledge on regulatory management of MRCT’s data, the organization of Japanese clinical
research/trials settings, Japanese government efforts for global health contribution, and storage of specimen
for future research. In addition, they experienced the real world of research and drug development after learning
which competencies are needed for clinical research professionals.

Although the open session was canceled, presentation slides were shared among lecturers, registrants and

participants.

B Comment from: Osaka University team,

Dr. Chisa Tabata:

“The most impressive part for me was the very good communication among trainees, lecturers, and
NCGM members; | believe we can have a very good collaboration for MRCT in the future.”

Dr. Myoui:

“I hope you all enjoyed the program of NCGM.”

Dr. Nakatani:

“I hope this program will help you to deepen your experience and knowledge.”
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Future Prospects

Thirteen researchers from five countries and one researcher from Japan were invited to participate in the 14-day
training program held in January 2020, "A program focused on comprehensive and collaborative training on medical
innovations adapted to challenges of clinical trials in Asian and African countries, 2nd edition".

The participants greatly appreciated the lecture on regulatory harmonization given by experts from the PMDA, as
well as other lectures from the clinical setting (NCGM, NCC), academia (Osaka University), JICA, ACRP Japan, private
company (SHIONOGI & CO., LTD), together with other opportunities to learn about situations in various countries. At
the same time, however, they suggested that we should include more active training activities such as discussions
with experts based on case studies.

We appreciate the continued guidance and encouragement provided by the relevant organizations and

professionals.

Tatsuo liyama

Director, Department of International Trials,
Center for Clinical Sciences,
National Center for Global Health and Medicine
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A7 / Appendix M

A 2 / Appendix 2 XY a—JL / Training Program Schedule

The 2020 NCGM/CCS Counry-Specific MRCT Capacity Building
Duration: Jan. 18- Jan.31, 2020

Date Program

[Day1] .
Arrival
Jan. 18, 2020
Orientation: Life in Japan, self-introduction, paperwork
[Day 2] Lunch from 7-11 (convenience store) or LIFE (nearby supermarket)
Jan. 19, 2020 Introducing NCGM(Video) and DIT (lecture)
Ice breaking activities
Lecture: PMDA
[Day 3] Lunch
Jan. 20, 2020 Lecture: NCGM: DIT: Competency Wheel
Lecture: PMDA
[Day 4] Lecture (plus facility visit): NCC
Jan. 21,2020 | -uneh
an. 25, Lecture: PMDA
Lecture: PMDA
[Day 5] t:itz::(I[\JIICl:Jé'{/T.cglltg(\:/lmt): NCGM: DCC
Jan. 22, 2020 ' '
Lunch
Preparation for presentation
[Day 6] Lecture: PMDA
Jan. 23,2020 | "Uneh
an. 22, Lecture: PMDA
Greeting: NCGM President and NCGM Hospital Director
Lecture: JICA
[Day 7] Lecture: DRC delegate: Safety reporting and pharmacovigilance activities in practice
Jan. 24, 2020 Lunch
Lecture (plus facility visit): National Center Biobank
Lecture: ACRP, Japan Chapter
[Day 8] Kusuri Museum
Lunch
Jan. 25, 2020 .
Miraikan museum
Day 9
[Day 9] Presentation preparation day
Jan. 26, 2020
Lecture: NCGM: Department of Data Science
[Date 10] Lunch _ . . .
Jan. 27. 2020 Lecture: NCGM: Research Institute: Tropical Medicine and Malaria Department
an. 24, Lecture: NCGM: DIT: Project collaboration with Thailand
Lecture: Thai delegate: Case study of clinical trials from experience in Thailand
[Date 11] Travel to Osaka
Jan. 28, 2020 Lecture (plus facility visit): Shionogi & CO., LTD.
[Date 12) Lecture (plus facility visit): Osaka University
Jan. 29, 2020 Return to Tokyo
[Date 13] Presentation Session
Jan. 30, 2020 Certificate Ceremony
[Date 14])
Departure
Jan. 31, 2020
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A3 / Appendix 3 AH7LEYT—avtyiarvHEKRER / Presentation Handouts

1. Challenge and Suggestions on Drug or Device Development

in the Democratic Republic of the Congo (DRC)

Mboloko Mata Junior / Nsengi Ntamabyaliro

CHALLENGES AND SUGGESTIONS ON
DRUG/DEVICE DEVELOPMENT
IN DEMOCRATIC REPUBLIC OF THE CONGO (DRC)

Junior Mboloko, MD MSc
Nsengi Ntamabyaliro, MD, MSc

DRC

* DRC overview

® Health system

® Clinical trials in DRC

® Challenges

® Strengths and opportunities

* More than 400 tribes and 250 languages

* Official language (french)

* 4 national languages (Lingala, Swahili,
Tshiluba and Kikongo)

* Most Congolese speak at least 3
languages: Local tribal language, Local
National Language, French.

* Congolese Music, played all over Africa

« 2nd Jargest Sub-Saharan Africa
country :2,345,409 km? (about 6
times Japan)

* Population: 95 millions
(population growth: 3.3%/year)

« Urban (30%), rural (70%)

* Accessibility within the country:
flight is the only way to reach
some places from Kinshasa
(capital city)

« Climate (tropical wet), 2 seasons
(rainy and dry); Average
temperature: 24.6° ¢ (17-31)
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Health system University Clinics of Kinshasa

nts pay all healtheare services out of their pocket

*No public insurance
*Big firms provide healthcare to personnel

*Assistance provided by NGOs & donors to fight high-burden discases

“Private sector still growing (in each level), agreements with PHD to be involved in the national policy

Communicable diseases Tuberculosis
Situation (Deaths)
J—
L.Top 10 4519 per oo,
2, All3 of WHO'S }
Yigh burden Mortality Rate per 100 000 population per year

3. Treatment
coverage $7%, low

treatment success

rate, Low detection s o s,

rate 48% e

10

v'10 most causes of deaths, all Vv
ages Ten most causes of deaths <5

* Malaria

* Lower respiratory infection
* Tuberculosis

* Diarrheal diseases

* Protein-energy malnutrition
* Neonatal preterm birth

* Neonatal encephalopathy

« HIV/AIDS

« Neonatal sepsis

+ Congenital defects

* Malaria

* Lower respiratory infection
« Tuberculosis

* Diarrheal diseases

« Cerebrovascular diseases

* Ischemic heart diseases

* Protein-energy malnutrition
« HIV/AIDS

* Preterm birth complications
« Birth asphyxia and trauma

Ebola outbreak: Eastern regions Measles outbreak: allover the
* As of 09 January 2020: country
o 3416 cases (The worst outbreak, WHO says)
As of 07 Jan 2020
2240 deaths,
+ over 6000 geaths

e 1142 survivors

* 310 000 suspected measles cases

* 18 million children under 5 vaccinated

11

Communicable diseases
Malaria

Admissions and deaths Policies and strategies

12% of all malaria cases worldwide just after Nigeria ( 25%),
Reduction in malaria deaths but still slower.

Non communicable diseases

12
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Human African

Trypanosomiasis (HAT)
towards elimination:
+ from 27.000 case in 1996 to

° 650 in2018.
Elimination: 2020

13

16

INRB (JICA centre) Universities
None  UNIKIN ‘Sponsor trials centre
— — —— ——p
Pretinical | 3 Phase Phase Phase
e | ) 3 4
Laboratories and research institutions f’“"’f" "
+Institut national de recherche biologique(INRB) o Unkersied)
. University of Kinshasa
Pronanut: (National progra for nutition)
University of Lubumbashi

Institut de recherche sur les sciences de la santé
(IRSS) University of Bukavu
Centre national de transfusion sanguine(NTS) > University of Goma

Centre de recherche en Maladies Tropicales de. Catholic University of Graben
Plturi 4——>  University of Kisangani
Research  institutions (Public and  Private e
Others provincials and privates
Universities

There is a lack of facilities and equipment for drug development and clinical trials

Study title Condition Intervention Location Sponsor

Investigational Therapeutics for the Ebola ‘mAbi14, REGN-E83
Treatment of People With Ebola Virus
Disease (multioutbreak, multicentre

1)

Beni, Butemb, Katwa, Mangina NIH

Cohort Event Monitoring Study of Malaria Pyramax DRC (Kinshasa, Kimpese), Congo, MMVishin Poong
Pyramax® bon, Cameroon, vory Coast,
Switzerland (Closeout vsit soon
Acoziborole Many locations (12) in DR Congoand 1 DNDI
of SCYX7158 i Patients Infectedby  Trypanosomiasis ite in Guinea

Human African Trypanosomiasis Due to
T.b. Gambiense

DiAgnostics for Multidrug Resistant MDR Tuberculosis ~ Diagnostic Tesst: Deeplex test,  INRB, ITM Any
Tuberculosis n Africa Insilixa chip assay, GeneXpert Référence des
Fluorescein DiAcetate (FDA) Mycobactéries

17

* CTD format (ICH), 5 modules

« Harmonization procedures with
SADC countries

* Quarterly meeting
+ Existing guidelines

Guidelines not existing

* Half yearly meeting * Newly created

« Guidelines drafted * Guidelines drafted

Study title Condition Intervention Location sponsor
Diagnostic Tools for Human African African Diagnostic Test:RNAand  Many sitesinthe  Institute of Tropical

iasis Elimination and Clnical i i country Medicine (Belgium)
Trials: Early Test-of-cure (DITECT-WP4)
Arresting Vertical Transmission of Hepatitis B Tenofovir Disoproxil Kinshasa University of North
Hepatitis B Virus (AVERT-HBV) Fumarate, Monovalent carolina

HBV vaccine
‘Community Access to Rectal Artesunate  Malaria Rectal artesunate DR Congo, Nigeria,  UNITAID, SWISS TPH,
for Malaria (CARAMAL) Uganda CHAI, UNICEF
Fexinidazole in Human African Human African  Feninidazole Many locationsin  DNDi
DuetoTb. DR Congo

Any Stage (FEX009)

18
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Regulations: Regulation Personnel: not
not yet completed: enough personnel
guidelines on Clincal trained in

trial Clinical Trial.

Huwezi kujua ukiwezacho
Lack of National Infrastructures: Poor - -
o e el e mpaka umejaribu
Swahili Proverb

You cannot know what you can do until you
have tried.

22

sulations: DRC is member of SADC (Southern

Africa Development Community) whith RHI (regional

harmonisation initiative)

Regulation: drafting of documents, commissions
created, implementation of CTD

Personnel: increasing number of trained personnel in
Clinical trials

Cost-effectiveness (rapid inclusion “less time”, reduced
cost)

CRO (Swiss TPH, DNDi) and ethics

21
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2. Challenge and Suggestions on Drug or Device Development

in Indonesia

Maria Lawrensia Tampubolon / Melva Louisa Simbolon / Dina Nilasari

RN

Challenge and suggestion
on drug or device development
in Indonesia

Maria Lawrensia Tampubolon (SS-IDH)

Melva Louisa Simbolon (Faculty of Medicine University of Indonesia)
Dina Nilasari (Mochtar Riady Institute)

Leading cause of Disability Adjusted

3 Tuberculosis
6.Neonatal encs
7.Measles

9.Road injuries

AN

1.Diarrheal diseases.
2.Lower respiratory inf.

4.Neonatal preterm birth
S.schemic heart disease
8.Cerebrovascular disease

10.Congenital defects

Life Years (D

-»

:1990 — 2006 - 2016

»

Lischemic heart disease
2.Tuberculosis
3.Cerebrovascular disease
4.Lower respiratory inf.
5.Diarrheal diseases
6.Neonatal preterm birth
7.Neonatal encephalopathy
8.Low back and neck pain 7.Sense organ diseases
9.Road injuries 8.Road injuries
10.Dibetes 9.5kin diseases
10.Diarrheal diseases

) N J

Lischemic heart disease
2.Cerebrovascular disease
3.Diabetes

4.Tuberculosis

5.Low back and neck pain

ephalopathy
6.Neonatal preterm birth

J S

INDONESIA :

About 17.000 islands,
rainy and dry season, 714
ethnic

Top 10 Cause of Death and Disability in Indonesia

https://www.who.int/countries/idn/en/

5

Indonesia

ttps://wwwwho.int/countries/idn/en/

Risk factors for deaths and disability combined

https://www.who.int/countries/idn/en/

6
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Unmet Needs in Drug Development in Indonesia

* The rise of NCD - Management of risk factors and treatment for CVD

* Tuberculosis, neonatal preterm birth complications, diarrheal, and lower
respiratory tract infections are still substantial contributors to DALYs

* Neglected tropical diseases: filariasis, leprosy
* Rare diseases

* Drug resistant organisms (MDR TB, Drug resistant malaria)

Mboi N. On the road to universal health care in Indonesia. Lancet 2018; 392: 581-91
Maharani A, Tampubolon G. Unmet Needs for Cardiovascular Care in Indonesia. PLOS ONE; 2014: 9(8): e105831.
Riskesdas 2018,

Number of New Cases and Deaths Due to HIV-

AIDS in RSPI-SS in 1995-2018

until Feb 2018

NN NN R O O

55

© S

10 Most Infectious Disease cases

at Outpatient unit in SS-IDH in 2016 - 2018

SHIV

« Tuberculosis

* Acute respiratory Infection

« Ear diseases & Prosesus
Mastoid

+ Pneumonia

* Diarrhea

* Gastritis

* Urinary Tract Infection

« Pharyngitis

« Dengue Hemorrhagic Fever
(DHF)

2018

SHIV

« Tuberculosis

« Acute Respiratory Infection

« Ear diseases & Prosesus
Mastoid

+ Diarrhea

« Bronkitis, Emfisema & Others
Obstructive Pulmonary
Diseases

« Pneumonia

« Urinary Tract Infection

« Pharyngitis

« Dermatitis

*HIV

* Tuberculosis

« Other Primary arthrosis

« Acute Respiratory Infection

* Chronic Obstructive
Pulmonary Disease

*Diarrhea

*Pneumonia

 Otitis Media

« Urinary Tract Infection

« Pulpitis

300 mTB
250 ® Candidiasis
= Pneurnoria
Hep C
150
® Toxoplasmosis
100 | | ‘ u Diarrhea
B i\]llll [LBUIEELLE =
) Lo B NINTIRAAR

o & P
SRS

$ &
L

Neurological

complication in

& &0 LI
Eriology w Percentage ()
= Toxoplasma El B
+ Tuberculosis Meningitis 4 66
* NA 6 98

HIV 2016-2019

10 Most Infectious Disease cases at Inpatient unit in

SS-IDH in 2016 - 2018

* HIV

* Dengue Hemorrhagic Fever
(DHF)

* Tuberculosis

* Diarrhea

* Gastritis

* Pneumonia

* Sepsis

« Typhoid Fever

« Acute Respiratory Infection

« Urinary Tract Infection

2018

* HIV

« Dispepsia

* Tuberculosis

* Diarrhea

* Pneumonia

« Acute Respiratory Infection

« Urinary Tract Infection

« Typhoid Fever

* Dengue Hemorrhagic Fever
(DHF)

* Sepsis

o HIV

* Diarrhea

+ Chronic Obstructive
Pulmonary Disease

* Tuberculosis

* Acute respiratory Infection

* Typhoid Fever

* Dyphteria

* Dengue Hemorrhagic Fever
(DHF)

* Pneumonia

« Urinary Tract Infection

DIPHTHERIA

SURVEILLANCE

Trends of Diphtheria Case i npatient instaltion,
Vear 0152016

Number of Diphtheria Cases by Age Group
in Inpatient Installation, Year 2015-2018

s 2 o e

12
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Clinical Trials in Indonesia

Early Phase 1 and Phase 1 Phase 2 Phase 3

Source: http://clinicaltrials.gov
Assessed: 24" January 2020

13

Pool of Clinical Investigators and
Patients

@ et cener o fectous baeeses

National Cardiovascular Center

ational Mother and Child Health Center

Private Academia

Research Centers

M tocims movwerme —
SRty

16

Advantages and challenges for CT in

Indonesia

Advantages Challenges

+ Wide-range of clinical specialists

+ In partnership with regulatory bodies (8POM |
Indonesian FDA)

+ GCP Courses: 3 - 6 times per year

(2019: 220 GCP certified staff)

Faculty of Medicine,

Universitas Indonesia

Recognized by

* Large patient population

* Wide variety of diseases

* Lower trial cost per patient

* Availability of research subjects

* Many tropical diseases that can not

* Lack of insurance companies that
covers clinical trial patients

* Material Transfer Agreement (MTA)

* Variable research capability of
investigators to conduct CT

* Main hospital:

RSCM: Internationally Accredited (JCI

certified), RSUI

+ Networking Hospitals: AHS ‘e

(FERCAP)

DIARC: Diagnostic & Research Center
(integrated Laboratory; 150 17025)

be explored in non-tropical countries

* Regulatory bodies: in compliance
with ICH-GCP

14

+ Institute of Human Virus and
Cancer Biology (BSL3 equipped)

Research and
Education Center -
IMERI:

Indonesian Medical
Education and
Research Institute

+ Supportin trial management: Clinical
trial supporting unit (CRSU)

17

Regulatory and EC timelines

(Sequential)

Indonesian
ECapproval FDA (BPOM)
submi

48 weeks

4-8 weeks

4 weeks

Al et al. Challenges of conducting clinical trials in Asia. Int ) Cln Trils. 2018 Nov;5(4):194-199

15

Member of AAHCI (Association of
Academic Health Center International)

18




| 337 3 / Apendix 3 | 2. Challenge and Suggestions on Drug or Device Development in Indonesia [l

IMERI MILESTONES
° ° ° Indonesian
2016 2021 2026 Medical
Science

ESTABLISHMENT ORGANIZATION Techno-Park

Research focus

Drug development: NCD and IDs.

Vaccine development

Contraceptive method d

Medical technology (medical instrumentation, tele-medicine, IT)
Indonesian human genetic research center

Indonesian human reproduction and family planning research center
Indonesian stem cell research center

Indonesian medical education research and development center

Indonesian clinical research supporting unit

Other Clinical Studies

__8s

Safety and efficacy Starfer(R) towards sperm.

placebo-controled study.

withDicroartemisinin ppraquine (OHA PGP for the
ol of o 7 ) s

NCTozsozsor
Sponson 3K MY

mnogenicty Sty of i Gl Exeinvs Latus
NCTasssa674. Targan I, et
Sponson 1 Kale arm, ndonesa

AWl <ounty mat<enter, bservationshretrspecine

restment patern nd ptent ueney o age l o sl
P — )

22

FMUVI’s current international

collaboration

---e 129 with
Japan

(based on number of publications indexed in Scopus)

20

Sulianti Saroso Infectious Disease
Hospital (SS-IDH)

JL. BARU SUNTER
PERMAI RAYA
NORTH JAKARTA
14340

Indonesia

23

Clinical Trials

Post Marke
Early phase

Otsuka Japan

Otsuka Japan

21

Hospital profile

(=)

Technical Unit of the Ministry of Health, Republic of Indonesia.

Specific Hospital for Infectious Diseases, Type A hospital with National
Accreditation (SNARS ED.1)

Teaching Hospital (AHS - U1)
156 beds

o

coo

Primary health care network

24
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25

Clinic monitoring for clinical

research/clinical trial

28

HIV clinic

26

Biobank facilities in Sulianti Saroso
hospital disease

Freezer Refriger
-80°C ator 4°C,
)

2 unit 1 i

29

TB-MDR CLINIC

27

SS-IDH Institutional collaboration

* NCGM

* National Institute Health and Research Development - Ministry of
Health Republic of Indonesia

* INA RESPOND : multicenter clinical research network in Indonesia
* Academic health system - University of Indonesia (AHS -Ul)

* Eijkman institute

* Bandung technology Institute

* Primary health care network in North Jakarta

30
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SS-IDH On going Research Activities

* Proactive study (HIV)

* TB study

* AMR study

« Diptheria study

* NeuroAIDS study

* Biobank study (suspect MersCov study has been published)

31

Collaboration opportunities

Infectious Diseases (IDs) Non Communicable Diseases (NCDs)

« TB

« HIVincl. opportunistic infection
Emerging and re-emerging infectious NCDs (Metabolic syndrome)
diseases (ERID) Stunting

Vaccine (avian flu; “halal product” issue) = Pregnant women morbidity
Evaluate failed therapy for infectious

disease (HIV TB, diphtheria, etc.)

Research that utilizes Biobank (note:

research on biobank negative suspects of

Mers have been published)

Drug Resistance in Malaria

Tobacco related diseases
Treatment and Risk Factor Management of

34

gy

ML Hocan auoy wsrmure
oGy
P e

.

Medical
Science

Group

MRIN Ethic Committee

32

Suggestions

» Clinical research/clinical trial proposal should be made together
* Affordable and low technology medical/health devices

* Capacity building for how to build a good system for clinical
research/ clinical trial

€5

s

Hospitals profiles

5S

36
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Ethics Committee: Recognized by FERCAP

Previous Recognition:

2016

Re-Recognition FERCAP
Certificate
2019

Action Plans &

SIDCER FERCAP 5-7 September 2019

37

Research and Education Center - IMERI:
Indonesian Medical Education and Research Institute

+

40

DIARC: Diagnostic & Research Center

(Integrated Laboratory)

Impl d 1SO 17025

Molecular Biology Unit IER iRl Cell Culture Unit Imaging &
u Electrophysiology Unit

PCR Immulite Culture room Patch-Clamp Instrument
RT-PCR VIDAS Biosafety Cabinet Confocal microscope
Sequencer (Mi-Seq) Multiscan ELISA Reader MACS Dissecting Microscope
Microarray Flowcytometry
Luminex

38

RSCM - Cipto Mangunkusumo General Hospital

+ National Referral Hospital,

« Under Ministry of Health

+ Internationally Accredited

+ FMUT's main teaching hospital

KENCANA-  KIRANA- KIARA

Cardiology  Radiotherapy
Private Ward  Ophtalmologic Ward Mother & Child Ward — ward

Kidney Liver HIV Stem Cell Cochlea
Transplant Transplant Unit Unit Implant

41

Institute of Human Virus and Cancer Biology

Equipped with BSL-3 facility

Topics of Research:

«HIV, CMV, Dengue --> mainly
on the study of pathogenesis
& vaccine development

« Cervical Cancer

Public Service

- Plasma Cluster Air Conditioner
testing (Sharp)

- NanoEx lon activity testing
(Panasonic)

- GLP, IS0, Biosafety Consult

39

RSUI:

Universitas Indonesia Hospital

« 1st clinical trial that will be
conducted:

* Dose-ranging study of drug XXX

* Phase2

* Arandomized, double-blind, placebo-
controlled for obesity
Planned FPFV: end Jan 2020

* Sponsor: Malaysian Pharmaceutical

« Teaching hospital Company
+ Official opening: 13 Feb 2019

+ Neuro-cardiovascular diseases, geriatrics,
mother-child health, dental health

42
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Clinical Trials for

Processing time: 20 working days

equired Documents:
CT protocol
Informed Consent
| - IRB approval
i - Product information
| - Certificate of Analysis (CoA)
Certificate of Good Manufacturing Product (GMP)
| = Summary batch protocol (3 consecutive batches)
- Pl Certificate of GCP
|- cvofpl
For collaborative CT, contract of collaboration must be included

|
|
|
i
|
|
|
|
|
|
When laboratory testing is required, certification of laboratory must be included |

43

Leading causes of
DALY for Indonesia:
1990, 2006, 2016 -
Clinical trial
opportunities

Mboi N. On the road to universal health care in Indonesia. Lancet 2018; 392: 581-81

44
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3. Challenge and Suggestions on Drug or Device Development

in the Philippines

Maria Elizabeth Mercado / Jay Ron O. Padua / Gelza Mae Almario Zabat

Philippine Delegates

University of the Philippines, National Institutes of Health (UP-NIH)
MARIA ELIZABETH P. MERCADO, MD, MAS- Clinical Research

« Project Staff for Executive Director of UP Manila National Institutes of Health; Teaching Assistant to John S. Witte
PhD in Molecular and Genetic Epidemiology

Masters in Clinical Research University of California, San Francisco Department of Epidemiology and Biostatistics.
Certifications: Advanced GCP (UP Manila DCE), Human Subjects Protection Training Stage 1 (CITI Program)
Member, Asian Association for the Study of Diabetes (AASD)

San Lazaro Hospital (SLH)

JAY RON O. PADUA, MD, FPPS, FPIDSP- Pediatric Infectious Disease Specialist

« Medical Specialist Iil, San Lazaro Hospital

« Fellow, Philippine Pediatric Society and the Pediatric Infectious Disease Society of the Philippines

+ Life member, Asian Society for Pediatric infectious Diseases

« Visitor Observership and Clinical Preceptorship, Baylor College of Medicine, Texas Children’s Hospital
+ Participant, The 18 Nagasaki International Course on Research Ethics, Nagasaki University

st. Luke’s Medical Center (SLMC)
GELZA MAE A. ZABAT, MD, FPCP, FPSMID- Internal Medicine- Infectious Disease Specialist
+ Member, SLMC Institutional Ethics Review Committee; Head, HIV/AIDS Treatment Hub, SLMC-QC
+ Member, Infectious Disease Society of America
* Recent trainings: The Role of Diagnostics in the Antimicrobial Resistance Response, London School of Hygiene
& Tropical Medicine; The 18" Nagasaki International Course on Research Ethics, Nagasaki University;
Course, Curry is Center, UCSF

SAN LAZARO
HOSPITAL

Founded 1577
500-bed capacity
National referral facility for Infectious and Tropical Diseases

One of the retained special tertiary hospital of the Department of Health
(DOH), subsidized by the national government

National Reference Laboratory for Tests on HIV/AIDS, Hepatitis and STls
Treatment Hub for HIV/AIDS, TB-DOTS, MDR-TB

Animal Bite and Treatment Center, including snake bite management
With an in-hospital mini-laboratory run by Nagasaki University

* Has a Research Ethics and Review Unit, Level IIl accredited by PHREB

* Has residency training program on Family Medicine and Fellowship
training program in Adult Infectious Diseases

Clinical rotation for medical clerks from 9 medical schools as well as
students from Nagasaki, Oita, Kansai, Kobe, Tohoku, and Tottori
universities

National Institutes of Health

University of the Philippines Manila

an institutional home of a network of
various research and extension units

i in health and socio-bi
concerns.

Strengths of the Institutes

Recognition as Center of
Excellence/Influence/Policy

Multidisciplinary nature and approach
Community-based/oriented programs
Research management available

Committee on research
implementation and

Registered Clinical Trials

development/Ethics boards Industry . Local International
Academia " o
* Recognition for outstanding Funded Collaborations  Collaborations
researches 91 5 21 12

http://nih.upm.edu.ph/ab

Challenges and Suggestions on
Drug/Device Development

in the PHILIPPINES

* Internationally recognized private
academic medical center

+ Accredited by Joint Commission
International (JCl) as an academic medical
center hospital

* Trust, Effective Medicine, and Optimized
Services (TEMOS)- accredited for
excellence in medical tourism and quality

Ongoing clinical trials 103 in international patient care
Phase | 3
Phase I/Il 1 . Feée:;rch and Biotechnology Group
R&B
Phase Il 6 « offers a Master of Science Program in
Phase II/IIl 2 Molecular Medicine
Phase 1B 1 « Center for Clinical Trials (CCT)
ase * Level 3 Institutional Ethics Review
Phase Il 70 Committee (IERC), recognized by SiDCER
and FERCAP
Phase B L * Biobank for Cancer
Phase IV 2 * Center for Human Research Protection
and Office of Research Integrity
PMS 1
Others 16
@ R

3

PHILIPPINES

+ Land area: 300,000 km?
* 7,107 islands
+ Three major islands: Luzon, Visayas,
Mindanao
+ 13t most populous country in the world and
7t in Asia
* Population: 104.0 million (as of 2017)
* Population density: 342 persons/km?
o Life expectancy of 69.1 years (from 62.2 years in
1980)

* improvements in living conditions, better
access to health services, and improved
and treatment of i

diseases

(Padilla & Cutiongeo-de la Paz, 2016; Dayrit et. al, 2018)
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(Dayrit et. al, 2018)

© 2018 Notionsl Center for Glabal Healt and Medicine 7

2019 is a challenging year for the Health Sector

Dengue outbreak — August
* 350, 000 cases
* More than 1, 300
related deaths

Measles outbreak — Polio Outbreak —
February September
+ 42,000 cases . 19 vears“afte‘r bemg”
declared “Polio-Free’
* 560 deaths * 16 cases cVDPs

© 2018 Notiansl Center for Glabal Health and Medicine '] O

Current Health Situation

Physical Infrastructure

* 1,224 hospitals

* 2,587 city/rural health units

* 20,216 barangay health stations

(Dayrit et. al, 2018)

© 2018 Nationa Center for GlobalHealth and Mecicine

Triple Burden of Disease

« Current health burden is summarized and addressed by the
Philippine Health Agenda made by the Department of
Health (DOH)

© 2018 National Centr for Glabal Health and Medicine '] ']

(Cabral, 2016; Department of Health, 2019)

Leading Causes of Death in Philippines, 2017

Philippine Statistics Authority, June 10, 2019

© 2018 Notonal Centr for Global Health and Medicine

© 2018 National Center for Global Health and Medicine 'I 2
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National Unified Health
Research Agenda (NUHRA)

« outlines the areas and topics that needs to be
addressed in the Philippines for the next five

National Unified
Health Research years.
Agenda 2017-2022 « Put together by the Philippine National Health
Research Systems (PNHRS)
« Core agencies:
+ Department of Health (DOH)
+ Philippine Council for Health Research and
Development (PCHRD)
+ Commission on Higher Education (CHED)
* University of the Philippines Manila —
National Institutes of Health (UPM — NIH)
(Lopez et al., 2019; PNHRS)
Ctonrs o G .
Research
outputs and
financing

© 2018 Notionl Genterfor Global Healthand Medicine

(Lopez et al., 2019; PNHRS)

International Trials in the Philippines as of
January 2020 from ClinicalTrials.gov

Study Phase Completed Ongoing Total

Phase 1 15 2 17

Phase 3 401 96 497

Others 73 32 105

B —— .

RESEARCH
PRIORITIES

© 2018 Nationa enterfor Global Heslthand Medicine

(Lopez et al., 2019; PNHRS)
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Ongoing Collaborative Researches
with Japan-based Institutions (N = 31)

Dokkyo Medical University 1 Santen Pharmaceutical Co., Ltd. 1 e e Tenes & FINANCIAL CONSTRAINTS e D AN
Eisai Co., Ltd. 2 Santen Philippines Inc. 1 DEVICES RESEARCH
Hi-Eisai Pharmaceutical, Inc 1 Shionogi 1
Kyushu University, Faculty of Shire 2
Agriculture 1 Shire Human Genetic RESEARCH COLLABORATIONS CAPACITY SERVICE DELIVERY
Kyushu University, Mishima- Therapies, Inc 1 + Conduct more + Promote local BUILDING ' Ee"el';”;_ef’idle"ce'
i i quality researches and international ||« Local and ased clinical
o as::i"l‘)"n;;’e”r:ifa‘l'z:mutes ! Takeda ;’e."e'[,"t”"‘ig‘ Center 3 + Increase submission collaborations international practice guidelines
g f Tropical yé, ; 1 Sley e, e of researches for « Strengthen attendance in (CPGs)
of Tropical Mg icine Takeda Global Research and publication public-private training workshops || * Centralized
Otsuka Pharmaceutical Fo,, Ltd. 1 Development Cent.er 1 + Participate in multi- partnerships + Online courses repository of
Otsuka Pharmaceutical Takeda Pharmaceutical regional/ global « Technology « Hands-on skills research
Development and (Philippines), Inc. 1 clinical trials transfer building + Digitalization
Commercialization, Inc. 2 Takeda Vaccines, Inc. 1 « Observership and + Harmonize CPGs and
Philippine Nikkei Jin Kai Takeda Vaccines, Pte. Ltd 3 mentoring translate to policies
Polyclinic and Diagnostic Tohoku University 1 to improve health
Center, Inc. 4 Tokyo Metropolitan University 1 g © 2018 Naions Center for Globa Hesthand Miedicine delivery systems
e st ph/index o t 19 29
© 2018 Ntiona Centrfor Glbol Helt nd Wediine
The Philippines has high interest in research, given
the drive of Filipino researches to participate in
clinical trials. However, the country, has limited
resources in conducting large scale clinical trials—
being an archipelago, language barriers, financial
constraint, etc). Japan, with its breakthroughs in
technology can definitely help bridge gaps in the
Philippine research initiative
The expertise of Japan on clinical trials, advanced
diagnostic and treatment modalities can facilitate in
building the capacity of Filipino researchers and
clinicians in coping with both infectious and non-
communicable diseases.
(lii et al., 2019)
© 201 atonlCentrfor lool ealthand Wediine 20 23
The collaboration between the Philippines and Japan has
always been present. We hope to strengthen these
LACK OF TREATMENT towards the fulfillment of UHC in the Philippines.
Il\?:g(I:(E)?SSIB&I‘.E LACK OF SKILLED PAUCITY IN Financial support, digitalization, technology and
FINANCIAL PERSONNEL TRANSLATIONAL knowledge transfer including disaster preparedness and
DIAGNOSTIC DEVICES CONSTRAINTS Research RESEARCH di break: d cli h
. X . . ch protocol nen response to disease outbreaks and climate change.
HIV/AIDS; MDRO; * development writing and Communication
neglected diseases from natural bl gt‘ and information . : S "
* Minimally invasive or products publication dissemination Clinical researches on preventive medicine, infectious
interventional * Development of ' a’:;t"\””""g « Clinical practice diseases and NCDs, newer treatment and diagnostic
treatment modalities point-of-care il " guidelines modalities- gearing more to targeted and personalized
* Disease prevention diagnostic tools surveltance an development dicil fi h coll i
. oo reporting ; medicine are great avenues for research collaboration.
Targeted treatment + Clinical researches 0 i d Health policy Translational and operational researches can also hel
« Screening and and clinical trials onitoring an devel d P P
) . luation evelopment an improve the current health system in the Philippines
confirmatory devices eva evaluation P Y ppines.

with fast TAT
Molecular assays

© 2018 NatonslCenter for GlobalHealth and Medicine

21

Centerfor Global Heatth nd Medicine

24
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FB: /elizabeth.mercado.3939

San Lazaro Hospital
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e-mail: jayronp@yahoo.com
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4. Challenge and Suggestions on Drug or Device Development

in Thailand

Suvimol Niyomnaitham / Noppadon Tangpukdee / Weerawat Kiddee

Challenges and
suggestions on drug/device
development in Thailand-

Thailand Geographically

© 2018 NationalGenter for Global Healthand Medicine 4

Content

“* Where are we :Thailand
¢+ Health burden in Thailand (Our personal opinions)
% Current situation of research and development

on communicable and non-communicable diseases
+ Summarization of unmet needs

% Proposed solutions to fill the gaps

+¢ Perspectives [drug and device development perspective]

© 2018 National Center for Global Health and Medicine. 2

© 2018 National Center for Global Health and Medicine. 5

Thailand Geographically

©2018 NationslCenerfor Glbal Helthand Madicne 3

© 2018 Nation!Cenerfor Glbal Helth and Madicne 6
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© 2018 Natons

Credithttps://theitravelchannel tv
J Genterfor Global Heslth and Medicine 7

Health care coverage for Thais

hetps:liwwwnationthailand.com/national/ 30346131
© 2018 NationslCenter for GlobalHealth and Medicine 'l 0

Phase I clinical trial facilities

https://sicres.org

lational Center for Global Health and Medicine 8

Thailand health burden

Non-communicable disease > communicable disease

Leading cause of death
1) Cancer
2) Road traffic accident
3) Cardiovascular disease

© 2018 National Center for Global Health and Medicine '| 'I

© 2018 Natona

Health care benefits for Thais

hitps:/iwwwnationthailand.com/national/3034¢
) Cente for GlobalHeath and Medicine 9

Thailand health burden m

Non-communicable disease > communicable disease

The Ministry of Health has identified that cancer is the
number one killer of Thai citizens since 1998, adding that out
of 122,757 new cases diagnosed in 2019,

73,000 patients have died

© 2018 NationlCentefor Giobal Healthand Medicne Source: hitps:/ithethaiger.com '| 2
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Thailand health burden <

2.1 Non-communicable disease > communicable disease
Road accident rate worldwide 2019

Emerging problem: respiratory
diseases related to PM 2.5 pollution

Source: hpsiwwnationthaiand.com
© 2018 National Center for Global Health and Medicine '| 3

Current situation of research and development
on communicable diseases

© 2018 NationslCenter for GlobalHealth and Medicine 'l 6

Thailand health burden

2) Communicable diseases

oAMR

oTB,RR-/MDR-TB

oHepatitis B

oDengue

1) b
In 2019, the dengue case is around
114,449 cases with 122 case death
(until 11 Nov.) which is highest case

Hepatids B during 5 years.
© 2018 National Center for Global Health and Medicine '| 4

Current situation of research and development
on communicable diseases

* Thailand show the potential for conducting the clinical
research in dengue due to there are various type of patient
e.g. naive patients and secondary dengue infected patients

* Dengue vaccination related research : well established

* There are many AMR strain founded in Thailand and some
have been collected in biobank. So Thailand is ready for the
innovation for AMR testing

© 2018 NatonalCenter or Global Health and Medicine

(Our personal opinions) .l 7

Current situation of research and development
on communicable and non-communicable diseases

3.1 Communicable diseases
 HIV research
“»New regimen/to cure HIV
% Hepatitis B
< Dengue
¢ Malaria
“* TB
3.2 Non-communicable diseases
« Cancer
<« Cardiovascular diseases: HT, CAD: anticoagulants
+» Metabolic diseases e.g. DM
<« Road traffic accident prevention study : ?

© 2018 NationslCente for Giobal Healthand Medicine '| 5

Unmet needs of R&D

I. Accessibility of the new cancer treatment/early diagnosis
Patient accessibility to participate in the clinical trial
Awareness of antimicrobial resistance (AMR)

»w N

Under screening for the preventable diseases
e.g. breast cancer, cervical cancer

5. Under detection of the early stage of some diseases
Glaucoma, DM, CAD,AF

6. Need (short/long term) policies to reduce the rate of road
traffic injury/ pollution prevention

© 2018 NatonslCenter for GlobalHealth and Medicine

(Our personal opinions) -l 8
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Proposed solutions to fill the gaps

Research
¢ Health care system research to strengthening health services
¢ Increase the number of clinical trials (both IIT, and sponsor trials)
o To increase the accessibility of the new treatment

o To collect the specific data of Thai population

o To meet the need of some specific diseases or problems in Thai
population
Collaboration
«¢ with the local private/governmental institution
« with international health institutions : knowledge sharing

© 2018 NationalCente or Global Health and Medicne

(Our personal opinions) 'l 9

Perspectives to fill the unmet needs
[From drug and device development perspective]

|. Clinical research and drug/device development can

v Clinical research (MRCT) might help establishing the
genomic landscape of Thai population
(such as mutations in Thai cancers, data on the drug
response that studied in our population)

YIIT related to drug/device development will help lowering
the cost of some treatments/device

© 2018 NationalCente for Global Health and Medicine 2 2

Proposed solutions to fill the gaps (cont)

Awareness/preventive plan
< National plan for prevention program esp.
preventable disease
o Road- traffic accident long term plan
o Screening program for the breast cancer and the
cervical cancer

+ Antimicrobial resistance awareness and prevention

o Antimicrobial resistance control and prevention
¢ Health education/awareness for national-wide

© 2018 National Center for Global Health and Medicine 2 O

Perspectives to fill the unmet needs
[From drug and device development perspective] (Cont)

2. Barriers in Thailand that might related to drug and
device development
» Regulatory perspective
o Delay processes within the local regulatory
o Contact personnel

» Economy perspective
o Budget allocation into the research

» Regarding developing drugldevice
o Less number of IIT
o Need local collaborator

© 2018 National Center for Global Health and Medicine 2 3

Proposed solutions to fill the gaps (cont)

+“*Health education for national-wide population

“#*Healthcare supporting systems
o Increase healthcare personnel
o financial support
o strengthening competency of health care personnel

+“*Budget allocation to healthcare/research system
“*Involve the scientist and healthcare professional in the

policy making process

©2018 NationslCenerfor Glbal Helthand Madicne 1 2 'I

Perspectives to fill the unmet needs (cont)

[From drug and device development perspective]

3. Collaboration which seems possible between Thailand/
institution in Thailand and Japan/NCGM
» Technology transfer
» MRCT/ multicenter-RCT

4. Help/support which could be the efficient collaboration
» Innovation
» Compact or portable device is very advantageous for
remote area and surveillance program
» Japan experiences (regarding trial initiation/management in
drug and device development)
24

© 2018 NatonslCenter for GlobalHeslth and Medicine
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Perspectives to fill the unmet needs (cont)

[From drug and device development perspective]

5. Area/points to learn from Japanese colleagues working in
the clinical research and development field.

* How to prepare the efficient system of clinical trial that
relevant to drug/device for aging society?

* Role of drug/device development relating the community care
system for the aging society

© 2018 Nat

25

Thai FDA approval related
to the generic drugs?

Regarding the topical/local applied generic drug /new
generic drug which manufacture and/or import in Thailand

Thai FDA required the comparative studies in
pharmacodynamics and/or in clinical together
with in vitro studies.

The applicant need to give the reasons why the
submitted method is selected.

© 2018 Nator

28

In case the Japanese product needs Thailand’s approval

» Oversea clinical study data is acceptable

» Clinical development (trial) Must aligned with ICH
and/or WHO guidance

» Bridging data & local regulatory trials are not always

required (exception: drugs that have demonstrated the ethnic

differences might be requested more data)

26

Situation of clinical trials in Thailand
for additional indication

» Oversea clinical study data is acceptable

» Must aligned with ICH and/or WHO guidance

» Bridging data & local regulatory trials are not always
required (exception: drugs that have demonstrated the ethnic

differences might be requested more data)

29

Thai FDA approval related
to the generic drugs?

Regarding the systemic generic drug /new generic drug which
manufacture and/or import in Thailand

Thai FDA requires the bioequivalence study and in vitro
dissolution/release study compared to original new drugs
to ensure the quality and efficacy of product

“Which need to be studied by Thai institution or Thai laboratory
except some which cannot be tested in Thailand”

© 2018 Nat

27

Benefits to conduct the clinical trials in Thailand

v" Well trained research physician, familiar with trials
v No language barrier for personnel

v Large naive patient population across many disease
profiles

v' High cost-effectiveness in hosting trials
v' High incidence of tropical diseases

v' Access to state of the art, readily available medical
equipment and facilities infrastructure

NOTED: Among ASEAN country, the same dossier can be used
for submission 30

© 2018 Natr
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We thank NCGM for arranging
this productive fruitful meeting —
and to meet distinguish
participants
here in Tokyo 2020.

31

32
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5. Challenge and Suggestions on Drug or Device Development

in Vietnam

Ngo Van Cong / Thi Hong Linh Le

ADVANTAGE & DISADVANTAGE
IN CLINICAL TRIALS IN VIETNAM

NCGM, 2020 JAN 24
TOKYO

l. VIETNAM

There are 5 important cities
1. Hanoi (the official capital,

North)
2. Hai Phong (industrial city,
North)

3. Da Nang (Newest emerging
city, Central Vietnam)

4. Ho Chi Minh City (Also
called Saigon and seen as the
Economic Capital, South)

5. Can Tho (heart of the
Mekong Delta)

Outline

1. Introduction to vietnam
2. Introduction of health system in vietham

3. Advantage & disadvantage in clinical trials in

vietham

1Il. MODEL OF HEALTHCARE SYSTEM

« Ministry of Health (MOH)
MOH Dey

«Research Institutes (NIHE, Pasteur Intitutes, etc.)
*Medical Colleges
« National Hospitals (General and specialist)

« Provincial Health Bureaus

Province «Provincil Hospitas (General and Specialit)
«Provincial reventive MedicalCenter
People
it + Medical Secondary Schools

District of People Committee «District Health Centers
Commune Prov. Committee - Commune Health Centers

l. VIETNAM

« North: sub-tropical
« South: tropical
Land areas
« 331,200 km?

Population

* 93,5 million (20
« 305 people/km?

Main cities

* Financial hub: Ho Chi Minh City ( 8.992 million est.
in

N
8
2
&

 GDP per capital: $ 2,385 (2017)
« GDP growth: 6.6 % (est. from 2017 to 2026)

II. BACKGROUND AND HISTORY

-1997- 2000, S1 billion was allocated for the

healthcare sector;

- 2005-2010, $1.8 billion was spent on building 56

new hospitals;
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BACKGROUND AND HISTORY

- Hospitals in Vietnam (1,161 public hospitals and
185 private hospitals in 2016);

- The number of healthcare clinics and medical

centres is increasing (> 20,000 private healthcare

[

1938

1900

1958
3201 beds

1919
The top referral hospital of
1974 the 37 southern provinces,

serves a total population of

clinics and > 11,000 traditional medicine centres); ADmilion.
[ .
10
KEY HOSPITALS IN VIETNAM 09 paraciric
epartments

- 115 People Hospital;
- Da Nang Hospital;

- Cho Ray Hospital; - Hanoi and Ho Chi Minh
- Dong Nai Hospital; C|ty are two major
- Kien Giang Hospital; markets for medical
- Ho Chi Minh Heart Institute;
products.

- Ho Chi Minh Oncology Hospital;
- UBHN Cancer Centre;
- Hue Central Hospital;

- Cho Ray Hospital, Bach
Mai Hospital

- K Hospital;

- National Institute of Hygiene and
Epidemiology Hospital;

- Bach Mai Hospital;
- Viet Duc Hospital....

11 Functional
Departments

Six Sigma certificate

1SO 15189:2012 Medical Testing Laboratory

11

CHO RAY HOSPITAL

Area 56,000 m?

l STAFF |

Doctors

Nurses

Technicians

Pharmacists

Others

12
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Daily activities

350 emergency patients

6.000 out-patients

2700 in-patients/day
3.000 in-patients

300 surgeries

2013 2014 2015 2016 2017
BACH MAI FIOSPITAL

13 16

CRH & NCGM COOPERATION ON

QUALITY MANAGEMENT & PATIENT SAFETY S22 OVERVIEW OF BACH MAI HOSPITAL

Bach Mai Hospital is the first special level general hospital
* 3200 inpatient beds
«Total staffs: 3,500

Training course on patient .
safety & quality management in 2012 Training course on QM & PS at CRH Current structure: 3 Institutes, 11 Centers, 22 Clinical

Departments and 5 Paraclinical Departments, 12 Functional
Divisions, 1 Medical College, 2 other units, 1 Journal of
Clinical Medicine.

* Creadited Laboratory ( 1SO 15189:2007)

Training course by WHO and NCGM in 2016

14 17

TECHNICAL ASSISTANT PROJECT @ Number of outpatient in 5 years

nNCcGH

1. On job training in Hospital Quality
Management and Patient Safety

2. Lectures

3. Research

4. Training in Japan
Summary meeting at CRH on 14" Dec 2016

15 18
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Number of inpatient in 5 years

[1l. CLINICAL TRIALS IN VIETNAM

- Vietnam is
participating in
approximately 7-8 new
industry sponsored

trials every year.

- There were 142 trials

19 22
.REGULATORY APPROVAL PROCESS IN VIET NAM
! NUMBER OF CLINICAL TRIALS (2015 -2019)
! m2015 W2016 W2Qkbrya2018 m 2019
Interventitional clinical trial in HCM, HNC
20 23
IIl. NUMBER OF CLINICAL TRIALS NUMBER OF CLINICAL TRIALS IN THE ASIA REGION
2 .[ Source: wwwi.clinicaltrials.gov (accessed 20 July 2011) 24




| 3% 3 / Apendix 3 | 5. Challenge and Suggestions on Drug or Device Development in Vietnam [l

25

ADVANTAGE

- Wide range of diseases and - Improvement:

potential patient pool; + Timeline start-up

- Adequate facilities (central); + Clinical trial experience

- Qualified staff (medical license; GCP of provincial or district

Certificate for Central Hospitals and health care centers

Institutes); + Facilities of district

hospitals in remote areas
- Experience (National Hospitals and
Institutes);

- Cost saving and low competitors

28

DISADVANTAGE

- CSA needs to be translated into the local language
as legal documents;

- Some basic researching fees (10% administrative fees
for MOH and 30% overhead fee included in CSA);

- Too much steps in researching:

+ Requirement of renewing IL yearly and renewing EL for biosamples
every 6 months;

+ Restriction of relabeling IMP/non-IMP at sites for shelf-life extension;
+ CSR submission requirement for closing study in the country;

-> To creates complicated and overlapping procedures for sponsors during
the approval process.

26

Clinical Trials is increasing about

guantity and quality

29

DISADVANTAGE

- Network system is weakness;

- Need of having local vendor/broker for shortening
IL review process for study specific auxiliaries;

- The MOH is in the process of developing
guidelines for best practices in clinical trials;

27

THANK YOU FOR YOUR ATTENTION!
30
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