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Indonesia, Japan ink MoU on solutions
for global health problems
ANTARA NEWS.COM

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

Depok (ANTARA) - The University of Indonesia (U1) and Japan's National Center for Global Health
and Medicine (NCGM) signed a memorandum of understanding (MoU) on solutions for global

health brebloss/ /en.anta ranews.com/news/207197/|ndone5|a-|a9an-ink-
mou-on-solutions-for-global-health-problems

ARISE

7/7%@1&@5’?5%’[5573
NCG ML}EI’ n’nnjj’fZEﬁ aX

RNFAATAZ@BMH TAUESATAZR@UPM 54 AT4Z@FMSH-MU

* Investigator Initiated Trials

ﬁ(&@@% PR Research Strategy
o Phda . T EE o * Capacity Development
7 * ) qu CUNICAL‘:;thm . PAPPS
’ | * Regulatory Consultation
* Quality Management
A :
Health Diplomacy

i
[ )

JPMA

—_
8. )
JICA

7 TERR nﬂ%ﬁbu

= a BEHASD
ARISEXRE
ErEREERREY £ —. FYTHEICE TLAY -2

it 3 e ERLREERHR - RBEgrE (ENI1650F)
B9 5. BEFFEED 7Y 7EHEEREGKWH
T-HABRry F7—% [ARISE7Z 54 X

(ARO Alliance for ASEAN & East

Asia) /_L BEELEL
https://bio.nikkeibp.co. |D/atcI/reIease/22/01/l3/12375/

ARISE I\/Iembers
(Kick off mtg 9th Dec, 2021)



https://bio.nikkeibp.co.jp/atcl/release/22/01/13/12375/
https://en.antaranews.com/news/207197/indonesia-japan-ink-mou-on-solutions-for-global-health-problems

<R2> 1-1 EIRADEE

" Enrich the human resource in AA countries ~—_
qualitatively and quantitatively

RIS E: FvINSFT1—ENT120

[F=]

Ik
i

A 1-a)
SURSIL

L 7V HEEICH T BERRA TR R R UIR AR SBRR AT RSB NIARICH DN, EADFFEDE PR
St BTV, FHCASEANFEE*(CHIF B A RARERERER SRV, BB TIEINSFEE CH I B EIR
HERRRAFRDOREISEDUTERD AREOEREZZHTD—BOILTTHUALE . DWVTIIERPRE
FRICEDZANERZE - SH (B I, Fv/(SF1-EIFT(>JELTIRROTOT S LZRIFL.
F12(C3F09 5 L%FY2020(CFRTE . AE— REVEL THED A > TS OBRORE — Rzl 35EEN Z
FtEUIz. CNSOTEEDBIREIZIREL T, HRECHITBERARIET > ADEN -58(E. WUNCEF
RFICHIT BB ARLASEANEE DIHBEZEROIZHD /(- — 2y T EAOEBNATE TED,

B/ BR/HEF S DR

¥4 BENSS VRS MBS, Global BAREF CTHHFTRUHEICRE I 2 RRE

1R - BRRICO UV CET R MEEWebsRIE(ICLD, HEETHIENRUBBOHESZ
#1935, ACEAN, 7JUh, BARHSZIBX L EFEEDRRRIATT. 45(CE
B E AR SILACEINT B,

FfE:2022/03/03-04
[&ROBRSNIE < (CH
BDEIEEPREHER S U BRPRAT
B IRIREERE ]

BIREB L DIEHT ANER]
FIEENEERRERT.,
2022/02/12i71E£160%
B ENSEaE iR,

1-b)
e-learning

BRERTAZE. F5(CERESARORKICHBLIHZF 5. ZBE FERITHE
RBENSERL, RIEHOERUANSERIFHME TFIESNRN I EFIFIA]
MOBSZEIET . MHSERIEFOINR, ZEBONHBFEZHEL. BO®
A E B ORRBRICEIRIL (D, THESNREMHR I DI, slBRZRMURE

HEZEDAND,

2021%F11H-202243
B (A>FYYRETAOE
20225 4HRETHRIR, 5
A RETHRBRAERAZEBRM(C
RHEFIE) o

SHENS29&NENN.
2021/11/24nBA>TX>
RERTTENREEZHHED
BE7RIB 29152 X)
H,

B [ERIEHME

ERERIAFRD AM BRI OV TEHKE D - Az R bIEME I IR0 F BRI ER
HRE - ERMR (Ph737) ERBIIL(CLD, HEOIRRICEIULR
BAS THHERNM. ERARIAREOBENZRS . MRE 51 A2 RRST7IThI
Z AP L THIES THEE-FIE.

2021 THAL0R LABE
HAAVRRE T, T4UES,
N ATIERZENE.

FEUANEETTEE
BHo JUE>TIFEIC2E]
B7#z5tiEl, 2/23-24F ¥
Eo




<R2> 1-2 IT&ERALEHMEDOISABELTY—ILDOVERK

RET KIRKZFEFEPEFRAFTH

- ITERSBERAUEAS SAEHBEY—ILHAREZNICIDIERHET OIS A

C P T DR

WSE PRI D ERE — —

X (239 DEBRHEEAFHAFEDORE DM L,

-ma£@ﬂwmeDWD®&@ﬁmT®ﬁD —)\UE—-23>2(CHNT
HEBM « [EEA I R—23>2(C1%DFv/S

S EITa T EDS,

WABEHE (148) (& CROCORBEI—~2Z ~
WERETE (2#BL8) QELXLOHIME ~

[ =an | musonsrecoutn smeoin | sacuen | t1vven |

CROCOA—=2

<HEBY-—)LIER>

A YRR
& - BE 24 |G
BET
SEI DR B i@ 9 Bl
BRERFZED (FL@) (&) - B - BEREER* | 11 |CROCO: 11
EIPTELE . s .
NEFRZEE BREREATTY (F@) [&F - 8hiE? - WEERsER* | 16 [CROCO:16

N Engl J Med 2016; 375:e154D

1) BRERAIZRICBI 9 2 BM Dcertification (FREF) X ¥ — LRE,

2) BRERIESHELET IS 5 BMBHIES,

0N~
NEborSRALTHE



https://www.nejm.org/doi/full/10.1056/NEJMicm1501197

<R2> 1-3 EEFEKCLZIIOSIIMIHOLEHDITS

[ElFREARAEIA—S L]

HEF : 20214128138 (A) 15:00-17 : 40 (BABER-)
BA . AT
20 : 256% (35/851854%)
;—7 : [SARS-CoV-2BZMED BHIH I BEBIR N (LR ER R AZTRIR
07354 :
DEFEE  [BAVBETEREERR] EESEE
2)IBEHE : [EHEr>T7EEICHIFBCOVID-19/0> 73w IR
REEBEIRIGHRODFTRER M EEERR |
AIRRIT . 94, TAUE>D ANFLALDEEE
3)NRIVT4ZNYS3> : [SARS-CoV-2REREDEFICHIFBER
HEEGPRIATT - sHER(IC T I BEAF L& E |
ISTEBEEE +IICA. PMDADS LS EDTE

[(Bhx3 4 yEICH I DERFRIATE - SHBRDRER/ = —XFHE]
WRE  AYRRIT 54 TUEY RN L

= EH
o FEREER EEMEESOEAZ-XEBASMNT 3,
o IRUNCHITZATRERDEREZIEIET 2.
o BRERAATTEERRY RO — I DIBEE S S ZAREEL . ETEIZINET B,

m FEEROF A
o S-ZRBEECLBGEEAR RCBFEICHISBMT - RBEAOERIETS,
« BEOBERYPMAE., B8, BRKRATCEITSHIE. 1TIEDEREICLSATTRFED
HEBEBOIIR, S5CRBUAK. HEMRURIZDHL. MEREHELD.

- SEEETRDAER - EREREIM(AROTRY N —JHBRLERM) DRFELEDE.

R 7T HEE TIRKRATTOR L R ERERRRIATT S5y N A — LAD&HD TS
[LDVTERT S,

YT A— LB

@ zuEncoMEBERETA—5A 90 EIRISRILY VI I Ee
nean 4
EIRRMS 15:00.15:05 9.;
SARS-CoV-2 BREHHICHHS s emt . R
BRSO IIERRMRMR TE& Y NS S o
L] :.'n -’z’ gt <k
ET T — . e B v O
5 197t - ci
: g’iﬁ%ﬂiﬁém Gt -] r:ﬂfu-uum

P
2 BRESBIEID
R A BMCH 52 B, -
pmaE
2021 128130 (AR\)
15:00-17:40
T b N
Online(Z0oM) ! r fm 18:15.18:28
B Bl mmzLF RNy 16:25-17:35
r

o Gl X xe (UMKSRR L S-RFERE S~ 02 5-8)
S HEN ae
IFURR : AAP WERRORNE
EH AW s R S T
B B xe meoReEEI0ro A mm
WL B ke EOERERR S WARRE S

19 €80

BEusoms 17:35-17:60
] g

(FrFREREATE 0> 19 MO EIHEED]
- BB RE(CHUEBR R 70— F 21TV, BER B R (BET 3.
SRET  OBAEOFE OBI/IMEEHRR

- BEIEEALRE / L OB | (PESETE., D3( > M —-REDRfE

) BEE . OEATERRER. OB EHRR

B SR RE M

o BIMERIATRZBELOH CEEIZENEHLVEEZI TV RS

o TBIMNBERITATTOEREBITIEAIN ., IRERTHIHEZEUVIEZ TSR M
/EEJJZT‘Jj’

@ BE20FERERNARR720mENMSHAFH R 2ih - 548

@ HFERHCLIME. 158, PEIELER]

@ PEDEERIAT - RER(CFEI 3 -—XmEE nﬂ§5~6?i(’\flﬁ)

@ 1M - IBYEEBLOITEE. (EHmBZHER(2A~)



<R2> 2-1 favipiravirffREREROSATIYT1YVILE1—

1.COVID-19(3U Tfavipiravirg AWES5 29 AMELEBSERERFS R D A TR

SHRESASINZERFOZL(CLNDRRBEE SR N(CLBFavipirabirft 5 hTHON . ZO55IRIEETIC1SHE 194
S NEIEEADOIHOHERTO M-I PBREFPREN 2H A0V Y/ MBS AFE, 5564221 ET L. 2hEH
BEFTICIVH MEBE I RERERDT —HT> N —htaFEol.

i ERSORRRIAF LT E: ~20205F06°
ii. 7—AUNEE: 20204E07A~2021F11 AIRTE#EITH
iii. T—AET: FATUTVBEREERN ST —YEBROTE

2.COVID-19[cx 9 BfavipiravirZ WS 25 AMELLESERERICDOVWT DY ATYTAYILE1—fiftR

JORI-IE#ERZ20206F9A ([CITV XERT —IN—RADIRATITAVIT—F RUZIN-Z7  T—A0MHE . T—I AT
T Ul IRIESR SRR TH D,

i. JOMIVEER: 2020E8H~98 (PROSPERO protocol ID: CRD42020206305)

i, AT —AIN=ZADI AT TAVIH—FRURI)-=>4: 2020898 ~108

ii.T—A0HE: 2020108 ~2021F1H

iv.T—AXFERT: 2021F2H~7H

V. INETORXDATERFTNSEENSPEREDERE DI SRIRELTI I BRI OSBRI NE (158
379, {Z2HERERE310) . EREIRENRURSI%TE: 2021478 The efficacy and adverse effects of
favipiravir on COVID-19 patients:



<R2> 2-2 COVID-19L Y ANUIEEE-EH

ESZRES
Data Management
Step 1 Step 2 Step 3
wnT—4
»|_ Studysite A =

| _Studysite B«
WO

RCTOF 9 AR,

Integrated analysis

5 —SFER
SAFTERGE - BT
BRERAD I — ) (w2
SRIRIFE R

b=

L EQLSTERET, T
Fr=L—— -r = = = &RtITLRN?

LIANIDT—5 IR |

HOPIRAIHEDE

A=) Al LS PIERE
FPCMCEE i - R EE covmem JP -t-masam; -Emun:nn

AMRCEB21 ER . FIERRIED3AEIN o7 — SR RILERE T

REANLROSTHIS AP0~ FOBRE  REETIHO

BEBELNCTRED
Used for Data Track(EDC)
Name of Site Number of Subjects :
Study A Study B Registry
Study

BIY-001-A_UKCRS Hospital 0 0 0
POL-001-A_Institute of Maritime and Tropical Medicine 0 0 0
ARM-001_NATIONAL CENTER FOR INFECTIOUS DISEASES 0 0 0
ARM-002_SCIENTIFIC CENTER OF TRAUMATOLOGY AND ORTHOPAEDY 0 0 0
ARM-004_MEDLINE CLINIC 0 0 5

(K]

@DStep 1. 2(CHEHI B3 EZ B TOERRIATTHIEIRE SN T
(V. Study A. B (RCT) . FfzldRegistryI> N —ZzER
LTHD, ERIRRZ FEEIORT .

@ Step 3. 4ICDWTUNE LT — A% #iA 9 B Softwareld.
2022F 1A RKETHENT T UL,

@ FFEINZI T A, 2022628 1BIGERERMS(CRITUR.

SEDFIE]
@ Step 1. 2ZIBXRILALTLK,
@ Step 3. 4DWVTIE. T—9%T —IR—-R(TFB1T
UT =92 L DIAERZRI ENKDEND, ZD
DT —ADAFNIARBI RERD,

I N I I I I O N N I M

Y—LREE ANLTTRIYIR= K
RWDETRE. FF
TR
CINEDESE - FISE AL



<R2> 2-3-1 COVID-19(cx93LAMPE (COVID-19LAMP) OEGFRTEREER

AR REORE

*RT-qPCR SE& LAMP SEQ2A—EER96%(24/25)

WRVEPHIS(CEWTH, B FRERERE NI,
=
BEERAR BB LLEGRER | IIRIRE/LAMPIA, X388/ RT-gPCR &
2. MERMEESE(AEERER) © J4UED(1). 1VRRIT(1)
3. BZEHIER : 20041, B3 14E10041/B2 1451004 (WHO-EULEREE
4. MERSTELD/AREEL: KEORERMEREN/ AL

=

* LAMPEEZFARE S AT AlE. SARS-CoV-2 RNAZERFRE(35-459)) TRAR(C. hDIERETHS RT-qPCR SEEEEDSVEE * TR I 2ENBIEETHD.

< RAMEOBVLAMPEN, PCRIAICRNDZ B FIRHIRE LU TRAFORARREMEREZE I 2 L7 BEUESN'S LV 20ETHREEL B FREN+D(CERULT

TORIVRTE . ZFTARF—IAT

NCGM D e gl 1VDX—5—

CRO EAFE 1 B v
EDC/SAPHEEE HIFIHRPRHZ §.ﬁﬁjgﬁ 3
I ]

. __WHO _
5 1 EUL&ER
iR e o)

mYAVAR=>

1. EFEMFMRE 204F9H

2. JOMI-IL5ERKR 118

3. NCGM fmiEEEHR. AR 128, 214628

4. KftE REEEHHE. AR 2H. 45

5. ERPRMEESHER(ERIEER) 6HA~4H (NCGM ECHARIERZARE)
6. IR FEXR 224 7H

7. EEHEF 226 LUB%

wEIRR: BT FE

-BIEEA NCGM 21462 /597%ER

-fRIEEDE BIMEER BH552H . ECRMERERR. G2 6 A
-EDC. SAPHEEE 45

-Kick off Meeting 5H

-NDA. fRFTE2HE S 5A.78R

-EDC. E£EMN -4 78

-Indonesia MOH#ER 88, Patient-in: First 88 (RREEUR) - End 22428
-Philippines FDAZGR 12H, Patient-in: First 28 - End 2254H




<R2> 2-3-2 COVIDIcx9 3452tk az DR TERESBR B U WHO B E ZiE U It Bl PR

nilE  GPAFERER . HEOOFOILATLRZUTFY FOERREVIR 4 RES SUE AIEICRE I 25T

-EfEE TLUE> ANF L. 51E:% —45E:%(ANNFLA : SARS COV-2/> 720 1 s ik)

-BEEGIER :  600%EMR). P514R¥12041/214E¥480461

- FEE: OEFFRAVRHIERE ©  ERARIRE /AT REOFHMAC L BIVDERREL TOES R

2B EOMED : REFEREEBREROHAC L 2R ORFER/ &4/ BN ZIRETE
QFEDERILK :  ROIRMAIEICH I DR RO C & 28 FAHL R ZAREE

HBRE LR/ AR ERD: SEOHERMEIROER/ Kl &K
.7,{”/1}\_\/ Iﬁ}’iqk‘;ﬂ. %T\ﬁ
1. EEBEE 9A = WHO-EULR#
2.  WHO EULEE: 108 -EULEREA. Dossier screening letter48 204F9R
3. FONI-ILER 108 -1UR/2REIERL. 98/108 . EF&iEA(Reject) 118
4. NCGM faiBsEsas &2 118, 18 -BHGERBRRY 214674, FE®@A(Reject) 214124
5. RfEE REEAWE AR 28,48 -ERPTTHILREARE
6. WHO EULEHZ 38 m RIS - SR
7. BRIRMEEEER(EMAIERR) 6HA~12R—>4HiEH GIRER NCGMAAER 21418
8. amxitE. R 2246 3 AL~ 7 AL -EDC, SAPAEEE 5H (NCGM EC:itERHRRIAE RAGRH)

(S2htEfAH) -Kick off meeting. #5/EDCh—=>4  6H

[

TORVERTE . RITARF—T ATk
EEE EUL&E2

AT
NCGM JIEEEL, e

RERR

:

o B

BRI .

| BEABNS

-NDA/MOU/TRFEELHI S

-~ L1
*MOHZEGR(OYIHF I LDIEIE)
SEGIEER, SBRSENE
- BAZEREBIBOERL(CLDIB NN ER

-J4)E > (3hEER)

-SIREB(Z /sl iR/ hIUmIREE B ) BH5h/ AGR

-REBIE i/ s BRSE b

S5H~7H

8H
9H~10H
10H~11H %7

S5H/22%F1R A&2
22F2RA~22F 4 H

0w ICEBECERIBIE. MEREEE DR EE DR S CLDZHNMRBOENN DA
T1-UTEE, ENBICU T, CRCHEFEPL B AR EREDINERT(CRETHIT,



=i - 3B XE &5 & U A2 V) B PR,

<R2> 2-4 COVID-19Icx9 3iaEE(xm DI SR

Antivirals
Immunomodulator
Anticoagulation
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Al Drug Repurposing System
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Linear/Logistic Regression
Support Vector Machine
Neural Network

Decision Tree (LightGBM)
Random Forest
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=For or against an action = Strong or weak (strength)

=Pros and Cons

consider:
=Balance benefits/downsides - Quality of evidence
=Values and preferences - Resource use (cost)
=Urgent needs in emergency

Prepare things for approval and evolution
*R&D roadmap
= Approach to regulatory authorities
» Search of Fund for the Trial(s)

= Consensus among Stakeholders
= Study Design, CRF design, SOPs
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_ _ a. BPaL:BDQ+ Pretommanid+LZD
1) 6/10 TB Alliance (NY)emeeting b. Trial : BDQ+DLM+LZD+ Clofazmine for
2) 10/19-22 Union World Conference: LZDDASEEEE(CBI T 215 6month followed by BDQ+DLM+Clofazmine
R 3month

3) 11/19 TB Alliance webinar (Dr. Kanako) EIfFRNZ\LZDOD i) iﬁ‘%ﬁi@ﬁ?*ﬁﬂ%}k;ﬁ
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a. current standard short regimen » Lung Center, KNCV, Global Fundh'BPaL
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c. Trial: BDQ+DLM+Quinolone + PZA
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o RO AMZ BCG Inf Immun 2018, J Immunol 2019, 453585 15994127
BEMERERLEDH-TiE% R EE ML Front Immunol 2019
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sty https://www.dataguidance.com/notes/philippines-data-
protection-overview-0[2021/08/30 21:37:52]
September 2020

1. THE LAW

1.1. Key Acts, Regulations, Directives, Bills
oo e The Data Privacy Act of 2012 (Republic Act No.
e — T — - ) ; 10173) (‘the Act’) is the first comprehensive law covering
p— ’ data privacy in the Philippines. It became enforceable on 8
September 2012. The National Privacy Commission (‘'NPC'),
which was established in early 2016, later issuing the
Implementing Rules and Regulations of Republic Act No. 10173
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(B5¢EM /Background and Objective)
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(FAREIE /Study Overview)
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Phase 2 (1,500 <=iuples)

Trip 2 6 7
Feb 28"  Jun 27™ August September
Totalno. of sample 261 480 530 530 500 500 500
Request for Sysmex only 261 430 250* 250**  200-250  20-30 20-30 1
AM AM AM l
Collection method Venous \Venous Venous Venous Venous Finger Finger ,I- g
Compare packing method (with and without wrapping) = o | £
* the exact number will be determined later
#)KI »
PRI BEERER HENTEHER EIEP@#%EJET?EIJ > J4-IREEZBR  1,537/3,30041
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Digital Therapeutic for Depression with Pandemic condition

?IEE@%(’ FIHWE » Target Population

gggsﬂﬁugx m 77"}@8

» Majour Depression Disease (MDD; DSM-5) patients
» COVID-19 infection triggerd MDD patients

- RN SEOME.

i

EBBBE

» Open-labell, Randomized controlled trial

aI~Te I $TBEHAR » Standard drug treatment

s | pRER
» Standard drug treatment + VR
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» Primary Endpoint

20%/ G BE/

1000%&R a2 B » Change in total HAM-D score from baseline at 8 weeks
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Next step --- more effective, more reliable

For global R&D in restrictive conditions,

- Still kinds of issues concerned
- Need to strengthen functions

* Generally
* Speed & Scale
* Participant aggregation
* Quality management
* Business sustainability
* Financial support
* Social Literacy

* [International Diversities and Restrictions

VVVVVY

Culture, Business custom
Religion

Laws & Regulations
passing customs
Security, Conflict
Capacity building

e Pandemic

VVVVVY

Restrictions on travel
Confused clinical settings
Loss of resources

Medical staff Segregation, Dispatching

Stay-at-home
Vaccine hesitation
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Kﬁﬁ%q]lb‘(l:_ L/j_ Euur_ﬁﬂ:j'b ° ‘A%@.B \%ﬂ%@*ﬁ%ﬁggﬁft
/ NCGM
— ’ ] EER, EEERESIChhHREOH . BE-HEELT. HRE~DRSET5. B
— EFRERSE EECOMNEINZ. FRES BRI BB, A— 2517, 8
HEESL B -7 . LA R L EDE RGN TR, L. BT HHAT
A

MR- HEMGMRCTIZANHEREDHL . BB - S EEREL. BRE~NDRSETD,

L BB A RARIZ BT, TRI— ORI . FHITATFH A LB S AR
E FR R FA SR B BT RO OEBMEANL s L E S L 0 S e B =R L.
A E < HEZES mir || EERIEA, R RAESORELERE TS, COVD 19 UHE T

Pa—LVETHAUL-BBRERET2HKEEZD,

B %o IR o || EEEREER( TS OEFRERICH NSRBI, B SEE L. R
ARISEETEE, I[S;%Bb,,%ﬂﬁkmg @) || ~0iRE£T5. BRSO AR FESCRIERDF v/ O TAE LTI ES
HERES S| i BEHBRORBISEEESEMREERT 5.

ARISE DX AT Ly

/ 9.
hnda i%ﬁ jica/

p RER RG0S 25 LB
DER A Feasibilitysi &

RaEEDHRTH, IRBEBAICHR DS (EAIZER) HRIEEL T
HEREUD T, HEEH 2 DERICEBET 2HEEA%2 D<K 5, @E
HABR #7-108 £ 2BE T 3, ARISEICHNA L T3 EepER7 1T % Xt
REFTHDOTIREL., EHEZEZE T 2EEEROBN B EFHIC
EHBHTLHRFTT B,




ARISERBIZIES AMBRGEBI S LUT 0—/\ )L EE

CAPACITY BUIDING SCHEME
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I. New All-in-one
Meeting:
“Symposium”
Programme
provision:

Theme:
“International
clinical trials
during the
COVID19 era:
should we
suspend or
continue? “
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R¥uEM

Il. New All-in
one Meeting:
Webinar
Programme
provision:

Complement
and Complete
training

1. localised and
tailor-maid
training
programme
for each country

Design most
suitable
programme for
specifically for
the country
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Internship at

R&D field*

E-learning
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Japan Agency for Medical Research and Development
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