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Division of Medical Innovation
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MORMAEEZBLTBEFITT,

INTTHENZRITEBEEROERIEEM LT, 20185F
ElLET2HEBLETEBEGICN T 2EC B HERBERFTH
BTy 7E%) ) Q016FRMITBEREIEE) ORERTARIC
SlEHmE. 2019FEICIIHBBEF Y —XTHEHEBE bFGF/
CIFVARY VL BBREIIRRE (VT >/®) NOBICH
EARFEAGR. 1MABIREMNEF S NK U, Ihid HBTITFNEE
LERRMEEN LR OEEZFIIARETID, KERAD
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Division of Medical Innovation

2019 EDTOPICS
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ZIT>TWET, 2019FE i 11EFDRBREEZRBLR U .
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Division of Medical Innovation
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Division of Health Data Science

SEROREERR

ZLAILFBh-8EICFITTDLearning HealthCare System

ENE EXEICL B REE (social burden) ZHURY 27
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182-91
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18-, BRERETE. 2019; 47 Suppl XXXVI: 105-
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Division of Health Data Science
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Division of Health Data Science
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RIFBICHIDERINESIENEHF SN, ERWAROD ECRINER
AR ICHT2EENTIToNEEITVET,

TRIG. BN REEXOBRAREZEREI ZEADLS
ECRINTF =%ty 4 —FiMBIcE T e AHZBHEZTVWE L,
FEEFES T2 ENENTIFRL. MEYRIAY MEfZ5#h T
Bfcdlc, WATOT I LZFERAL. T—FEyF—E LTI
REBEZTOLICEENHDET, ECRINT—5 5 —FRiE
707 LEERURENRIAY MEFIOBFICDWTHRIEL.
HABRAREIE Y S HBIEE TERPR I | ICRTR L& T3, 2020434
ICIBEESNK Ul £fo, FA0EIEABRRERZFRPMMETRE
LELIce AT BIBBLVERANE)

BRERERIE 20208515525 p.101-116  TA—TL
AROICH T3 ICH-GCPERT —FIRI XY MEHI D
BE —ECRINT—5 V5 —REATOT S LDER—
AEF E—, U0 ', 24K REE, &% £0, BN K, &F
% BK, FH BET
https://doi.org/10.3999/jscpt.51.101

The quality of the outcome of clinical research is assured
by being based on ICH-GCP requirements. An
ICH-GCP-compliant data management system is required
for participation in international joint research. Although
ICH-GCP sets requirements for quality assurance, there are

no specific criteria for data management. Therefore each

academic research organization (ARO) data center has the
responsibility to set criteria for its quality management
system for clinical research. The European Clinical Research
Infrastructure Network (ECRIN) has established specific
requirements for IT system and data management in clinical
research based on ICH-GCP and related regulations, and
certifies non-commercial clinical trial units that meet the
requirements. The ECRIN certification standards are
feasible practical standards, and also applicable to data
management of clinical research conducted by Japanese
ARO. Besides, the ECRIN certification may also provide an
indication of participation in global research, because the
main activity of ECRIN is to promote and support the

conduct of multinational clinical trials. Developing an ICH-
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GCP-compliant data management system utilizing the
ECRIN Data Centre Certification Programme can improve
the reliability of clinical research conducted in Japan or
even promote participation in multinational clinical
research. Thus we suggest to utilize the ECRIN Data Centre
Certification Programme for the development of

ICH-GCP-compliant data management system.

SFA0EIBEREEAREEZAMRS
ECRINF—5 Y5 —RADREDOMDIEHICL D m
BYRIXY MEHI DR

W E—, 5% =N, P EE, 2K KEE, BN KK, F
B EETF, &5E% =X, WO TE, # ZEX

[AE]I2016FE8AEMDECRINOEREIE(ECRIN
Standards) ZFWcEHEARICEDERHEULEA. 2018484
EMDECRINICLZEMEETOTA ANV avVICEDEE®EL
EEEZEEBEL. BAORRKARICEIZEEBNYPT — Y mEE
BICETRREREOHELANILE KU, Ffo, TRINEHHR
BHSINETICR T e, AREOEEHABTVCERICKITEZTAX
hvayORBZREE L.

[fER-ZR]ZHEULEER. ITYATLRBEA2IEBH 201EE.
T—IRRIAY NEEOIIEEHISER, —REHE18EEHLER
THolco WINELFIBOEBTHD. GCPHAY VAP ER/ESHE
HEICEDE, BB RARBTERSINZRBEREEEH I L
ERHENICRIEBIETH oo ECRIN StandardsldEBlzE i
HMBEETARAINTED., ZORNBRMOBRELHATVID
HREILNLVEDEETH>Tco Fio. BlEBEPICREINIAR
EDREEREPECRINUADEEICHEWT, ECRIN Standards
ICHE> TR UICEENDERIFBMN o7,

TRITIE, ZHABNYITTOVROBEICED., HRABTH1Y
DERREBRDOT — 7y —EBZEmL TS, ECRINT—%t
VY — DI DI D DEHIBEMBICH DD EBIEHE LD, B
BICLPERDERRIEREOEBENTELLN >, ECRIN
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TCDISCIc £ BREEHD/HE
REKRE W BE—

MRURIEMAE Jbll & LR R—
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1 XEBERR
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PR IR S E DR - RS

BB DR

0 SRER R

Bt 7075 LF—L4A
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I ADS Metadata Plan. IR BAD&E - /ERK

EEEERIE

2019 EHRICEDBARBRELTE. BENABEROEIEER. HEMIERIRE(L
fiE (ALS) BE13061E N RELCERMEERRJETALSIEMCIEE 1590 Z RE LT
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RERTHD. FTEHENICEEZREZRT L. FRICHA I CRBEMNOHME. EFRNED
g BITOEBEZEDTVNET, INSIBRIEF. WThERBEREEFERETOXEE
TS5FETT. HICRENVABROBMERRIE. SROEBREREFELCED., BT
HE BTER RERSEDOINRTEREXTIERL. CDISC(Clinical Data Interchange
Standards Consortium) R#DSDTM/ ADaMZERB LE U,

Ffe TRIOZEICE D AR ZNE UEREERHAL FY> T Uy IiE EmEgEET G
EREEMOERDEHICTHREATOXIEZHRFHELTED HALIKEWTIFEILEHR R
EMREE. FYVTVvITR FIEEHRREMEREZEELR/ICRELE U .,

S5 ERRIMTIZSGDBITZRTUER U
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9 XEBERR
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HOAEETWRREE T — RN\ I UTWET, Fio B FLYVHEBOLHICTRIN
DEBOEFI -EECEZHELTVNETIDDF—ATHERINTED . VAT LBEEKF—
LATE ABYATLAORE(QAVHIL DI SHFE. RFETEEHEL. YATLEEF—LT
FITAYT7Z0BANSER. EEZHYL. ABBARF —LATEBRKRRBIRTLOER

CERZEEYELTVWETD,

JATLREHET YATLEET AERFFET
5% 2% 2%

EEERIE

eV ANV I1—ay 7 IL—TICEWTHBICARUCNBNREDCYRATLATH S
eClinical Base (eCB) (&, 2012 D1 — E RIBHE BRI, TRINZE T 2L R K
ARICEWTHIASNTWET, eCBICBIT 22019FEDFEEREE LT FlciC7/HD
EMEERBRESOI1/THEORKARBOIZATLANeCBZRAWTEBEINE U, 2019
FEERBRTOeCBORABREIR. 124tk (SEEMEERKRISH. DETERRD
. BUEIRFTHRBE M) £ > TWET (1) 0 20195 E L TR - 1510 - 1% ) DR BHEIIC
BIBIVATLANINETOEETRZOIMGBEINE U, FEBEKITDeCBOR
STAIARBICENTSE, T - B M I35 ERD EEEETRE THo LD AIZE
RERLEEBO>TVWET (H2), el 2019FEICTIFBEEREF LD T100061 U £y OKIRE
BARMRICETDVRATLABINETCOEETRZDIHFEBEINE L. "0008IU LD
RIFEEEEMETDeCBO R MBRBIF7THICR>TVET, (H3). S5IC2019FE
ICld. eCBEEETIEIMVRTLARFERUL I VY LAMELBHBL. ChETOEETR
ZOTHBERINE U, VI LMEEBRABTOCBORFFIAEBE R 264F(55-EF
B3 ICB>TVET, eCBRYUEYI—ADT—F 125 —ICHLEDCYRTLDHTD
REBTOoTVET, 2019FEICIEHICIFOT -5 vy —TDERLHBIN. eCB
DEDCYRTLDHTDREIBAREIFN12FEBR>TVET,

Lty y—Tlr eCBEAVWTHRARMRDOIRTLAZEBELERT 5ICHD. GCPP
ER/ESEDRFIBEHNEEGT 5/ DCSV(Computerized System Validation) £175
EEBIC. BHEMPUHEDSNIFIBEICRA>TEBZEBLTVET, 2019FE(CiF. eCB
EAWCYRTLADBERINEAINCEMEERROAZRFICK UL TPMDAICELS
GCPEHMAENTON. BEDOTEERZRF/DIIENTEEH U,
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SHHEIZAN-BREZ LT ERFOITYATLDEREH
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3 XEBEAR

TIZANT—IIRIAVNF—L(7%)
B 7OV NOREHDSERICRIIB LI R DESEEEE
B F—YVRIAYNEFIRELTORER LORE

F—=HIAVTAIYRIAVNF—L(64)
0270V 7 0BEBELTOREIRIAVNER YR DEHE
N F—IIRIAVNEFIREVTORERRDESR

EBERE

T=IYATVRTI—TE b Z VAL =23+ Y —F (Translational Research:
TR)ELTOEIREHBRNSENVEABRE TOBRAKRRRE. 77N LAUY —F (Outcomes
Research) £ UTD K& I /R — ~ %K. TRE U /N—RXTR(Reverse Translational
Research:rTR) DY AVl ZRT Z2EBTHIEEL VAN (BELIYZAN) ZHBET
ZERRAR - MRE, HSPIEE - BRICRBIZIMAET —IDOREIRIAVKNFT—FT
RIAVN)ZEEBLTVET,

TRIE, FEEERKM Y —ZXDFIH (First in Human) &8, POC (Proof of Concept)
AR RAVEABRDSEHRICE T2 FRAMFMETORKEFK DS S SHE. EREIM
FEER. EREESR. BEERSFHEISFRETRIAL, o, EREERR. BEARR.
SRR ATSORABRCHARSAVICHIGUEBEEBULTVWET, EE- &
RICEIZMRICENT, EFINBRMADSEESHZERUCIET VRBEEZELTW
E3

2019 EDBRKRRR - ARICKITDT —ITRIAYNEBICDOVWTOEEF., BIEED
SHAEMBE L. I i1 12 B A. 8D F — 5 E E (Database Lock) ZfTWE U T,
2019 EILRBULT —INRIAVNEBDOSE BRISEMEGBER204. £3E!
260 TH D 2k D33.8% T LT,

202048 D 5. PMDANRE T 2 EFRTHRFT — 7. COISCEEICHIL U T
SDTM(Study Data Tabulation Mode) Bi&& B enEBLENTUIce T—F T
IVRTIL =T TE09FEICEVWT. mBOEE LB STSDTM Specification &
Datasets QC Check RulesiZHIE L. EEBEBR1EDOSDTMBERANDERZITWR U,

o, TRICRAIZFEL D INTOBRKRHABRZICH-GCPOBE ICEDWTERL, FRE
=% YU >v T (Centralized Monitoring) ICT — YR IX Y REFMRBPSELTVET,
2018FEEICEVWTIESSRBRZ2BEMEDED. T—IVAIVRTIN—TEEZTIVITE
FIEDBALT T F—9F v IDAARZTAV 1 ZFIELFE U, 2019F(F. THREZS
Uy BEIZFEL. IRTOBRARICE VT, EXSNIBEINREICHEETEDHR
wlEeLELE,
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MADREMDEREBRDOEREZBENELT, 2MFRD ZIKEWTR FFEFOMATERE MRV 7S EHEEBO
F—4% % (Data sharing) B 5D I B TRESNTVWET BRENEETHZEVWONTWET ), TRIIE. EEZMAKEDH
M ZORBICEVWTIIHEEERMX (interoperability) DHERD LIcHEE5I3MMEHZDTETVADEIED2H. AROELTHRIZE
REETY, T—IHBICLDFAMEZR DI AEETBIC WERMICE DT —IVRIAYNOEMICT I EHSMOBEAT
& EEEREEEHDEEERBIEOERIBRIOETT, £ WEXT,

1) SAEBE—. BRRABROER#ERE T —% (Individual Participant Data: IPD) B D) DR > 7 Z . ERFRETE 2019; 46(3-4); 1-18.
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HEZERNIEXZE

EfEEaR 0 20119108 RERMEH FsEVy— %
L 20125128 BRERWRET SDVH S
f XA E
PASDETINZE SN
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; HEMIIER
 EMERRRME EMERCS S —mR T
NPC-18-FBG-18%M\ = NCT02550314 g;g;;%;%t/a FROERR)  pmusnmes
2 TRIENTI328  BEBEARCHMISHMERER | UMINO00017622 B ol Fos s~
z — SR AR EAR— EMEEE L : . EoHULTEE
L 2015418 AREIM =
L 2016598 ABRKTE AR R
: B MEE LS BRLES
BIEREEFERIIE
i@’“’fﬁtiﬁiﬂﬁ%xUGCP;ﬂﬂiﬁﬁﬁm
SRS ARREICET 2R EERG
AXAERIE
: The Effect of b-FGF application L osE (Y ILE) BRI DI
3 TRIENT1405 in chronic tympanic membrane FRERTFF % Eﬂfﬁj(—? TOYVIIRIRIAVK
: perforation. i IRB&ZB# pending ZOR3JL-ICHERL
: Fibroblast Growth Factor KB ORZ i) ZOaRJJLER
4 TRIENT1702 | Regeneration of NCT02307916 1 Massachusetts Eye and Ear iR
i EEEZRE . (\—/—RKF)

Tympanic Membrane Perforations

201978 BT

1) Regenerative treatment for tympanic membrane perforation using gelatin sponge with basic fibroblast growth factor. Omae K,
Kanemaru Sl, Nakatani E, Kaneda H, Nishimura T, Tona R, Naito Y, Kawamoto A, Fukushima M Auris Nasus Larynx. 2017 Dec;44

(6):664-671

2) Regenerative treatment for tympanic membrane perforation. Kanemaru S, Umeda H, Kitani Y, Nakamura T, Hirano S, Ito J. Otol
Neurotol. 2011 Oct;32(8):1218-23. doi: 10.1097/MAO.0b013e31822e0e53.
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Summary of TRI results

| e .

HmMERSR EMEMVREZECERBRBISBERAOEE ZE5ERXBLIBDETBRFERBOERD1DE LT EHARIEIL
BEADIDTIINSRBEICHTICERETBLEF TR AN DEFTNEZSNT I BB IE BRDENEE LD 1E
HBBERPREERRDLDICEAANICEHINICHZRGAEE ELIEDT Bl LD MENERF > TVWBHEENRLL.

Fig.1 Total cholesterol (a), LDL-cholesterol (b), HDL-cholesterol(c ), and triglycerides levels (d)o ver time by
treatment group (FAS)
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Months Months
No. of Patients No. of Patients
LLT 431407 394 370 343 LLT 431406 390 366 340
LLT+producol 400382 360 340 314 LLT+producol 400375 355 334 310
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0 3 12 24 36 0 3 12 24 36
No. of Patients Months No. of Patients Months
LLT 431416 405 381 353 LLT 431415 403 381 353
LLT+producol "400386 367 340 317 LLT+producol 400387 362 340 317
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Studys (UMINO00003307) Dt st it R a2 RE LE LT,

707 3—)biciE BIEE UTHDLOLRAFO—ILOET.
QTOERZALZIENASNTED. INSDEEUANDEE
NBRSN. MKZRBUDHETELELDETRTIETLTNE
9. —7.PROSPECTIVE StudyDM A EE THZILTED
EESOMEIIL—TTR . Z7O7I—-LULN . BEOEILAT
A—ABREORYI VT —RTHIRAIFVEISERDIERER
EHUTWRZEIREBRL. Z7O7 I—ILAKREH SEFEAOIL
ATFO—L PR REEREE L) 7L AREGEOEZRL
BIENEUDIEEZRELTERLIY,

PROSPECITIVE StudyTl&. ERDRIFrHER—Z&E U
AETCRODMEANRY M ELICFHTETWEW residual
risk’lcCEB L. BEIRE B OB ENHS=LDLILRATO—/LM
EEEENREVTCEBEETARKEEECTZO7I—/LZEM
FRAUTCE (707 0—)LE) A IREE T Al R AR (TEk0a
R ICHLUT DB ANRNY NOREZINH TE2NESI 2
BREFUVEU . ZO/R EROFELAKIC. 7O0T72—)LE

THDLALATO—/LOET.QTERDBOHSNE U BID
MEANRYRNDOFKECDODWTETOT I—ILEETORWMERD
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RYNDEEFHESNERATU L. ZORRIF. EROLDLOL
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O— LR ICED W B RIELARIC—AZERUZDHDTHO,
707 3= D IME ARy ~NOREEMFICHLTEMND
REFRBECHIAHEZRD TRIEDEEZISNET,

Fig.2 Kaplan-Meier curves for the
primary efficacy end point

0.8 |
0.6 |

0.4 |

Event free surval (probability)

adjusted HR: 0.746(0.471 - 1.182)
0.2 - stratified Log-rank test: p=0.1839

LLT

— LLT+producol
| T T T T T T T
0 1 2 3 4 5 6 7

Years

0.0 1 censored

No. of Patients
LLT 431 415 391 348 184 66 4 0
LLT+producol 400 380 363 331 174 73 4 0

1) Ishigami M, Yamashita S, Sakai N, et al.: High-density lipoproteins from probucol-treated patients have increased capacity to

promotecholesterol efflux from mouse peritoneal macrophages loaded with acetylated low-density lipoproteins. Eur J Clin Invest.

1997, 27: 285-92.

Rinninger F, Wang N, Ramakrishnan R, et al. Probucol enhances selective uptake of HDL-associated cholesteryl esters in vitro by a

scavenger receptor B-I-dependent mechanism. Arterioscler Thromb Vasc Biol. 1999; 19: 1325-32.

3) Matsuzawa Y, Yamashita S, Funahashi T, et al. Selective reduction of cholesterol in HDL2 fraction by probucol in familial
hypercholesterolemia and hyper HDL2 cholesterolemia with abnormal cholesteryl ester transfer. Am J Cardiol. 1988; 62: 66B-72B

2

=

4

N

Yamashita S, Arai H, Bujo H, et al. Probucol trail for secondary prevention of atherosclerotic events in patients with coronary
heart disease (PROSPECTIVE). J Atheroscler Thromb. 2020 (In Press)
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Summary of TRI results

| ErEnmEsrees 2V EREEBREICHT 2REBIE
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BEENMTONE I MBEIRELTEMBEDORKIELIRDIRYT
£5BBEICI BEHBE. H2WNEESBENTONE T B
EERF—HDoRBERIIIEBZZOEREBIELIIN . EES
TR EHENCERDSHEEBRZAVWT SllRZETAYD
WIEBTH I EE (VTN VRE) 1 DL BESAICEE
LRI BEEZDRETD2EVWSEMBIENBREERDTIN A
F—TILIC LB RPIRBAED T REL 72 BT oh ERRE B D & 57258
EFMEBER BESADEEZRIBICERTESEWSA Y
EYBDET,

BATIK. 2003FIce MEE D B (E1ZE 2 KBR) . 2004 F (c kb
NESBAE (RERZ) D NOTITON. RRESBEN IS —KL
FUTc. 2007 F X TIC1BAICH L THE4EEEBENTONIE
FICIEREZIBPLELED . ZORIEEFDHREL L. E5%82
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TURIZ2HEEDBOBENTINTICEHETBEHIMTEN. 2016

EROLEERF—DS0EE D BE R (EZfERwi)

[FEDEMBREGBET. VY MmHYNERS N TSI EAHIEA
BSE (4R INBNIE) AR D AT REEN TERICEE TERW o, EEBIEHIT

FEERBELTE HRHERMERK (EEBERR)

FEERBELTNIER F—D S DB BERIR
TBEERFORE2MOEREICEIZDEROE—ERLEERICER
S BHEM A ERBAM & UTRIRINE



FHoE—EBEER (MR ELTESBENTONEIEICED
U BEERBEL T 201 9FXTICBICH LEEH 1 3EDES
BEDTON REBTICTREFBRENSONE L. ZheR
FTNRIERRIEOP N EES N AITUTORICARRES
HERBREEIES (MRE)NSKEBIEMORMHHCETS
EL%ZHF 2020 F EOZRBINLEICE LT TIRERKIME
LT RBEEEEBBEIM MRRINE SN BICEDR Ul HE R
FlL L2 R EMHAIFOZEOM REICED LR AL BEF
B4 BAERMTHEAERE (AMED) E05DE KO AN TE
DXEOERICEENIC L AAREED DS ATRERRED

HERDFEL,

SRISRRZRICHE T R REE UT ERERE DB
B EBREERCRRIELVIDREREBLEEREEZSRT
DEZ EAREN . REYFTEDSNTT EESBIEMDRRINE
ICED BEEMBERFEZESBSA VY AUMREEERRBEOEE
SAIT T B HUWBEEROE’RAMI U REBIEZR
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DFBDENRFENEI —A T HPETREENGRF—TRE
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BICHATUTERDETCRENHDET,

A |

KGEE KB (&R ER-IIFT) ICRETZDAT . 2017ED
NABEBEEZMUANTHIGE  BETIM(BEHEREOHATIEA
i) ZET2AL (RSB D H TIE2ML) THo e ERESNTVET,
KBEICHUTIE FHREN B >EbEMBBREEBDEI DN
BRYVIRAICEWTEN 7% TERENBISLENTHD, Stage
MTEFBREERNIOKICEZEESNTVWRT . ZDcH . BREIXID
BUWKRBEICN T 2B MR F MR EZHEILTSICZANEL
TRRIBAEDITON TV I TRIEEVWTH. INETICEHRD
KIGEICE T 2RARMADREZT>THN (1) 2019FE1F2
DDORERZIEYIINBDR U,

12HDREY 7Id  RRERERRZRZR BENZEDFZ

ABEICETIXENR—
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RE—FESICLZEMEEMR Stage IRIGREICT T 2T 7
Bl EEICBE T 2R FMBERAKRER (SACURA trial))
(ClinicalTrials.gov Identifier: NCT00392899) D##ifr#& R H
5.’budding” MMEBEOFEFARFELCREINLIET
FRHEEMKER ARFHBE EHFHEEH SACURA trial
LB RIS N9 DB Y Y JILERANRER buddingd 'L —
ROSEWEEBF B, U/ RETE DA DRSS - BRI T DOBR D ATEE
ENFEWTEDBESIMTEINEL .

220DREY T TRINTER29FE EGE UM R B HEY
OV SLADHEERAXBEEELLCOIEFNSXEBL. KIBBMRE
SPPLEBRS>TERBLTWSERLRME HEEEICEITEEE

IRREHRES

1 StageI KIZEEICBIT BT BN L FEIEICE T B (SACURA) NCT00392899
StageIRIGEICH T 20 FEY REBENY—N—ICLDBHEhigh-riskBf & NCT00898846
2 SykRUSYUBERRORRICET SRR ¢
3 StagellfE BB RVIBRG I I 2l MBI L2 FEE LTDUFT/LeucovoriniE s NCTO0660894
TS-1EEDOEMEERBERABRELOCBEGFRBICEDRFAERFORRENHAE (ACTS-CC)
4 RIBREFER (H2, H3) I3 2mFOLFOX6+BV (bevaciizumab) BE# O TIBROB M E & R EDKRE
— SRR — UMIN000002101
5 K-RASZEEBDOYIBRABEETT - BREABEICN T 23XBEELTDTS-1+bevacizumabfRAEEE I (SAVIOR) NCT00974389
6 HEBRICBIT2EEYMBEREPIRAROBEREICET 2EBRMNETARNERIN— MAE (T-REX Study) NCT02938481
7 L FEER AR OYIRTEAREST - BEABREICHT ZFOLFOXIRIHARNY XY TR EDE NBRARER (Be TRI) NCT02497157
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Summary of TRI results

VHEERETPIRAMOBEEICET ZERNA A ENERERD
R—KFE(T-REX) 1 (ClinicalTrials.gov Identifier:
NCT02938481) ICEWTIEBI BTN T T LIc & T AFRKIF.
BARSBADMN ARAEOERICEBL. BR BE. &8 R
VOV TFURZZTFHSINY 2 REBRFMEFOL Y XN IR
T I TIC3,696BIDEFETEL. RELRAFTHRICEHATZ T+
A—7v7Z2#HELTVE T SR RETOBRERBENHASHICE
haZeT BERNBEERREORINTEREINE T,

https://advances.tri-kobe.org/en/research/60/a-budding-prognostic-tool

100 |
90 BD1
X 80 BD2
[V}
+ 70_| BD3
o
'g 60 |
=
5 50|
w
9 40_|
i 5-year RFS rate(%)
& 30_] BD1 (376) 90.9
a8 BD2 (331) 85.1
= 20| BD3 (284) 74.4
P<.001
2 ——BD3a (215) 77.5 <00
10 _| P=.046
——BD3b (69) 64.6
0 T T T T T T l l
0 1 2 3 4 5 6 7 8
Time Since Random Assignment (years)
No.a t risk
BD1 376 367 352 341 321 224 121 50 17
BD2 331 309 295 274 263 183 99 42 8
BD3 284 252 228 217 209 142 77 40 9
BD3a 215 195 176 171 166 109 55 28 6
BD3b 69 57 52 46 43 33 22 12 3

1) Ueno H, Ishiguro M, Nakatani E, et al. Prospective Multicenter Study on the Prognostic and Predictive Impact of Tumor Budding
in Stage Il Colon Cancer: Results From the SACURA Trial. J Clin Oncol. 2019; 37(22): 1886-18%4.
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Transmission of information

Featured topic
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FHEIAOF VAL RERE (COVID-19) ICBET 2B AR— VIS SR

== https://www.tri-kobe.org/pickup/detail/id=361

20194128, FEIOEEHICEWTHERINHEIOF V1
JVARBESRIE G, B<EICHRRTRITL. FEHRD 2020F 6AIC
SR DREFEEIFE00H A L TL B>/ H345F AU L=
ZRBEICODREBHEBESZF U,

B0 UAILA(SARS-CoV-2)1 (EIAFIAILAD 1D
TY, AAFIAILRITIF, —RHBREMDRE 32T A LA,
TEfE MR R AE MR B, (SARS) 1 VA LA 201 28 IR AL
TW3 TR SR AEERE (MERS) 1 VAILADEENF T, Th
SOREEZFIT2TIFVIEEL, HEONRETDAEMED
HBHEETY,

FRIOF VAN RARREEDOHEIE. FETEEIM~E%EH B
ETHH, FICEHELPHRZR DO ARETENS WMERDHD
£9, BEELIZEEIE. HONEEREFARORBELLEDGE
HHDFIH, BENICFREENELZHEELHDET, Ak
EELZVWLREMEERMAICELULTED., SR BER

L WebY o g

OFR: 2020537180 (FERFEHT)

ORET: (AM)BPEREXPHEERE ER/AN—YavitEtyy—

O B RIBAKR £HAIEA/AR—yarvery— wry—K AREELRLE
RIGKY HRBAAKERE TRE TAVY—F - FRIZXMN—¥9—
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Sy (BRBKRIT) EABEDERBLEL,

EANTIE. 3B LANSEAEOBEENEDNDEHAIEML.
SETAIIIFE. BHEBBZFLICTTRYT—BENRLERES N,
BREEHNEBULEU L, UNLZORSTIRERICEWTEZY
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| BEAE

(2020.5.313R7E)

O BICHEZHHLLES L
SHEOOF VAL ABERM A ICTE SR s
SHEIOF VAL ABEERMAERECANDLICDOWNT
O FEDOZEAARIAY
SO0 F VAL ABERAZERA A R Z 1> (HITE7 )
SO0 F U )LABERM A EEE O EEAMER =6 H UIcBRIBRICE Y 204 RS0 (EITE20R)
SHEIOF VAL ABERMA DRI T B EHENRDIRICED RFMAN DBIERRIEICE Y 558E
SR OOFVAIVABEEMADEESSE LOCERGICET BN R T 1 (RITE20)
- REER RS
- EBWHIEHRITEHEIOF VI ARREOBEHARICET BT/ IV EVTR
- FREEIERL - [P IRMEES
SHEOOF VA IVABEERXICE TSV ILATLF A RERDRE
BEDDEAANRT 1Y
SHEIOFVAILZ(SARS-CoV-2) RREDERREEICE T D2EEA A RS (FE6hR)
SFHEIOF VAL (SARS-CoV-2) RRFEDERRAEICEI T2 EEN 1 RZ1 > (55kR)
SHEIOFVAILZ(SARS-CoV-2) BRREDERRBERICEET2EEA A R T (B4hR)
© WHODEZEAAIRS1Y
*SARS-CoV-2ICEEHFVDH 2 BEENRE VIERRBEANRS 1Y
O ERIRTARICEIT B1EHR
- PEERREERE > — (Chinese Clinical Trial Registry) D#EN
-WHO International Clinical Trials Registry Platform Search Portal D#8/
O FRmXIER
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O HFDRT
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Transmission of information

Nature& @ EYD #H &

I TRl Advances

o
TRI Advances ) S
=== https://advances.tri-kobe.org/en ]

“TRI Advances” [ TRIN Springer Naturett D # 71 &2 18 T
2017 FEENSABULTWBTRIOEZER 7z 7Y~ T, TRITIE
TE—NILEBEORKMRLT -5 27> J QMSICE DL
Ty s —FHOREEZEE LT BHDARO (Academic
Research Organization) & D&E#EZH#EHTE D, TRI Advances
F7A—NILICEFEBEREEEEDIDTY, &RFBHREXRESD
FeX=IRAY Y HERIELTVET,

2019F E | “Research Highlights” 114, “Features” 2.
“Infographics” 1FDFRICMPD D FUTco SSICFRIVT VY
EULTERAIESh OO H2BEERZRBNT S "The Principles of
Regenerative Medicine” (BAERR) 2B L. TRIOX &
L&D T TIRBRERE UTEEIFLTWSARFRE2ME. EARE
FTEBTHESRBEEAMFICOVWT, BAEBRDREBE LTHET
RO EEESH, AFLELT,

B zmavryy

PResearch Highlights
TRINZEUF AT I T HORERDARBRBN D BHADERBHREPRZFICODDPIVWETENITZIVTIY

P Features
REETHORRCY Y RIVLE, TRIOEES ZENITZIAVTVY

P Infographics
1ZANeZAUERTHRAR zBETE5IV 7Y

P>The Principles of Regenerative Medicine
TBAERRRI EER. ZARPDFIETRIVZ 7Y M>EHREE >/ Ty M BRYIED Y U O—RATRE
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—®A stem cell fix for spinal injury (FLIRERIKE - REEFRLE)
—®Stem cell therapy could help fractures heal better faster (#F X% - EHEHEE)
—®Regenerative fix is music to the ears (ALEFHERT- &ME—5E4E)
—®A bit of cheek restores sight CRESFFIZERIAZ - SNEFRELE)
—®Saving limbs by growing new blood vessels (##F EREEMIHEERE - ) I NEZKLE)
—®A better view for healing hearts (FIRILBIZER AT - RIRFEL 4/ TRiRFEL5EAE)
—®Repurposed drug could help clear toxic plaques in Alzheimer’s disease (EIZfERRHMT Y — BRELTLE)
—®Preventing stroke in Asian populations (RHIIEEREY Y — INKEREE)
—®Surgery brings on the smooth talk (&HEWIIAE - BIXRBUEEE)
—®Growth factor restores scarred vocal cords (REBAFIZERIAR - FEHIE)
—®Quick questionnaire for Alzheimer’s disease (FJIIK% - ARthELE)
—®Validating biomarkers for Alzheimer’s disease across ethnicities (EE1/R—Ya vty 5 — - @A¥sE)
—®Milk thistle extract could prevent cognitive decline in Alzheimer’s disease patients

(BN ERaRmME LY ¥ — HRELLE)
—®Weighing the Asian response to statins and stroke risk

(RIIMEEREYY— WAEREE. BIUBRRGFRAR LYY — HBRALE LERF - HREXEE)
—®Tight quality control pays off for prostate cancer treatment (FREBEF B EZWFRT - FEE— AEE)
—®Narrowing a treatment plan for asthma BENPOEAMREE - FAZL - PLILF—EY Y — HPRL5EE)
—®A stem cell fix for limbs CHFERER S IWME=S4E / RITRIEEE)
—®Preventing spinal cord injuries is a numbers game

(EEEMHREV/N\EUTF—yavtyy— BERLE / FRXREEE)
—®Precise sorting of tumours may improve treatment (RRERIERKZE - ZRE—EE)
—®The value of second opinion (BN AMFE Y5 — - FERKREASEE)
—®A checklist to predict need for care (PR sk F L4/ MREREXETHEERE N\SHENEE)
—®A budding prognostic tool (BIEERIKZR - EEFFEELE)
—®Neuroendovascular therapy on the rise in aging Japan (R HIZEREY Y —hRTTRKER RHEFLE)
—®Weakness in conventional allergy treatment revealed (EIZEBtHBIRERRKM BARMR VY — BERELLE)
—®New hope for stroke and spinal injury (FLIRERIKS: - KREL4E)
—®Cells could help heal a broken heart (IREXZ-Z=OFERELE #tb)
—®Reducing risk to life and limb through stem cell therapy (##FEREXEHHEERES - BRE <KL/ IXEEZEE)
—®Stem cells deployed to unite broken bones that refuse to heal (AKX - BHRHSEAE M)
—®Reducing cornea damage by transplanting cells from mouth (REFIIERKAZ HNEFTELE )
—OStimulating stem cells to heal burst eardrums (ALEFERE - EXE—E4)

—®From lab to clinic @BtV —RNSDHRE)

—®Clinical trials on trial (851EGlobal ARO Network Workshop)

—®Stem cell therapies demonstrating their potential (887EWorld Centenarian Initiative>>71RY L)
—®The harmony of standardized data (32[EGlobal ARO Network Workshop)
—®Living well to a hundred and beyond (1 RABIEEDIEN)

—®Launching a wealth of medical knowledge (MSDY¥Za P IL&HMIRAREL L EHRETR)
—®Casting a wider net for big data benefits  (83EIGlobal ARO Network Workshop)
—®Collaborating against cancer ((84EIHAARO Workshop)

—®Producing fit and active centenarians (88EWorld Centenarian Initiative> >RV L)
—®Spinal cord treatment using stem cells

(BFBERHEERSHDRES

—®Working together to accelerate medical innovation

(2019 ALEEREFERRT IV MELUBREELRR)

—®Let there be sight (BEB4)

—®Marching to a new beat (BXEB4%)
—®Saving life and limb (EfE TARE M)
—®Closing the gap (EERIEET)
—®Repairing the neural highway (B86#E#)
—®Ulcerative colitis CEEIEREX)

—®Liver cirrhosis (FFEZ)

—OProstate Cancer: A Declining Art (F13ZER%E)

The Principles of Regenerative Medicine [l == =V

—OPreface (MPEREEIHHERE EBHMALLE)

—®An overview of regenerative medicine (7 EREEMMHEERS - B S HEL)

—®Potential treatment of cerebral infarcts and spinal cord injury with mesenchymal stem cell transplantation
(ALIRERIKRZ - REE5E)

—®Tissue regeneration by Muse cells after acute myocardial infarction (IS RfEEE - ZOE R 4M)
—®Cell-based neovascularization therapy for peripheral arterial disease

(P EREEMHHEERE  BEHB L/ I FBEELE)

—®Autologous transplantation of peripheral blood CD34+ cells in patients with femoral and tibial fracture non-union
(HPRE - RHRHEELM)

—®Transplantation of cultivated autologous oral mucosal epithelial sheets in order to restore sight
CGRESFILERRS - SAE TR 4AM)

—OA tissue-engineering approach to tympanic membrane regeneration (AtEbE - EALE—5E4E)
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Research Highlights

|:] https://advances.tri-kobe.org/en/archive/by-section

W 2019%7R18HAR (EIMNARREYY— FEHEREE)

The value of second opinion

EhYRAEZAVDOEEE

A three-year nationwide study suggests that specialized pathologists should be consulted to con-
firm gastrointestinal stromal tumour diagnosis

3FEMIchica2ENLRREICLDHCEREREE (GIST) DBHICIZZEFIDREBEANDOIAVYILT—a IR TH B L
MRS

N 20197R18H2R WRXRZE -KFEFLEE /HFERERHHERE NEMNEE)

A checklist to predict need for care
ST OREEEFUTEF Ty IV

Cognition questions on a widely used frailty assessment can help identify those who will soon
require long-term care

2ETEASNTVWSRAKEZNZERRICLD RENFEEZDELTDEAORIICEN AL BD

N 2019F9A3ALR (BEERKER  LHFHEE)

A budding prognostic tool

FEDFRTFAY—IL

Analysis of the invasive front of colorectal tumours provides a useful prognostic factor to aid in
treatment decisions

REDADRBEERICET DM BREDREICFSI 2 TFREAFZRET S

N 2019 12H20BAH L8Rkt &M E—5%4%)

Stimulating stem cells to heal burst eardrums
BRI TN RS AR AL S

A sponge in the ear could become a safer and more convenient treatment for burst eardrums
BNEBEOBEICARY Y ZBICANDZEN, KDRETEHWEEREICERZ D LGN

N 20195F12R20B4H (RBHIEMKZE NETELE i)

Reducing cornea damage by transplanting cells from mouth
OhSifaEBIET B Lic k2 ARBEDER

Transplanting sheets of cells grown in the lab onto the eye improves vision in patients suffering
from severe disorders of the surface of their eyes

RRETIEIES YD — NERICBIET 22T ROREICEEDREEN HEEEDRNNKET D
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20194 12A20B 40 (MFEAY BERHEE f)
Stem cells deployed to unite broken bones that refuse to heal
SR RSB R AT B OICERS NS

Stem cell therapy assists healing broken bones in combination with bone graft surgery
Bl AIBERIEFMEMHAT I TRITDRBZERT S

2019%12R20E82H (HFRERERBHAEE BEBCEE. IIFEZEE)
Reducing risk to life and limb through stem cell therapy
BHIIARIC LB IS LOEBNDYRY DIER

Stem cells offer hope for patients with critical limb ischemia, a potentially fatal circulatory disease
of the legs

EHlfIE. FEICEZ I REDH DR DERFRE THIEE TRENBE CFLEE5Z

201941282082 F (KEXZ-ZEORGHMEE i)
Cells could help heal a broken heart
BEUOEDRRERENBITZIENTES
A recently discovered cell type may help improve the long-term outlook after heart attack
RIEFRRSNIHDMEBORD . DERFRORBNGFRENETDDICRIONB LN

2019F12A20B28M (ILIREMKZE -FEEELE)

New hope for stroke and spinal injury
RS BRI S BHT B 2O

Treatment based on stem cells aims to actively repair brain and spinal cord tissue damaged by
stroke or spinal cord injury

BHRDaERIE MERRCIEBREICI > TREUMBLUEREREHENICBELLSETS

20205 1A23E4H (MEHIEREY Y —hRiRER EHEEEE)
Neuroendovascular therapy on the rise in aging Japan
BIMOECEE T, R SNBSS BN —REL>TNS

A minimally invasive surgery for vascular conditions in the brain and spine is safe, even for the
elderly, as long as patients are chosen with care

BETH>TH BEEICEDEEZERI NI, NEBOMERRENDBREFIFILETHEI LN T

20205F1A30HAR (BimREHEERRERER RAMREY Y- - BERKEELE)

Weakness in conventional allergy treatment revealed
RERDT LILF— AR DI RS

Raised levels of an antibody thought to indicate tolerance to food allergens in people with estab-
lished allergies suggests commonly accepted treatments are not universally effective for adults

BYT LT DM ERT EEZSNBIELNIILD LR —REERENEERNICEN TRV EZRELTVS
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Features

|:] https://advances.tri-kobe.org/en/archive/by-section/Feature

M 201948RA8HAKH (HABHEAERBMRERESR)

Spinal cord treatment using stem cells
SRR 1B R

After a small-scale clinical trial, a promising stem-cell treatment for spinal cord injuries is now avail-
able in Japan

NRIZIRRAERICK D, BHMIBEGICH I AR ERHMRaRNEEATRIIO NS i1

©2019F5A25HICHLIR ChitES n/c AR B RERHMRISRZSOBN TS,

H 2020F4R21HAH
(2019 Sino-Japan Advanced Medicine: New Drug R&D Summit Forum and the Conference on Achievement Transformation)

Working together to accelerate medical innovation
EEA/N— 3V RO DB HERE

Chinese and Japanese participants gathered in Chengdu to discuss advanced medicine
BE TOREREEHRmS 2RI VAICEFISSE U

02019511 A9-10B ICPERA THRES N /2201 9T BSEEREFTERET I v bELUBRERIERSOBN T, BHH
51,0008 ZBZ5SMENHEBICENT UL,

Infographics

[ ] https://advances.tri-kobe.org/en/infographic > TRy

W 2019%10B31BHLH

Prostate Cancer: A Declining Art
£58E Prostate Cancer (RREREVY— FELEL. BRER FE—ALE RREREYY— BEELL)

S0mU EDBUETRDZ W ADTIDTHBRIZRD AT Y BIRFER. EICIFFMICEDAIZIRDIRE. HL
BBEHFBERT RILEVREEHATZIEOHNET, EE5BEERBENEANHLIARENGHIEN S,
BESADQOLZER LU TRREZEZDMLENHD T, £EMNAFIRE IR— MK U-POPS) ICLDRE
hicRRaER AT B R OBBARS) OEARZBNANLTVET

Nature 20196 10A31H S AR
D https://www.nature.com/nature/volumes/574/issues/7780
S Outline: Prostate Cancerf§5
https://www.nature.com/collections/gdafefdjba
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The Principles of Regenerative Medicine

https://advances.tri-kobe.org/en/the-principles-of-regenerative-medicine

i ¢ S TR

Preface FH
MREREENTHERE @BEHAKLE

Theory BEERHH
An overview of regenerative medicine: its principles and the scope of

the current revolution

BEERMGR: TORIBOETHOEREMORBL
MREREREHHERE BERALE

Stem Cell Therapy R

1)##FHE4% Potential treatment of cerebral infarcts and spinal cord
injury with mesenchymal stem cell transplantation

B REFMREBIEIC L 2MEES L UEBBEGEO RO RENE

HLIRERKRE REERE

2) B4 Tissue regeneration by Muse cells after acute myocardial
infarction

Musefiigic & 22 DB ER DBEBIEEBRLE

IRERF ZEOEHREE M

MEBE Cell-based neovascularization therapy for peripheral
arterial disease

FiifZRVEREBIERICH T 2 MEBERE

HFERERMHEERE BREILE IFEERE

Tissue Engineering R TRRRE

4)BHB4%  Autologous transplantation of peripheral blood CD34+
cells in patients with femoral and tibial fracture non-union

TERERESITICN Y 2ARREMCDI4+HlDBE

BERE BHBRHEELE M

5)AEAE4% Transplantation of cultivated autologous oral mucosal
epithelial sheets in order to restore sight

EEAROPEME LR — MNEIETHERDRY

REMIEMKTZ SNETEEE i

6)EXFEE4E A tissue-engineering approach to tympanic membrane
regeneration

ERTZNFRCLIBEBLERE

LERy EXE—FE
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ERBWDOEE

| men sy« ~ PDQeBAENR

HABERY A b PDQCBEAEERR

s==== http://cancerinfo.tri-kobe.org/

CF I
(489B :20052R18) D B
[=]:

|| 2019FEDEHEY IR

1) Dx7HA NI Za—TIL¥ICEFTT.HYI NDBEEEDE
UTeo LR U Z2—TILDRA Y N T,
%2020 7 AR,
EDEVPTL
BRRBEIVIVORE(SEOMNR) LD EBHRANDTILY
KNFPOERZR ESEET,
FrROEFEABOREREEDZENAINA VT —RYRTINA
2R IG U7 L3V TV RBER RO IR ET,

E0%: bilok k- XY

Ry TIR—I NS SZARTHERNRENICHFE,
BHSEMIBEBERANDVYIEZILLY—ICRBLT
WEET,

aARL—y 3y

TEWEEWTWBHBRIEDFE Y. "THABRTA M AD
Ayt —VEZFA N ETHBALET,

2

~

ONE BRI ADRE

ON\E BEESDE]

O/NR SEDADE

ONE FEGEHALENADIARE

O/N\E BRBEDR]

| YANEE

TRIF2005F &0 KEEIZMAMRFT (National Cancer
Institute: NCH OHAFK - FHFONAICET SBENLRT —
FR—ZTPDQ®; LD Cancer Information Summaries (HA
BE$REM) 1& Dictionary of Cancer Terms(BNAREBEE)
ZHRRBICHARLU. "DABRI M TRELTVWET. THAE
REXN REERSMRAIFBREEESAAITERICAOINTE
D BIEORBEMCLGUTREDEFINE I EREEMREIT

W EfEF0IYTYY

ONE ZREADIBES (MEN) EREF OBE
O/N\R BEMES L OFEHREHEDRR

BRUNR)R—VOEHUNRICEENBI A DS TREOEENMIZL ABDFTELE U,

O/NE RA (T RVER) REEDR
ON\R BEREDE]
O/NE RETBENADRE

ONROEEEREMRBIASSVCRERT LRI A
(BRI A) DGR

BENSIFIEFTVREHRTHDPubMedDFHIBERN. /B
EIAEITERERISEAIANIETANDOTWIHNARHEERF
EINDIVINEENTVETD,

TPDQC IFHBEBEHREH SN TVWEIN AT NOEATE
T EESFSMARAFIEAICIE. BESARIFIFEICIEIERKL
TRO.BRMOIEFVRBEREAARECHEWNLITET,

ONABREN (EREFIRMEIF 198 BESAMIF 18151 :1379FEH)
(3R] B (A NR) XFRECEMNT 7. T RAIV—ZV T (1R2)  BLENER. HE - RB #BTiRE

O AREFE (8,6815E
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| NCONAHA RSV BEE

NCCNHA RS BAE
s http://www?2.tri-kobe.org/ncen/

(=] 24 [m]
(4ABE:201018298) P
[=]

| 2019FEDEHEY IR

1) TEIRMEREEES BARDAR=Y)ZFHARICEBIMLE
UTzco

2) BEOPATARSAYOBRZEREFUE L,
(BEIEEICTRRDHEH)

L YUEE

NCCN#A A RS> (NCCN Clinical Practice Guidelines
in Oncology: NCCN Guidelines®) . 2XKDEE LI AL
vy —DRERBM THBNCCN®(National Comprehensive
Cancer Network®) [C&> TR EN HARICH ATV
DDA EAMRTAYTI TRIF2010FENS5T T T+ NEB
UTNCCNAA RS Y BAFERZEFLTVET,

NCCNAARZAVZBAAREICERLU. ZORIXDER - B
ZHRONAZEAANRIAVZRELTVWDIZER - FARKIICHK
B ECAZER PRRICEANRSAVERNBIZICHI>TE
BEINREFE(NCCNAAMRSAVEBRDBZEAIRT IV E
DARBTDERBIVZOEBAF) EREHLAXY I ERE W

EWTWET KV THA DS EHARZAVOBRER
RREZDFEX (KB . BLPZER-MRESHSOIAVNE
BEBWEITET,
2019FBREN0DER - MERDSHADEHEA3HARSA
VEBR-REL. EMEHMEERBLTVET (1),
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EEAA 5
EEHA :
KA 20108 FIPA § KIBEARE
KBHADRSY—=>s 5
RIBHAICH I BBIFEN /R 22 S
Bhh
BBthta
HISTBRAA, ;
SBEREA 0108 | BABRERNES
BEHA
HISTBRA A DRIRE
SRR A
AR
BEhtA 20114 EESEEPN
WARDA 2011F | HEhA ARBARESSS
FEIRIEHEES NEW
FEEHADRI Y-
DAL OTED AN BEIERH,/ RIEHE 22 5 BABARESSS DRAEZS
BERAt A 2012 | BEEHA SES T EP
RERBLA 201245 REREL A AAREREESS
A B M
AU B
- BB RIEAnS
BRI
BHERERR
mnn e s
o e e
s e
e
o
. P —
OLFYYaNL— IO OTUME /U ERE U E
THRE EMRRET BABARES
Ahth
D h  URVIER BRI EYS
5%h WIsE
DA EOTEDAICE S BEIELH,/ RIEHE 22 5 BAAEES DARAREEYS
REHA 2016F | EHEBEE(XS/—3) SELEAT T LN

1 2019F R AT ERIEIER T 05 DEMAREF I ICEDDE U,
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| 7rynax—miEgo -

:] FIVYINAR—RERYT A
=== http://adinfo.tri-kobe.org/

[=] ¥ [a]
(ABIE:2013%88180) D @
E F ©

| vaMEE

KEEIZMBHARFATILYNAI—REE - RV 5—
(Alzheimer's and related Dementias Education and
Referral (ADEAR) Center) A BE{E9 5. 7ILY/I\A~X—fFICE
TEEFNDOSENRBREARB CCBEWLLEFZ VT
N CTYI.ADEAREYY —IF KEEZHEMAR (National
Institute of Health: NIH) @& T T 2 K E E Iz INE T
AT (National Institute on Aging: NIA) D—#B3& LT,
1990FICRIZSNE U ADEARDT T 7Y/ R TIE NIADE
FARDZILYNANX—RIARDOBRZIGER L. ZILYI\A Y —I&
DEBRICAE<EMIZEHIUIcRITOBRZHELTREL
TWEY,

TRIGNIADK A ZB TINSOBEREAAREICHRL. VT
RELTVWET. SEROBNIACEELERRBRZIERARLT
WKEEBITRIDERLTWS 7YX —(CBET B EPY
VIRVILEDBERGEBEIBTFETT,

EEERI T U1 M e#ELUTERIELTW oI

EEERY T 7HA M EREOA EEEEREOE KA,
NEALTWET  Fle. INS5TI 7 NDEER EE (. ARSI FE
NEDSHTEDTICHDII>TWEIT  INETC.FLBEDBSX
BEWEWTWS FREDBWEWTWSRER - BER -
EZEDHABIFAADHRIKITOHKIDEILBL EIFFT,

SHROBREUVCEMEHR ZMEL. RRD=Z—XITIS X BH#
AV TYDEMEZT>TW e, TRITIRABREEAHSDEH
W EPEBELAEZSEELTVWET . SEREDEIVNCKEZR
NEIESAFELBUKEEVRL EFERT,

FMBEENF—LEDEER—Y

PHABEERTA S
http://cancerinfo.tri-kobe.org/about_us/support

»NCCN 71 R 5 HAFER
http://www2.tri-kobe.org/ncen/inquiry/index.html

PFIVYINA Y —IRIEER YA b
http://adinfo.tri-kobe.org/contact.html
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|
- HR . RZHTRRBRIE®W

IRUD Beyond borders

TRITIE 2017 EE LD HEAERMFAFEFAEE (AMED) 150D
XEERI TR -HBE RDWREEBRICBEAUTERNE
BHER EEEZR(LTHHDEBHERBELTVNET CDFEEIE,
AMED#RMEERBEBICMEASTENTEI 2RDITRE =Y
ZF7IRUD (Initiative on Rare and Undiagnosed Diseas-

es) DI DDHFLELTIE D IF SN, "IRUD Beyond bordersi&
BRTENTVET,
ERNREREEERE T D/0HIC. 22D WebsiteZFHLT
BREEZT>TVWEIN2019FEFES5RBIAVTVYDTER
EREU KB REICEDECAMT 5 EICHIUE LT,

I Orphanet Japan Website

[ ] Orphanet Japan Website
s== http://www.orphanet.jp

(=[]
(ABE:201854A6E) P %’fﬁ
E [Ld

2017 10B. AMEDDSDHEBEICED  TRIGFH D - HnlERE
BFRZINE - ERLTWSEBRNAEETHZOrphanet (K887
IV ITHEHOTMELE V. AMBZZFCAIEIN
7=TOrphanet Japan Website1Tl&. OrphanetMRE I 5%
BEBOALEBRESLUCLAF BERNOF D REBEBRD
Orphanet\DOE#H% AR EEEICETHERDOFRLZENE
UlcERE#ZEBLTVED,

2019FEE IRUDFARAEHI O T Hiizlic RS NI SR B DR
BEREZWMR-QBEALEL.INICED BEABROERBERIESE
BTI6EBDELMREINTEBBERIS. EPIEMM(EES B
AEAMERBBURFRIL IRUDIARIIS) IC&L2EBERITE
BHEOBVWBD T, £fo. INSDOEEBERIT. ERNOERE DT
BIFHRY AN RareS. (L7 X) JIcbBEH I N Z<OBRENST
TEAWEWTWET,

Fe SFEEIROrphanet \DIFREFH AEAELILIC. BN
OFDEREBEPIERMER . BN TEESNIOAR  RIKARIER
3034 AMEDE AR BRI MRE L DB ICLDER AR

Orphanet&ld

NICAR R (SN IVRUZBBHEEICT § 250UV ) & B DER
TREBTERLMANBFERRARBLELc. DM, Orphaneth’
RETIRBBRICHIBEEPERFLOREEIMH HEATER
ENTRBIBERDOrphanet \DEF214% ., OrphanetEWDFE
fElcAF TRIZH- EFRNICOERTERU.

1997F. 75V AE L EFA AR AInsermlic &> TRIL MR DHS5DB AXNBRELH D BB R BIERROL. M BEROE LZBEL W5,

IR IO/ EFDIC K407 EH S 10.6,000B X 2R B IEHR = RE.
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2019FELAROERBER—E(5KR)

RareS.ICB&EIhi-EEBER

KB2 (BAE)
2612 ORI IR A BEE 1R B
2250 BT -5 - RS- E T I kO M R R 18 T (R B
261323 21922.11922.1 28 M 2% S fE 1B
284339 B BE TR 7 B
71289 FE BIENNE RO B2 S BREBAE

https://raresnet.com/orphanet/

I NAN-BYO RESEARCH from JAPAN

NAN-BYO RESEARCH from JAPAN

s==  https://www.nanbyo-research.jp/

OH0)
(1ABR:2018€108158) P E
[=]

IRUD Beyond Borders@3EEBD—FREULT HRNICHEEM
E-AYIUKDEWSpringer Naturett&R#L RIS NIcD
HTNAN-BYO RESEARCH from JAPANI T AT THA~
T AMED#AM R EERIEMAFERSLVIRUDDARRE
RIS HEROMABRZHRFICEML W ZEZRELD
VTV DEREET>TVET,

2019 F E IFREFICS| EMHE. F/iCResearch HighlightsZ2
FERUELUIc, AMEDE AR EEREMAFEICEVTER
NIcHZ<OMRRROFNS RAEETOTZLAT«H— /70
T ILRA—=NR—=NRAF—CEDFICENTCRREVTGEES NS
DTIARRT DAV TVVIE ERERELITTHELS—KRDA
ICHRTMAWCEITBLSICEFRBZHURELBRDEITVEY,
HRENSEONFESNTWD AT T Y ME RN 52020
F3B3TBETICI0AELD T I EREZER UE U,

NGEE

Highlights
2AFA REYTML
20194108168 | MELAS: Dietary supplement approved for
rare mitochondrial disease
2020828208 | Gene therapy brings mobility to patients

B Emavsoy

PHighlights
AMED# B EREBRABUCMEREFICTIEIN BREELLVEBRZH
FTWBIHEDREN

P Features

BAOHRB KT DI (FIECEE, AR M) OB
»Nan-byo

#5% (Nan-byo) DES

> About us
AT THAMNIOWT AMEDES AR BRI REEZOHH

P Archive
Highlights& &k UFeaturesDi@ =188 D E ARAIR. 2> 7> VAl £&
AD3ID>2OAHTFITV—T—E1t

»Sign up
X=)VEEEEHF, LEOEHBEREZFTINET,
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[ ]
VIRI T

| 20195 EmREy Y RYYL

D h DR =R PILYNAY—REZ R CHET D HA
MEREORBEEREDR LEFROWUEZT—ILICEKETSHTRIT
FREBRROEREMIBREZMH - BR - FHEODHREDREE
SyyavEUTRRIBRPERAMRZEDZERNNOHERE
EXEUTERLC 2007 FICHRF S XE R 2 E/BELITEX
BHEETOV L ZUCAMEDEHFNERRMAIHIL 7O

AT FZAVDEILEINE U BESADBEIT. EDELFLWEA
BEZRITBDICIF. INETFTATITFORIDINATZA> %D
A—NIVERRANBRFEBEEE TN ERICHDIEEZIET 2T
TTRIGTZ Y7 A—Ay/REDEERARGHIOEEZBENE LY
VRYILEAROBEREDEEICL > CHET 2% BRNG
VIIREICEFISERERBLE U,

I VML > THARTIRARODEFENEH P AT I T DR&D/

SRS (RS ML) Ea e

Real World Data/CDISCIE#1t /

4th Global ARO Network Workshop

1 “Global Clinical Research: Integrating Quality from the Beginning” 201965208 () e /E)\C‘;g/Dé;;;%r;;;;;ﬁﬁcation/%
MCI/ ZILYINA R —¥5 / BB RERR
2 BHEFLYNT—EFHRBERS R IA 2019%9A7E (+) L /7 r/E

R

5th Taiwan-Japan

Academic Research Organization Workshop 201997268 ()

& EvITF—5 /Dh /B RERRERTZ

4 2019FHEEEREMEMRY IV NRUBRRRELLARS 2019 11A9A (K). 108 (&) | M. FE | HERE/ BEES/ ERLRERRR

1 4th Global ARO Network Workshop
“Global Clinical Research: Integrating Quality from the Beginning”

FHATIT DBRAMEAOEREEZEHEL. AROBZER  DE
HREXEMEBELTIEDGlobal ARO Network WorkshopZ
BELTEL U . F4RIE L1225 E6. E3MEBEmKIC/O—/N
VR EIBHE T 2eHITEELTVWSCRIGH " OERB R E
FARKFEETZIEICID BEVDFSHORELEEDRZEIEL
FUTcoT—VIEGlobal ARO Network&Z B—/VLEERY N
T—UDBEREL. T —IDRECEREDERICOVTSINEL
EYavEfBETZIET A/ R—yavDREEBIELE LI,

2019468208 ()

Paris Marriott Opera Ambassador Hotel (75> %)
AROHE#ESR
i KIRRFEZEHBREE
= | #9704
1 AROWES - 2EDFZATIFORYNT—IZBEL. ZOEEDOHEZRD LORENODEYNLBEROERZBL CEROBREARFEDA LICETZILZBANELTE

I EhicHBo

#2 CRIGH -+ Clinical Research Initiative for Global Health (CRIGH)Z7OY ¥ k. #%1#%F#E (OECD) ®Global Science Forum (GSF)b'#s ZERRMEICRET 2
EBRH/— b F— 2y T OB B
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B 7ILYNAR =R FRERERS Y IRII L

TIVYNA = (AD) ITETHEDOHREMERBTHD . BES
HICZABERNERERVTVET, Z<OMRICL>T ADH
FERTDOEEDAEE (MCI) DRAT—ITABRTFRPIIT VN
TDOBRENERLUTVWBIENRENTEXLIA ZNSZENE
THEADRRABRORF FRBITHR DD IRIAFEIFR
RSN TOWERBABARTE2014F 1 BICEAEY IV MR
BIEANRYEIDTON ZITREEHORBICEDVWTIRAE
MEREEBSEE ALY I TSY) i fBbFREHSNFEL
(2015F1A27AAR) ADZRRI B Icid BT U LIS TR
HNEREBDRT W<ODDEFZREPIFEY T HRARFRD
EROSFEFHEMNN —Z VIO RBAEEBE T2 TS
20199878 (+)

i DBERERHE

=2 | EBRERTFHE

oW

NARERR (FE)

AR D4th Global ARO Network Workshoplcie&Des
D.TRITIEAROBBERDEHHXEMBELTGlobal ARO
Network Workshop DfEZXIBLTEX UL 7Y PHIEICE
WTIR AEERBZRNSDEFICEID2015FENSRERFEE
BICHREBEDTENBMEENET S HAEARO Workshop
EHERELFHTIFZY—XOERBAKET Y MR—LDEEE
S EEEFI DB ZER > TWE T, EBESEIHE 455 EIE. ik
REQOTINERAEENKREREHDHD. AROBBERETEIZIME
2OTATILDIDELTHESNE L. AWorkshop TlE B
AFEBTOREHROMELZEEICBN L. SHROEBRERERKRF
K- ARORBICBIT2EEEIC.TIVY —LPDATAIIARE
E BEBONPAREBRRICOVWTOBRELETIILEENE
L&EUT,

201949H26H (K)

Bk EBA—T<hTL/RESELS)

DIC—EDREZRCTIEDN DD >TEXLD MCIHSADA
DETZETBRFRIC BV BERZRVTIH IS EFESHRE
HRIRR T IS LICRRZ AT MCI/ADDYRVEF. B

EBRBRENBESNARERERELE LAY YRITARK
EBFudanKRZEHRATERBE T ZMCIAR—MARZIZUH HXK
MBS Y HR—ILTITONTWS R BERRRR/AEDARL —
VavERRERBU BEOHRZELS LIF2ODERTEME
MpZle FHENETETHFOMRFEROERRFBAOEEHNDE
THIEZANELE LT,

ANARER (FE) ., AnMEEAMFERERRTHEERE ER(/N—YavifEe>5—(TRI)

3 5th Taiwan-Japan Academic Research Organization Workshop
Global Development of Regenerative Medicine
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BRI CC 05-01

RN EHEE

Ueno H, Ishiguro M, Nakatani E, Ishikawa T, Uetake H, Matsuda C, Nakamoto Y, Kotake M, Kurachi K, Egawa T, Yasumasa K,
Murata K, lkawa O, Shinji S, Murotani K, Matsui S, Teramukai S, Tomita N, Sugihara K.

A Prospective Multicenter Study on the Prognostic and Predictive Impact of Tumor Budding in Stage Il Colon Cancer: Results
from the SACURA Trial.

J Clin Oncol. 2019;37(22):1886-94.

PN

TRICC0808

Yasuno M, Uetake H, Ishiguro M, Mizunuma N, Komori T, Miyata G, Shiomi A, Kagimura T, Sugihara K.

mFOLFOX6 plus bevacizumab to treat liver-only metastases of colorectal cancer that are unsuitable for upfront resection
(TRICCO0808): a multicenter phase Il trial comprising the final analysis for survival.

Int J Clin Oncol. 2019 May;24(5):516-525.

BRI GU 04-01

Koga H, Naito S, Ishiyama H, Yorozu A, Saito S, Kojima S, Higashide S, Kikuchi T, Nakamura K, Dokiya T, Fukushima M;
J-POPS Study Group.

Patient-reported health-related quality of life up to three years after the treatment with permanentbrachytherapy: Outcome of the
large-scale, prospective longitudinal study in Japanese-ProstateCancer Outcome Study by Permanent I-125 Seed Implantation
(J-POPS).

Brachytherapy. 2019 Nov - Dec;18(6):806-813.

WBPR - HETERR

BRI GU 04-01

Tanaka N, Yorozu A, Kikuchi T, Higashide S, Kojima S, Ohashi T, Katayama N, Nakamura K, Saito S, Dokiya T, Fukushima M;
J-POPS Study Group.

Genitourinary toxicity after permanent iodine-125 seed implantation: The nationwide Japanese prostate cancer outcome study of
permanent iodine-125 seed implantation (J-POPS).

Brachytherapy. 2019 Jul-Aug 2019;18(4):484-492.

BRI GU 04-01

Nakamura K, Ohga S, Yorozu A, Saito S, Kikuchi T, Dokiya T, Fukushima M, Yamanaka H.

Institutional patient accrual volume and the treatment quality of | 125 prostate seed implantation in a Japanese nationwide
prospective cohort study.

Strahlenther Onkol. 2019 May;195(5):412-419.

BRI GU 04-01

Katayama N, Nakamura K, Yorozu A, Kikuchi T, Fukushima M, Saito S, Dokiya T.

Biochemical outcomes and predictive factors by risk group after permanent iodine-125 seed implantation: Prospective cohort
study in 2,316 patients.

Brachytherapy. 2019 Sep - Oct;18(5):574-582.
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Sato Y, Kazumata K, Nakatani E, Houkin K, Kanatani Y.

PR Characteristics of Moyamoya Disease Based on National Registry Data in Japan
- isti Vi ya Di: i istry i N
1
(74U RBEREGFAEAE) Stroke. 2019 Aug;50(8):1973-1980.
B
i WK, K A, Takagi H, L DW.
EETREL Sietsema awamoto akagi oso.rdo ! )
- Autologous CD34+ Cell Therapy for Ischemic Tissue Repair.
(BEER) Girc J. 2019 Jun 25:83(7):1422-1430.
Kosugi R, Nakatani E, Okamoto K, Aoshima S, Arai H, Inoue T.
Effects of sodium-glucose cotransporter 2 inhibitor (dapaglifiozin) on food intake and plasma fibroblast growth factor 21 levels in
HEBRIS = I )
type 2 diabetes patients.
Endocr J. 2019 Aug 29;66(8):677-682
P53
Takenouchi K, Yuasa K, Shioya M, Kimura M, Watanabe H, Oki Y, Hakamata A, Watanabe H, Fukushima M.
_ Development of a new seamless data stream from EMR to EDC system using SS-MIX2 standards applied for observational
HRRRTS. BT RIENDEY research in diabetes mellitus.
Learn Health Sys. 2019;3:e10072.
. - Zhou B, Zhao Q, Kojima S, Ding D, Higashide S, Nagai Y, Guo Q, Kagimura T, Fukushima M, Hong Z.
MCI;E"’%DK%‘:“ TRIAD1109 One-year outcome of Shanghai mild cognitive impairment cohort study.
Eiling Curr Alzheimer Res. 2019;16(2):156-165.
Umeda-Kameyama Y, Mori T, Wada-Isoe K, Kikuchi T, Kojima S, Kagimura T, Ueki A, Watabe T, Kudoh C, Akishita M,
_ Nakamura Y; and ABC dementia scale study group.
MCI. EBRIEE, TRIAD1402 Development of a novel convenient Alzheimer's disease assessment scale, the ABC Dementia Scale, using item response
EBHFAE theory.
Geriatr Gerontol Int. 2019;19(1):18-23.
Kikuchi T, Wada-Isoe K, Mori T, Nakamura Y, Umeda-Kameyama Y, Akishita M.
TIVINAT—IR/ TRIAD1710 Concurrent Validity of EQ-5D-5L by Caregiver Proxy Rating with the ABC Dementia Scale for Alzheimer Patients.
J Brain Res. 2019;2(1):105.
Wada-Isoe K, Kikuchi T, Umeda-Kameyama Y, Mori T, Akishita M, Nakamura Y; ABC Dementia Scale Research Group.
TIN5 TRIAD1412 Global Clinical Dementia Rating Score of 0.5 May Not Be an Accurate Criterion to Identify Individuals with Mild Cognitive

- R - A

Impairment.
J Alzheimers Dis Rep 2019;3(1):233-239.

Matsumoto S, Shimodozono M, Noma T.

pelid i) el Rationale and design of the theRapeutic effects of peroneal nerve functionAl electrical stimuLation for Lower extremitY in
BEREIC L35 TRE TRIORTHO1524 patients with convalescent post-stroke hemiplegia (RALLY) study: study protocol for a randomized controlled study.
BMJ Open. 2019 Nov 25;9(11):e026214.
Wada S, Koga M, Minematsu K, Toyoda K, Suzuki R, Kagimura T, Nagai Y, Aoki S, Nezu T, Hosomi N, Origasa H, Ohtsuki T,
Maruyama H, Yasaka M, Kitagawa K, Uchiyama S, Matsumoto M, on behalf of the Japan Statin Treatment Against Recurrent
EEEEE J-STARS ECHO Stroke (J-STARS) Echo Study Collaborators.

Baseline carotid intima-media thickness and stroke recurrence during secondary prevention with pravastatin.
Stroke. 2019 Jun;50(6):1586-1589

Kojima S, Murotani K, Zhou B, Kothari K, Fukushima M, Nagai Y.
Assessing long term care risk in elderly individuals with possible cognitive Decline: A large population-based study using the

=3 =,
BHE. SinE TRIGER1122 "Kihon Checklist."

Geriatr Gerontol Int. 2019 Jul;19(7):598-603.
Watanabe M, Nakamura Y, Yoshiyama Y, Kagimura T, Kawaguchi H, Matsuzawa H, Tachibana Y, Nishimura K, Kubota N,
Kobayashi M, Saito T, Tamura K, Sato T, Takahashi M; Japanese Society of Scaling Keys of Evaluation Technigues for CNS

- - Disorders Heterogeneity (SKETCH) study group, Homma A.

B = =

RBAIR . BAAIE WA Analyses of natural courses of Japanese patients with Alzheimer's disease using placebo data from placebo-controlled,
randomized clinical trials: Japanese Study on the Estimation of Clinical course of Alzheimer's disease.
Alzheimers Dement (N Y). 2019;5:398-408.
Imamura H, Sakai N, Ito Y, Sakai C, Hyodo A, Miyachi S, Matsumaru Y, Yoshimura S, Abe T, Yamagami H, Hayakawa M, Sato
H, Fujinaka T, Tanabe K.

BmEES TRIBRAIN1208 Prospective registry of embolization of intracranial aneurysms using HydroSoft coils: Results of the Japanese HydroSoft
Registry.
World Neurosurg. 2019 Jul;127:¢631-e637.
Sakai N, Uchida K, lihara K, Satow T, Ezura M, Hyodo A, Miyachi S, Miyamoto S, Nagai Y, Nishimura K, Toyoda K, Yoshimura
S, Imamura H, Sakai C, Matsumaru Y; Japanese Registry of Neuroendovascular Therapy (JR-NET) investigators.
BMERE TRIBRAIN1209 Japanese Surveillance of Neuroendovascular Therapy in JR-NET - Part Il. Japanese Registry of NeuroEndovascular Treatment

3. Main Report.
Neurol Med Chir (Tokyo). 2019;59(3):106-15.
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Nishi H, Ishii A, Satow T, lihara K, Sakai N; Japanese Registry of Neuroendovascular Therapy (JR-NET) investigators.

BmERE TRIBRAIN1209 Parent Artery Occlusion for Unruptured Cerebral Aneurysms: Results of the Japanese Registry of Neuroendovascular Therapy 3.
Neurol Med Chir (Tokyo). 2019;59(1):1-9.
Sugiu K, Hishikawa T, Murai S, Takahashi Y, Kidani N, Nishihiro S, Hiramatsu M, Date |, Satow T, lihara K, Sakai N.
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