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The 1stintemational Registry Forum

2L AN T +—F L g

= DEpiNet
Partner: MDEpiNet

;
EMMRICHSITDLIR b OMERAORR L RE

Qurrent status and issues of regigtry utilizationin medical development

ER 8 —F  EXZAERER EXRAHERRES 22
Chairperson Kazuhiro Sase: Professor, Clinical Pharmacology. and Regulatory Science Graduate School of Medicine Juntendo University

1 @RWD Hh'5 RWE A - EEELY AR BN S22 S H SROE -
From Real World Data to Real World Evidence- Lessons Learned from Internationally Coordinated Networks -

15— IEREAS AR R EXRATES H0%

Kazuhiro Sase: Professor, Clinical Pharmacology, Graduate School of Medicine Juntendo University

2 QHRDOLIA N OZRELF]ER - IDEAL, MDEpiNet ({R=E)
International Registry Cooperation and Utilization-IDEAL, MDEpiNet (tentative title)

Art Sedrakyan : Professor, Weill Cornell Medical College

3 @A-ANIUTICEIBL VI T-ITTO-F. LYARYEE, RWE (RE)
Big Data Approach, Registry Cooperation, RWE in Australia (tentative title]

Louisa Jorm : Professor, the University of New South Wales Sydney

4 @RWD [T 2 F EORE (RFD

Development of statistical methods for RWD (tentative title)

Ted Lystig = Senior Director, corporate biostatistics, Medtronic

QERHRBICBITALZA LY Q&R
| an

______________ regi

Chairperson Shin'ichi Takeda: Executive director, National Center of Neurology and Psychiatry

1 @TYZAN- A IR=237 -3y RI=T DB DI
A Progress of Clinical Innovation Network in Japan

RH #—: B WEERRR IS - BE

Shin‘ichi Takeda: Executive director, National Center of Neurology and Psychiatry

2 @Y -AIN=y3Y - Ry RI-DHEENLR CIN B+ HEDES)

The Activities of the Clinical Innovation Network Center - the CIN Project Team of Kokudo
R ME  BUERERHRIYI- BEBRHRIVI-&

Kazuo lzumi: Vice director, Center for Clinical Science, National Center for Global Health and Medicine

3 @PMDA [ZBHBYUTIVI-IFT =Y OiERIC R 2 A EA

PMDA's Activities for Requlatory Utilization of Real World Data

i B EEREFRSRORE HEEES =8 Fak

Kinue Nishioka: Review Director, Pharmaceuticals and Medical Devices Agency

4 @IMDRF, MDEpiNet & CIN R IEO;FEIN S R L IA N 01RE| L #fF
Expectations for the clinical registries through the activities of IMDRF, MDEpiNet, and CIN.
K # BEUEREFRAREYY - T-9YAIVAE BREFHRAER

Hirashi Ohtsu: Manager, Clinical Epidemiology Laboratory, Department of Data Science, National Center for Global Health and Medicine

Shin‘ichi
Takeda

Hiroshi
Ohtsu

Naotoshi

Kanemitsu
-

Yasuhide
Yamada
[E#5/Date & Time]
December 12,2019
(Doors open 13:30)

[&15/Venue]

EVEBERRtE 2 —
HER S BE A==

Main Conference Room 5™ Floor,
NCGM

Tamura

A8 - SHE(FERER)
English and Japanese
(Simultaneous interpretation)

Sessin3 ENEICEH AL YA LY OFEAORK Qurent statusd registry uilizationin Japan
ER 08X BIfABMELLS— BEXELL 59— EhkiE &

Chairperson Taro Shibata: Chief Biostatistics Division. Center for Research Administration and Support National Cancer Center
14 (AMED YuF2JAF-L) BREELIYAMNOREENLA, EFEEMER. BEREGHE

(AMED matching scheme) Developmental Expansion, Utilization of Bioresource, and Global Collaboration in Registry of Muscular Dystrophy (Remudy)
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Naotoshi Kanemitsu: Global Development Project Leader, Medical Specialties, Development, Astellas Pharma
2 @CIN SEZFERLUIEL I 3B MEESE L YA JAPHR

CIN accelerate JAPHR: Japanese national Registry for pulmonary hypertension
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Yuichi Tamura: Associate Professor, Department of Cardiclogy, International University of Health and Welfare School of Medicine
3 #National Clinical Database #E#EY LITAFA AL YA N -OBR RFIZRICB e RE1E
Potential applications of hepatoma registry based on the National Clinical Database towords impact on clinical development
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Yasuhide Yamada: Director, Comprehensive Cancer Center, National Center for Global Health and Medicine
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