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o Our Problems in 215t century —Super Aging society -
o 3 Key factors to cope with it
1) Deregulation and transparency of regulatory process

2) Renovation of research budget management

3) Sifting to prevention from cure




Japan Is Super Aging Soclet

ADES‘%@&% Japan’s demographic structure & transition

ture from the 190 to the 215 century-
ns established in 1960-80s.
I

o There has been a major shift in the population struc

o It will be impossible to maintain the social securily syster
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Korea will soon catch up us

>

ADI&E(BE@ Demographic Structure & Transition
2 E Korea 1925-2100

Present

N 15-49 0-14 m50-64 i 65-

UN Estimatel2017




1150Byen in 2010,

Import surplus of Therapeutics
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The Critical Question:Can we pay for

medical innovation ?

e 9.09% of GDP for Healthcare
e 1000TYen National Debt

* The fastest aging society on the globe.

 The Final Option —VAT or DEAD/Debt

e Austria 20.01%
e France 20. 6 1%

o |taly 20. 01 % Japan
e Germany 16. 0 1% 8% _)10%

e England 17. 5%




The only one country ready for
Increasing medical expenses among
advanced nations. o
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Prime Minister Abe accelrated
the medical innovation as the major strategy
for nat. growth.




Deregulation and transparency of
regulatory process is the first key




Regenerative Medicine
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We change two legal framework
for enhacing R.Medicine 4
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Research and Medical Practice

New law for Regenerative Medicine
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Pharmaceuticals

Revised Pharma affair



Conditional Approval .
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Under the New law,
“Heart Sheet” got approval in 2015
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MSC for Spinal damage
will be approved in 2018
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Platelets derived from IPS cell
Clinical trial will begin in 2019
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Along with aging,
Cancer patients Increase
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Precision Medicine In cancer
based on genetic variations




NCC OncoPanel (127genes)
will be reimbursed by March 2019
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114 mutation = amplification ( whole exon) 13 fusion genes

ABL1 CRKL IDH2 NF1 RAC2 ALK

ACTN4 CREBBP IGF1R NFE2L2/Nrf2  RADS5IC AKT2

AKT1 CTNNB1/b-catenin IGF2 NOTCH1 RAF1/CRAF AKT3

AKT2 cuL3 IL7R NOTCH2 RB1 BRAF

AKT3 DDR2 JAK1 NOTCH3 RET ERBB4

ALK EGFR JAK2 NRAS RHOA FGFR2

APC ENO1 JAK3 NRG1 ROS1 FGFR3

ARAF EP300 KDMBA/UTX NTRK1 SETBP1 NRG1
ARID1A ERBB2/HER2 KEAP1 NTRK2 SETD2 NTRK1
ARID2 ERBB3 KIT NTRK3 SMAD4 NTRK2

ATM ERBB4 KRAS NT5C2 SMARCA4/BRG1 PDGFRA
AXIN1 ESR1/ER MAP2K1/MEK1 PALB2 SMARCB1 RET

AXL EZH2 MAP2K2/MEK2 PBRM1 sSMo ROS1

BAP1 FBXW?7 MAP2K4 PDGFRA STAT3

BARD1 FGFR1 MAP3K1 PDGFRB STK11/LKB1

BCL2L11/BIM FGFR2 MAP3K4 PIK3CA TP53

BRAF FGFR3 MDM2 PIK3R1 TsC1

BRCAL FGFR4 MDM4 PIK3R2 VHL

BRCA2 FLT3 MET POLD1

CCND1 GNA11 MLH1 POLE

CD274/PD-L1 GNAQ MTOR PRKCI

CDK4 GNAS MSH2 PTCH1 .
CDKN2A HRAS MYC PTEN NCCAH>J)\xIL (ver.4)
CHEK2 IDH1 MYCN RAC1 a
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11Core Hospitals and
100+ Asocciated Hospitals for
Cancer genome medicine
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Core Hospital can hold clinical
conference based on G.variations




C-CAT(Center for Cancer Genomics and Advanced Therapeutics) =
to share genomic and clinical data of cancer patient in Japan in 2018 |
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To ensure data sharing,
Legal Platform was settled
 May,2017 Revised Privacy Law in Operation P
Genomic data require severe privacy code
O pt- IN LA ’%"E‘
« May,2018 NGMI Law in Operation .
Certificated body can make Med. Data e
Anonymous which legally recognized not
privacy.




We collaborate with Thailand
to analyze Med. Data with Al. B
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The 2" Key is renovation of research budget
management




Who We Are

The Japan Agency for Medical Research and Development
(AMED) was estabitshed In 2m5 for the advancement of medical
discoveries that make [ife better for everyone.

‘Based on effective partnerships and innovative oollaboration, we
purste medical breakthrowghs through an approach consksting of
thres vital components:

o SUPPORT
Funding medical studies and research faciiities

CONNECT
Linking organizations, institutions and researchers

PROMOTE
Promoting the practical application of beneficlal

Tesaarch outromes

Peopie are at the heart of everything we do. We support, connect
and promote, helping researchers tn make incredible discovaries
and change the lives of patients around the globe.

Invested unitedlly by AMED

Budgets of 4 Ministries

HEADQUARTERS FOR

HEALTHCARE POLICY (HHP) A New Apprﬂﬂfh to Medical
- JAPANESE Research & Development
l.n‘

GOVERNMENT MINISTRIES
In Iine with governmant palicy, we provida 3 single window

i T fi m
Ahinsires skl foig-tort s s of support and funding for research projecs.

Japanese povernmant establishes posernment pollcy and set budgets Ingy.

top-level palicy for medical
research and development.

CABINET SECRETARIAT. OFFICE MIMISTRY OF
OF HEALTHCARE POLICE EDUCATION, CULTURE. SPORTS,

What We Do s

‘Working beneath the Prime Ministar's Cabinet and national
minkstries, we provide a single window for researchars and
Institutions sesking funding for madical research

o
and davelopment. MINISTRY OF MINISTRY OF

HEALTH, LABOUR AND ECONOMY, TRADE AND

WELFARE DUSTRY RESEARCHERS AND
Prior to our establishment, researchers were raquired to reguest NSTITUTE
funding from several ministries, dapending on the phase of thelr ! 5
studies. Wow, we provide streamiined, conststant suppart from
Initial Investigations to practical applcation of new medicines

and treatments in the real world.
'We also work to connact the most qualifiad practitionars, '.’
medical Institutions and private-sector organizations, at homa AMED ..‘

and abroad, to give clinical studles the best possible chance
of succeeding.

AMED aliocates funding to support
researchars, providing 3 single point
of contzct from Initial resezrch to
outcomes that benefit sodaty.

onge studies are completed, we focus our resources on
promoating new medicines and treatments to ensure they get to
the peaple who nead them most.

FUNDING ALLOCATION BY AMED

In addition to funding allocation, AMED networks
academia and industry In arder to accelerate

‘When it comes to medical Innovation, we are with you every step miedical discovery.

of the way.



Japanese version of NIH has
established on April,in 2015
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AMED drives to connect translational
programes

¢$. Japan Agency for Medical Research and Development #1014/ f +)
AMED -

CONNECTING PEOPLE,

CHANGING
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National Network for Drug Screening
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Orphan diseases Initiative based on
disease model by IPS cell technology
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G mic Medicine b d h |
enomic Medicine based on Chort studies.
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Tohoku Medical Megabank(ToMMo)
after Big Tsunami in 2011




ToMMo:Mega Genomic Cohort
80000+70000(3Generation)
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Japanese Multi
Omics Reference
Panel "jMorp"

About : “Japanese Multi Omics Reference Panel
an  (jMorp)” integrated database is now publicly
Research available online.

We enlarged “jMorp”.

Specimen & Data
Collection

Ethical Issues

ToMMo's Library News & Topics

News Timeline International Visitor Symposium "AGING SCIENCE"  UK-CKD-ToMMo joint

conference 2017 in Sendai was
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ToMMo would caluclate
health risk with G. and O.
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The 3 Key is sifting
to prevention from cure.




Disease =Genetics X Environment
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loT can record our activities
at anytime and stores in cloud




Based on Big Data Analysis,
Information turn to be a vaccin




Smitomo Life Insurance -
Launched “Vitality” in 2018 >
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Me-Byo
Health and Sick Is not digital.

Old model
1@% Sick ﬁﬁ

New model
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Improve Me-Byo close to Healthy
by all means

ME-BYO online S s
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http://biotech.nikkeibp.co.jp/
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