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Items
• Our Problems in 21st century –Super Aging society
• 3 Key factors to cope with it    

1) Deregulation and transparency of regulatory process       
Regenerative Medicine and Cancer Genome Medicine

2) Renovation of  research budget management  
Mega Genomic Cohort;ToMMo

3) Sifting to prevention from cure
Me-Byo and New Business model for Healthcare
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Japan is Super Aging Society
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Korea will soon catch up us
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1150Byen in 2010,
Import surplus of Therapeutics
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The Critical Question:Can we pay for 
medical innovation ?

• 9.0% of GDP for Healthcare
• 1000TYen National Debt
• The fastest aging society on the globe.
• The Final Option    →VAT or DEAD/Debt
• Austria ２０．０ １%
• France ２０．６ １%
• Italy       ２０．０ １ %
• Germany １６．０ １%
• England １７．５%



The only one country ready for 
increasing medical expenses among 

advanced nations.
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Prime Minister Abe accelrated
the medical innovation as the major strategy 

for nat. growth.
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Deregulation and transparency of 
regulatory process is the first key
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Regenerative Medicine

日本における製品の承認・開発の加速化
○ 再生医療等の安全性の確保等に関する新法案、薬事法改正案
○ 世界初となるiPS細胞の人への臨床研究

Japan delay in 
commertialization
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Research and Medical Practice Pharmaceuticals

Revised Pharma affair 
act

New law for Regenerative Medicine



Conditional Approval 
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Under the New law,
“Heart Sheet” got approval in 2015

• 厚生労働省薬事・食品衛生審議会 再生医療

等製品・生物由来技術部会、条件及び期限付
承認が了承
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• テルモ、自家骨格筋芽細胞
シート、重症心不全

• JCRファーマ、他家ヒト間葉系
幹細胞（JR-031）、造血幹細胞
移植後る急性GVHD治療、

免疫抑制作用



MSC for Spinal damage
will be approved in 2018



Platelets derived from iPS cell
Clinical trial will begin in 2019



Along with aging,
Cancer patients increase 



Precision Medicine in cancer
based on genetic variations 



NCC OncoPanel (127genes)
will be reimbursed by March 2019



11Core Hospitals and 
100+ Asocciated Hospitals for

Cancer genome medicine
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Core Hospital can hold clinical 
conference based on G.variations  
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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
Genomic data require severe privacy code
Opt-in

• May,2018  NGMI Law in Operation
Certificated body can make Med. Data 
Anonymous which legally recognized not 
privacy.
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We collaborate with Thailand 
to analyze Med. Data with AI.

• 2018年6月19日締結

• タイ国民医療保障機構（NHSO）と

国際医療研究センターiGHP
• タイ国民4700万人の医療データ

• 国民に固有番号で名寄せ

• 糖尿病、喘息、保険財政

• ビッグデータ解析
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The 2nd Key is renovation of  research budget 
management 
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Budgets of 4 Ministries
invested unitedlly by AMED
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Japanese version of NIH has
established on April,in 2015
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AMED drives to connect  translational 
programes
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National Network for Drug Screening



Orphan diseases initiative based on 
disease model by iPS cell technology 



Genomic Medicine based on Chort studies.

Emerging Technology Information Center All Right Reserved, Nikkeib Business Publications,Inc.2003、30



Tohoku Medical Megabank(ToMMo)
after Big Tsunami in 2011 

• 2017年 高脂血症関連遺伝子

• 次は何か？

ＰＧx
家族性がん

・

・
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ToMMo:Mega Genomic Cohort
80000+70000(3Generation)
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ToMMo would caluclate 
health risk with G. and O.
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The 3rd Key is sifting 
to prevention from cure. 
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Disease =Genetics × Environment
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IoT can record our activities 
at anytime and stores in cloud
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Based on Big Data Analysis,
Information turn to be a vaccin
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Smitomo Life Insurance 
Launched “Vitality” in 2018
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• 生命保険

• 健康努力（歩数、心拍数、検診データ登録、イ
ベント参加など）ポイントで、

保険料率をー３０％から＋１０％
• 個人の健康増進する保険

• 2018年7月24日発売

• 南アフリカDiscovery社と提携



Me-Byo
Health and Sick is not digital.
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Old model

New model

Healthy

Me-Byo

Sick



Improve Me-Byo close to Healthy
by all means
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Reference

Nikkei Biotechnology ONLINE
http://biotech.nikkeibp.co.jp/
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