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l New System for Medical R&D 

How has Japan’s medical R&D changed? 

1 . The Japan Revitalization Strategy was approved by the Cabinet in June 2013. 
=> To accelerate the development of practical applications of innovative medical 
technologies: 

A) establish the Headquaηers for Healthcare Policy (HHP) with core functions, 
headed by the Prime Minister, in the Cabinet 

B) determine the Healthcare Policy 

셋‘ AMED 

CD promote integrated medical R&D, from basic research to practical application 
@ boost economic growth and the quality of medical care by promoting the 

creation and overseas expansion of new industrial activities related to 
healthcare and medical care 

C) determine the Plan for Promotion of Medical Research and Development 
φ formulate 10 basic p이ICles 

@ draw up 9 interrelated projects 
0) establish the Japan Agency for Medical Research and Development (AMED) as 

a corporation that directs integrated research management 
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AMED 

MEXT: Ministry of Education, Culture, Sports, Science and Technology 
MHLW: Ministry of Health, Labour and Welfare 

METI: Ministry of Economy, Trade and Industry 
JST: Japan Science and Technology Agency 
JSPS: J apan Society for the Promotion of Science 
NEDO: New Energy and lndustrial Technology Development Organization 

• MEXT 
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 a 
勳
회
 

R 

내
 렸
 쉰 

뻐
 훨
 
w 찌

ν
 

.-. METI 
흩‘ 經홉훌業省 "...., MJ빼야하-.omy. 1i빼빼빼뼈 

Funding 
Agencies 
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New System for Medical R&D 

Headquarters for H~a lthcare Policy 
(HHP) 

• develop a comprehensive plan for the promotion of medical R&D 
• integrate medical R&D budget requests of relevant ministries 
• make strategic decisions on the allocation of promotional adjustment funds 

Advise on Nomination of 

President and Auditor Lo rgets 

4씩 
AMED 

~購博議쫓憲쩌쩌 

ng Alløt:ate_Subsidy budget concentration 
President and Auditor 

Japan Agency for Mediçal Res~arch and Development 
(AMED) 

Funding 

I nstitutesjResea rchers 

• Provides a unified point of contact for funding and for 
application procedures. 

• Provides support from basic research to practical use. 



New System for Medical R&D 

How has Japan’s medical R&D changed? 

1 . The Japan Revitalization Strategy was approved by the Cabinet in June 2013. 

2 . The Pharmaceutical Affairs Act was partly revised. 
=> Enhancing safety measures for drugs and medical devices and establishing 

regulations for medical devices based on their characteristics separately from 
those for drugs 

셋‘ AMED 

=> Establishing a new definition of regenerative medical products and their regulations 



l New Scheme for Regenerative Medical Products 

<Traditional Approval Processl 

Pre-Clinical 
Research 

Clinical Trial 

(confirmation of efficacy and safety) 

4씨 
AMED 

[ New Scheme for Regenerative Medical Products 1 
※ Earlier Patient Access ! 

Pre-Clinical 
Research 

Clinical 
Trial 

probable benefit* and 
confirmation of safety** 

Marketing 

(further confirmation 
of efficacy and safety) 

I nformed Consent and Post 
Market Safety Measures 

* Probable benefit: Confirmation of efficacy with small patient population. 
** Safety: Evaluation of acute adverse events etc. 
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I Japan Agency for Medical Res~arch and Development (AMED) 뤘 
There are still people α:ll over the l 1Jorld with diseases that lack treatment because 
cα:uses have yet to be elucidated and or l1JhO are Sl현ering from illnesses thαi still do not 
even hα~ve a diagnosis, and this fiαct has become more l 1Jidely recognized as information 
technology has advanced. 

Oμr goal is to fiαst-trαck medicα:[ R&D thαt directly benefits 
people not only by eχtending lifespαns but αlso by 
iIIIproving quαlity o/life: 
supporting “life" αs biologicαI 
existence, áαily living, 
α'nd lifespα~ns. 



l From basic research to clinical research/trial 

)BasiCRes련樓 RCS魔n Pre-Clinical 
Research 

Clinical 
Research/Trial 

Market 
/Clinical Use 

Promote and support medical R&D consecutively from basic research to clinical 
research/trial by funding 
• Strong management of R&D program by PD, PO and etc . 
• Improvement of the infrastructure for clinical research/trial 
• Support for industrialization; bridging academia and industry 
• Promotion of International strategy 

9 interrelated Pr이ects supported by 3 Ministries; 
φ Drug discovery @ Cancer 

셋‘ AMED 

@ Medical devices (J) Psychiatric and Neurological Disorders 
@ Infrastructure of clinical research and trial (Brain research) 
o Regenerative medicine @ Emerging and re-emerging infectious 
@ Genomic Medicine diseases 

@ Intractable diseases 



Nine interrelated projects and project directors (PD) 셋‘ 
1. Project for Drug Discovery and Development 

Toichi Takenaka, Chairman, Japan Health Sciences Foundations 
Supports R&D on developing new drugs and reinforcing the basis for new drug 
development, in cooperation with universities and industry, by establishing a support 
network for new drug development. Also promotes research related to the identification 
of drug targets, technology development as a basis for new drug development, and 
practical application of medical technologies to help develop innovative drugs and 
orphan drugs 

3. Project for Japan Translational and Clinical Research Core 

Centers 

Takao Saruta, Adviser at the Foundation for Promotion of 
Medical Training, Emeritus Professor at Keio University 
Promotes integration between research support centers, which work as a bridge, and 
core clinical research hospitals, in order to establish a system for the consistent, 
practical application of basic research outcomes at universities. Also works to ’‘_ strengthen the function of core centers, including securing and developing human 

_ resources, and to promote their networking and expansion of promising technologies 
- Is involved in conducting high-quality clinical research and trials in compliance with the 

ICH-GCP Guidelines, and improving a system to support multicenter studies by using 
an ARO function. 

5. Japan Genomic Medicine Project 

Masato Kasuga, President, National Center for Global Health and 

Medicine 
Is engaged in the BioBank project for people with diseases and healthy people 
Analyzes data including genome analysis information and clinical information to 
enhance the identification and validation of disease- and drug-related genes and 
identification of the standard genome sequence of Japanese people. Also promotes an 
integrated search for genes responsible for intractable or rare diseases through joint 
research, research contributing to the formulation of guidelines for diagnosis and 
treatment using genomic information, improvement of the research base for genomic 
medicine, and experimental and empirical clinical research. 

7. Project for Psychiatric and Neurological Disorders 

Tadaharu Tsumoto, Senior Team Leader, RIKEN Brain Science 

Institute 
Promotes R&D and improvement of the basis for clarifying the structure and function 

- _ of the entire neural network in the brain and for developing bio-markers. Aims to clarify 
the mechanism of the development of psychiatric disorders‘ such as dementia and 
depression, and to establish diagnostic methods and appropriate treatments 

2. Project for Medical Device Development 
AMED 

Makoto Kikuchi, President, Japan Association for the Advancement 

of Medical Equipment 
To promote the development of medical devices through collaboration between medicine 
and engineering, is working to establish a system to support the development of medical 
devices (a medical device development support network) consisting of several specialized 
support institutions. Also engages in R&D to create new promising technologies and t。
achieve the practical use of medical devices and systems, making use of Japan’s 
sophisticated technologies. Is also working to speed up the approval process for medical 
devices and to develop human resources for R&D 

4. Japan Regenerative Medicine Project 

Hidehiko Saito, Honorary Director, National Hospital Organization 

Nagoya Medical Center 
Provides consistent support for basic research through clinical trials, and promotes the 
improvement of the basis for regenerative medicine-related projects and support for the 
utilization of iPS cells as a drug development tool to raise the efficiency of new drug 
development 

6. Japan Cancer Research Project 

Tomomitsu Hotta, President, National Cancer Center 
Strictly selects promising outcomes from basic research and promotes further research t。
develop practical drugs and medical devices, in order to link research outcomes to clinical 
research. Also feeds back clinical data obtained from clinical research to basic research to 
accelerate the practical application of cancer treatments, including the development of 
drugs and medical devices, based on the Comprehensive 10-year Strategy for Cancer 
Control 

8. Emerging IRe-emerging Infectious Disease Project of Japan 

Tatsuo Miyamura, Honorary Member, Nationallnstitute of Infectious 

Diseases 
Promotes domestic and overseas research related to infectious diseases to protect 
Japanese people as well as people around the world from infectious diseases, such as new 
types of influenza. Also strengthens measures against infectious diseases by linking 
research outcomes to the more efficient and effective development of therapeutic agents, 
diagnostic agents, and vaccines. 

9. Rarellntractable Disease Project of Japan 

Shigeki Kuzuhara, Dean, Graduate School of Health Science, 
Suzuka University of Medical Science 
Aiming to overcome rare or intractable diseases, promotes research to clarify the causes 
and clin ical conditions of new diseases, leading to the development of new therapeutic 
methods, and research to develop breakthrough diagnostic, therapeutic and preventive 
methods for the practical application of drugs and medical devices. Also aims to promptly 
feed back research outcomes using iPS cells to society by promoting analysis of the 
pathogenic mechanisms of diseases, drug discovery research, and development of 
preventive and therapeutic methods, which are conducted using dise8i)s、specific iPS cells 



Budget Bill for Medical Research in FY 2015 

124.8 billion Yen 121.5 Billion Yen +3.3 B Yen 

L젠판맨펼빨닫보←)←←←←←→→깥FT를Y닫쓰==> 
L훈쁘편맨편한←←갚챔뀐닫n > 
L훗편떤딴텔삐별탤환밸웰텐=느꾀탤뀐싼=> 

@ Regenerative Medicine 14.3 B Yen 

@ Genomic Medicine 5~9 B Yen 

| @Can않r 16.2 B Yen 

(J) Psychiatric and Neurological Disorders 6.8 B Yen 

g Emer껑ing and Re-emerging Infectious Dis띤ases 

@ Intractable Diseases 

4.1 8 Yen 

셋‘ AMED 



φ 

I 
Q 

1 
φ 

듬 
끼、 ~ 
ζ 。?

•_, 、m • 
‘-φ 
I 
m 
。)

m 
0::: 

J‘F
α
.양 

φ
=
-
Q공
φ
흐
 u
-
E。
(
눔
α
 

는、 
m 
>

S se 
(/)<.0 

0 1'‘ 
‘。〉

그 

‘디 

웅
 
m 
. 
얻
 

」
φ
u
 
I 
mQ 

(/) 

‘φ 
τ그 

。δ 5 
m () .~ 

:표 디 ‘。'" - 。、.• _ cu l'‘ 
...c () . ..: () .=. L!) 
> g

-
。
」
그
 φ
 
Z 

m 
ι
 

웅
∞
.
∞
 

-
m
.
」
l
FRUE--n) 

잉
 

「i”
〕
」m
φ
m
m
ι
-mQE--u 

Ji 

• 

m
φ
Q
 -
〉φ
디
 

. N 
• 

-mu 

-
-
φ
 
듣
 

。)

I 
。) (/) 
,._ n、

φ (/) 
듀 m 
δ % 
3 δ cf2. 
u... '" ..q
。δ Ei cvj 

。
。) .~ 

.드 성 
。) (]) 
‘- ‘•(]) c 
E
나j 

ι 

얻
。
.
∞
 

m
φ
”
m
φ
m
.。
φ
-
-
m
뷰υ
m
」
」I 

웅
 。. 
양
 
• 

m
」m 
흡
。
 

.... 임 
1훌훌 

I 

u
」m 
φ
 
m 
φ
￠
 -
m
u
-
-
φ
-

같
 」
〔
)
}
#
φ
α
1
그
-
m
 
m
F。
N
〉
”
』←
。I
(〕
후m
u
。
=
4
 



}
I
φ
E
m
α
m
{

‘i
m
E
 
1Im 

ζ
”
〕
」m
m
m
m
ι

←
。=
Q
I그
(
〕O
 

깅
」m
。
띠
 늠
。
m
a〉
1〈
 

Organization of AMED 

Office of Audit 

Department of General Affairs 

Department of Financial Affairs 

Department of Research Integrity and 
Legal Affairs 

Depaπment of Intellectual Prope야y 

Department of Research Promotion 

Department of Industrial-Academic 
Collaboration 

Department of International Affairs 

Department of Research Infrastructure 

Department of Clinical Research and 
Trials 

Department of Innovative Drug 
Discoverv and DeveloDment 
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Permanent 
Staff 

Fixed-term Staff 

102 Approx.200 

셋‘ AMED 



l Longitudinal/cross-se다ional cooperation between Depaπment of Reseaπh Promotion, which is 
in charge of 7 projects, and 5 other departments for total optimization of Medical R & 0 

i Department 0fResearch p.,omotion ] 
7 Researcr Pr이ects 

4씨 
AMED 

I ~르욕‘ -~-=~. 보동=-=-=τ-=;:;，늑‘ 」웅-~ _ - ...，..들~ I 
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Intemational Affairs 

암 11 Clinical Research 
o 11 and.T꺼als 

‘@ 

휠 11 ~nft~뼈ltive Drug Di없Ivery 
m | and l;)eveloQment 

Industrial-Academic 
Collaboration 

Reqenerative ( Neurological |nfeetiou 
DlI'u얘g 재e때d대i 3 ca빼ncer Ps원yφ빼i빠a하tr끼따iκcand R없ar，언빠떼e하테l싸In뼈1 
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AMED Department of International Affairs; 
International cooperative research 셋‘ AMED 

• Studying 9iseases 
prevalent in Asia 
through cooperation 
between Japan and the 
u.S. 

llfn힌1r. r를감ms걷틀톨 ·;隔m렌 빠렐톨 
I빼R뭔면룹해훼R빠힘빼힘흙룰쩨’ 

톨매믿힘mm뭘해틀rMT!'m밑뭔빼잊m 

I풍*빼펌I빼및원잊l 

I.nTi1뭔한fJ:감F혀원mr:m점I화i파원'i!rr.ri'I 

liilalfll i'，jli한r;rn힘r.r폐히야tr.rSflir름깐한뜯갇틀톨 

l~mmJri'lil삐셉걷1tmπffi'iII 

1. Bilateral and multilateral cooperation 

Agreement with the governments 
of partner countries 

Japan C앵rati뿔웰 
AMED 
Contract 

OOA 
Research 

l Infectious ~ l Diseases 

SICP/SICORP 
Bilateral 

agreement-type 

e-ASIA 
Multilateral 

agreement-type 

Agreeing to and publicly soliciting 
joint research themes in the 

framework of ASEAN+8 

U 람:3많; 앓ZR:짧iv박 00짧J많廳ype 
Program 

| 鍵 繼~ ~쉽 l 

Partner countries are OOA 
target countries. 

• Addressing global health 
issues based on the needs 

.剛ilITiTi멘 11 of partner countries 

Japan 
AMED 때
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똘훌廳講를휴륙획 
Infectious 
Diseases 

풋R필--(인 

• Joint research conducted by 
three or more countries 

• Examined by individual 
countries 

Publicly soliciting research 
themes , setting research 
fields that leverage 멘g 
strenqths of both countries 

• Examined by both Japan 
and partner countries 



Finland 에덤 
"" Medical ICT Devices 
"" Medical Genomics 

UK 댈정 \1 
""Optical Microscopy for ~ 
Neuroscience 
*Massive Cohort & Big Data 

Germany 
"" Neuroscience 

Switzerland 
""Medicine for an 
Aging Society 

Israel 투렐 
""Age dependent 
Neurological and 
Psychiatric Disorders 

Diseases 

Uganda 
。Base for Research on 
Infectious Diseases 

Examples of International Collaboration of AMED 

India 
"" Biomedicine 
Tlnfectious 

Thailand 

Brazil 

Canada 
口Stem Cells and 
Epigenetics 

"" Nano-biotechnology 

: ·SATREPS 口SICORP .e-ASIA 
! oSocial System "SICP ... J-GRID 
í *Depa다ment of Research Jnfrastructure 

혜‘ AMED 

、

: 양Division of Drug Research, Department of Research Promotion ; 



I Prime mi밟er’s Leadership on Healthcare Research 

Leaders' Declaration G7 Summit 7-8 June 2015 

Neglected Tropical Diseases 
We commit ourselves to the fight against neglected tropical diseases (NTDs). 

We are convinced that research plays a vital role in the development and 
implementation of new means of tackling NTDs. We will work collaboratively 

with key partners, including the WHO Global Observatory on Health Research 
and Development. 

International Collaborative Research Program(2015) 
International Joint Research Program to Address Neglected 

Tropical Diseases (NTDs) in Africa 
This program will be implemented at universities and other research institutes both in Japan and African countries 
to achieve the goal of controlling NTDs. The program covers research and development in the medical and public 

hygiene fields, including from basic research to the establishment of methods for diagnosis, surveillance, 
prevention, drug discovery and treatment. It also includes research on proposing p이icies and operations, such as 
a public-hygiene system to control NTDs, based on the results of the aforementioned research and development. 



Intemational Collaborative Resεarch Program for Tackling 
the NTDs (Neglected Tropical Disea~~s) Challenges in African countriεs 

T센흐research conduct를브_Qy Japan alone in overseas 
Objective 

The objective ofthis program is to enhance the contribution of Japan, using its science and technology 
capabilities, to addressing NTDs, which are serious impediments to the development of African countries 
that need to be addressed urgently, through strengthening the development of sciεnce and technology and 

human resources both in Japan and African emerging and developing nations. 

Program period : The period is five years. 

R효De뿔쁘E현 -냐 Thee앵enseS 뾰탤ERjcct lTIUst not excee쁘댈illi으!1 y뾰땐딴lly1 

Implementation Structure 

AMED 

Japan 

Partner country’s 
govemment 

International joint 
research 

Agrεεment documents 

country’s 
and medical 

organìzatìons 

Africa 



Joining to International Research Networks 셋‘ AMED 
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• 
International priorities surrounding antimicrobial 
resistance / antibiotic development 

GloPIO-R 
GLOBAL RESEARCH COLLABORATION FOR INFECTIOUS DISEASE PREPAREDNESS 

New member joins the fight against global epidemics 
August4, 2015- Lyon, France 

The Global Research Collaboration for Infectious Oisease Preparedness (GloPIO-R) welcomes the Japan Agency for Medical Research and Oevelopment 
(AMEO) as a member into the initiative. AMEO is the 13th research funding organization to join the GloPIO-R members in their commitment to collaborate 
in research for infectious disease preparedness. 

International Rare Diseases 
Research Consortium 

(IRDiRC) 

The International Rare Diseases Research Consortium (IRDiRC) was initiated by the 
European Commission and the US Nationallnstitutes for Health Research and launched 
in April 2011 to foster international collaboration in the rare diseases field. IRDiRC will 
team up researchers and organizations investing in rare diseases research in order to 
achieve two rnain objectives, namely to deliver 200 new therapies for rare diseases and 
means to diagnose most rare diseases by the year 2020. 
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