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1. What is the importance of1. What is the importance of 
China-Japan Cooperation ?



ChinaChina-- Japan Bilateral RelationshipJapan Bilateral Relationship
MOU concluded in January 2009

- Cooperation on Drugs Devices and Cosmetics- Cooperation on Drugs, Devices and Cosmetics
- Information Exchange (not confidential)
- Dialogue on Important Issues on Laws, Regulations and g p , g

Related Issues
- Compare and assess their differences in regulatory or 

legal approaches to explore possibilities for co-operationlegal approaches, to explore possibilities for co-operation 
in the field of dissemination of standard

Bilateral Meeting in April & December 2009
- Acceptance of trainees
- Future Cooperation
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Objective of ChinaObjective of China--Japan Cooperation Japan Cooperation 
- Share each other’s dynamism

~ tremendous benefits ~
for the regionfor the region 
for the international community

- Build an East Asian community to send  y

~ the latest innovative drugs/Medical  
D i f A i t th ldDevices from  Asia to the world ~



Join forces Seek an opportunity to share 
among Asian countries experiences and ideas

More experiences & Scientific researches
Net-working & collaborations in Asian region
Develop best fit drugs for Asian populationsDevelop best fit drugs for Asian populations

Globalization : starting point for working togetherGlobalization : starting point for working together



Our view for multiregional drug development

- Clinical Drug Developments in Asia are 

Our view for multiregional drug development

rapidly growing
- Timely Discussion between Industry and y y

Regulatory Agency is important to 
maximize efficiency of drug developmentsy g p

- Inclusion of Asia in multiregional drug 
development is encourageddevelopment is encouraged

- Regulatory Harmonization and more 
collaborations among regulatory agenciescollaborations among regulatory agencies 
are necessary



Innovative Drugs from Asia to the world

EUEU No th Ame icaNo th Ame icaEUEU North AmericaNorth America
USAUSA

CanadaCanada
JapanJapan

KoreaKorea

JapanJapanChinaChina
AsiaAsia
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2. PMDA initiatives on Global2.  PMDA initiatives on Global   
Clinical Trials



Basic principles on Global Clinical TrialsBasic principles on Global Clinical Trials

Japanese version English version

http://www.pmda.go.jp/operations/notice/2007/file/0928010.pdf http://www.pmda.go.jp/operations/notice/2007/file/0928010-e.pdf

Published on September 28th, 2007 for helping to make a 
strategy and clinical trial designs for Global Drug Development
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strategy and clinical trial designs for Global Drug Development



Points to Be Considered by the Review StaffPoints to Be Considered by the Review Staff
Involved in the Evaluation Process of New DrugInvolved in the Evaluation Process of New Drug

Published on April 17th, Published on April 17th, 
2008 at PMDA Homepage2008 at PMDA Homepage

Japanese: Japanese: http://www.pmda.go.jp/topics/h200417kohyo.htmlhttp://www.pmda.go.jp/topics/h200417kohyo.html
English: English: http://www.pmda.go.jp/english/service/pdf/points.pdf

2008 at PMDA Homepage2008 at PMDA Homepage
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3. Future directions of PMDA 

- Improvement of “Regulatory Science”



Challenge Challenge ((11))

Develop comprehensive & robust 
disciplines in the field of “Regulatorydisciplines in the field of Regulatory 
Science”

Factor
Factor

Factor
FactorFactor Factor

etc.

Criteria
In response to social demands,
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p ,
we take balanced judgments toward a more desirable form of society 



Regulatory Science:Regulatory Science:Regulatory Science: Regulatory Science: 

Drugs
A

Latest Science & TechnologyFactor

Medical Devices
Laws & Ordinances 

Oth

B Sovereign Interests       Globalization

Others

PMDA

C Risk      Benefit

Economic Interests Social InterestsE

Fast access       SafetyPMDA D

Economic Interests        Social Interests

W   l d  S f  J d  h    l d f  

F
GH

・・・・・・・・

We must conclude Scientific Judgment that meets many complicated factors 



Regulatory Science ~for pharmaceuticals~
Evaluate the scientific data to determine whether an drug is “safe and effective g
for its intended use “

【drugs 】
Therapeutic area and effect efficacyTherapeutic area and effect-efficacy
Dosing period
Used as the sole regimen / co-prescribing of several 

drugs

－ weak   - strong ＋
Endocrine  

system

GLP, GCP, GMP

【medical user of drugs（Doctors, 
hospital）】

Nerve system

Digestive system

Respiratory hospital）】
Highly specialized hospital（w or w/o medical 

specialist ）
Special hospital（ w or w/o medical specialist ）

▲ 基準点（可変）BM (variable) ・・・

system 

Therapeutic benefit vs Adversep p p
General hospital
Specialized clinic （ w or w/o medical specialist ）
General clinic 

Therapeutic benefit vs Adverse 
events 

【patients】
Individual deference in Genome
Diagnosis （single / multiple）
severity
Dosage ／administration route／duration of 

administration etc.
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3 Future directions of PMDA3.  Future directions of PMDA 

- Building of collaborative relations 
among International community g y



Challenge (2)：
Building of collaborative relationsBuilding of collaborative relations

US/FDAEC/EMA
ICH GHTF

Other Main Countries：
C d / A li

HBDICH, GHTF
Bilateral meeting

Canada / Australia

International Organizations：g
WHO,OECD 

PMDA /MHLWAsia /s a
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As the Chief Executive of PMDA,



Strengthen ClarifyStrengthen
International Programs    

Clarify
Regulatory criteria

Harmonization Viewpoint from Industry, academia 
and regulatory authority 

As the Chief Executive of PMDA

Build sophisticated, high level 
Japanese criteriaJapanese criteria

International criteria
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International criteria



Work together in a responsible manner 
b d “R l S i ”based on “Regulatory Science”  

Industry AcademiaIndustry Academia

People

Regulatory Authorities
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Future Asian Collaborations 
ill d li ff i d f d i klwill deliver effective and safe drugs quickly  

to all patients in ASIA and the world.  

Thank you for your great cooperation !Thank you for your great cooperation ! 

謝謝謝謝


