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Regulatory science, which began in Japan 
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Global boom today! (EMA’s site) 
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Global boom today! (FDA’s site) 
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Early development  

Phase 
Late development to Post-

market Phase 

Volume 

Quality 

Diversity 

Evidence of efficacy 

Unknown Risk 

Decrease/ 

Reduction 

Increase 

Planning, 

Conduct, 

Analysis, 

Evaluation Convert unknown 

risk to known risk 

Risk minimization 

Continuous Improvement of B/R valance  

Through Life-Cycle of Product  



New Risk 

management 

system 

Analysis Collection of 

Information 

Planning and 

Implementation of 

Safety measures 

Hypothesis 

Evaluation of 

hypothesis 

• Prevention of serious drug safety-related crisis from Japan 

• Effective encouragement of proper drug use. 

• Ensuring credibility to post-market safety management system.                

Goal 

Assessment of 

Safety measure 

effects 

Improving Safety Measures 
（Continuous risk management） 

Crisis management 



Risk Management Plan Guidance 

Risk Management Plan (RMP) Guidance was 

finalized on April 11, 2012 

 

This guidance is intended to propose a standard 

concept for “Pharmacovigilance Plan” and “Risk 

Minimization Plan” 

By MAH (marketing authorization holder) 

 

Complete implementation after 1-year transition 

period on New drug application (later implementation 

on generic drugs) 



J-RMP Conceptual Diagram 
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Risk Minimization Action Plan Pharmacovigilance Plan 

Routine Activities 

Additional Activities 

Safety Specification 

Important identified risks 

Important potential risks 

Important missing information 

Additional Action 

Necessity  or Unnecessary  

(Review) No 

Yes 

Spontaneous Report 

Literature Search 

 

Package Insert 
Drug Guide for Patient 

 

•Strengthen the gathering 

spontaneous report due to early 

postmarketing phase vigilance 

(EPPV) 

•Use-Results Surveys 

•Specified Use-Results Surveys 

•Surveys on Post Marketing 

Clinical Trials 

•Post marketing clinical trials 

•Provision of Information on 

Early                    Postmarketing 

phase Vigilance (EPPV) 

•Preparation and provision of 

materials for proper use 

•Rapid release of information 

obtained by PhV 

•Provision of information to 

patients, 

•Access Limitation   etc 

Pharmacovigilance  

and/or Risk Minimization 

activities 
(Review) 

Additional Pharmacovigilance 

Additional Minimization Plan Benefit –Risk 

Balance  

Assessment 
 

Periodic Report 

 

No 

Yes 
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Development of EMR Network in Japan 

(Up to10 millions patients data)  



But it might fight with giant !? 
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All the players in good harmony 

Thank you for your attention 

Key word : “Regulatory Science” & “Management” 


