
1

Regulatory Perspective on ICH

Toshi TOMINAGA, Ph.D.
Associate Executive Director 

Pharmaceuticals and Medical Devices Agency (PMDA)



2

The views and opinions expressed in the following PowerPoint slides 

are those of the individual presenter and should not be attributed to 

Drug Information Association, Inc. (ñDIAò), its directors, officers, 

employees, volunteers, members, chapters, councils, Communities or 

affiliates, or any organization with which the presenter is employed or 

affiliated. 

These PowerPoint slides are the intellectual property of the individual 

presenter and are protected under the copyright laws of the United 

States of America and other countries.  Used by permission.  All rights 

reserved. Drug Information Association, Drug Information Association 

Inc., DIA and DIA logo are registered trademarks.  All other trademarks 

are the property of their respective owners.
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Guideline Formulation and Regulators 



ICH Harmonization Process

Implementation 

Assembly Adoption of ICH Guideline

Regulatory Consultation and Discussion  

Endorsement by the Assembly

Consensus on draft Technical Document

Selection of New Topic for Harmonization

Step 1 

Step 2 

Step 3 

Step 4

Step 5 
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Regulators & Industry Members Regulators only

Pre 

Step1

V Proposal by Members/Observer

V Agreement by Assembly to initiate 

V Rapporteur from Reg. or Ind. member

VWhen there is no consensus, 

Regulators can adopt Concept Paper

V Regulatory Chair to WG

Step 1 WG consensus on draft tech. doc.

Step 2
2a (whole Assembly endorse 

technical document )

2b (Regulatory Assembly members 

endorse Draft Guideline)

V Rapporteur from Reg. member

Step 3 Consensus in WG Public Consultation by Regulators

Step 4
Final Document adopted by Regulatory 

Assembly members

Step 5 Implementation by Regulatory members

Regulatorsô Role in Harmonization Process
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1. Eligibility for a Regulatory Member

ïImplementation of Q1, Q7, E6 (Tier 1)

2. Implementation of ICH GLs (Rules of Procedure for Assembly 1.1.3 )

1. All ICH Regulators should implement all ICH Guidelines.

2. Priority on Tier 2 GLs (E2A, E2B, E2D, M4, M1) and then others (Tier 3)

3. In nation/regionôs implementation, no requirements should be added or 

omitted  from ICH Gls.

4. Assembly monitors and discusses Regulatory Membersô Gl implementation.

Implementation of Guidelines



Step 5:

Implementation 
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Japanôs Clinical Trials and ICH Guidelines
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MRCT and US/Japan Development Lag for Drugs Approved in 
Japan (2007-2012) 

local
Local

&

Foreign

Bridging

MRCT

T. Ueno et al.

Clin. Pharmacol. Ther. 95 533-541 (2014)
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E6 (GCP)

E5 

(Bridging)

E17 (MRCT)


