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ICH BackgroundICH Background
••

 

Unique  harmonization project involving Unique  harmonization project involving 
the regulators and researchthe regulators and research--based based 
industries of US, EU and Japanindustries of US, EU and Japan——started in started in 
19901990
••

 

WHO, Canada, and EFTA are observersWHO, Canada, and EFTA are observers

••

 

WellWell--defined objective: to improve defined objective: to improve 
efficiency of new drug development and efficiency of new drug development and 
registration processregistration process

••

 

Accomplished through the development Accomplished through the development 
and implementation of harmonized and implementation of harmonized 
guidelines and standardsguidelines and standards



Expert Working GroupsExpert Working Groups

SAFETY EFFICACY

QUALITY MULTIDISCIPLINARY

STEERING COMMITTEE
Monitors and Facilitates EWGs



Steps of ICH HarmonizationSteps of ICH Harmonization

STEP 1--Building Scientific Consensus

STEP 2--Agreeing on Draft Text

STEP 3--Consulting with Regional 
Regulatory Agencies—Comment Period

STEP 4--Adopting
Harmonized Guidelines

Follow Follow 
Good Good 
GuidanceGuidance
PracticePractice

STEP 5--Implementing 
Guidelines in ICH Regions



Over 50 ICH GuidelinesOver 50 ICH Guidelines

•• EfficacyEfficacy --
 

14 topics/18 guidelines14 topics/18 guidelines
•• SafetySafety --

 
8 topics/16 guidelines8 topics/16 guidelines

•• QualityQuality --
 

10 topics/24 guidelines 10 topics/24 guidelines 
•• Medical DictionaryMedical Dictionary --

 
MedDRAMedDRA

•• Electronic StandardsElectronic Standards --
 

ESTRI, E2BESTRI, E2B
•• Common Technical DocumentCommon Technical Document --

 
CTDCTD

Guidelines extend over entire product life Guidelines extend over entire product life 
cyclecycle

Extend beyond new drugs: OTC and GenericsExtend beyond new drugs: OTC and Generics



Module 1

Module 3 Module 4 Module 5

2.1

2.2

2.3
2.4 2.5

2.6 2.7

1.0

Quality
3.0

Nonclinical
Study Reports

4.0

Clinical
Study Reports 

5.0

1.0 Regional Administrative Information
1.1 ToC of Module 1 or overall ToC,

including Module 1

2.1 ToC of the CTD (Mod 2,3,4,5)
2.2 Introduction
2.3 Quality Overall Summary
2.4 Nonclinical Overview
2.5 Clinical Overview

2.7 Clinical Summary
2.6 Nonclinical Summary

Module 2

Source: ICH Implementation Coordination Group

ICH CTDICH CTD



ICH: Keys to SuccessICH: Keys to Success
••

 

WellWell--defined processdefined process

••

 

Effective management and administrationEffective management and administration

••

 

Limited number of players with common Limited number of players with common 
focusfocus

••

 

Comparable regulatory, technical and Comparable regulatory, technical and 
financial capacityfinancial capacity

••

 

Commitment of all partiesCommitment of all parties



International Conference on 
Harmonisation—Transparency 

ICH-1:  Brussels 1991

ICH-2:  Orlando 1993

ICH-3:  Yokohama 1995

ICH-4:  Brussels 1997

ICH-5:  San Diego 2000

ICH-6:  Osaka 2003



Results of TransparencyResults of Transparency

•• Relevance of ICH guidelines and standards:Relevance of ICH guidelines and standards:
•• High quality scientific documents available High quality scientific documents available 

to nonto non--ICH partiesICH parties
•• Serve as educational/reference materialServe as educational/reference material

•• Increased interest by nonIncreased interest by non--ICH countries in ICH countries in 
implementing ICH Guidelines and the CTD implementing ICH Guidelines and the CTD 
as a submission formatas a submission format



Shift in FocusShift in Focus
••

 
Initial focus on Initial focus on informationinformation--sharingsharing

••
 

Soon became clear that more active Soon became clear that more active 
engagementengagement was necessary to was necessary to 
respond to increasing interest in ICH respond to increasing interest in ICH 
and ICH guidelinesand ICH guidelines

••
 

Resulted in creation of new Resulted in creation of new 
mechanismsmechanisms
••

 

Global Cooperation Group (GCG) Global Cooperation Group (GCG) 
••

 

Newly established Regulators ForumNewly established Regulators Forum
•• Regional ICH outreach meetingsRegional ICH outreach meetings



ICH Global Cooperation GroupICH Global Cooperation Group

•• Created in 1999 to address increasing Created in 1999 to address increasing 
interest by noninterest by non--ICH parties in ICH guidelines ICH parties in ICH guidelines 
and operationsand operations

•• Facilitates dissemination of information on Facilitates dissemination of information on 
ICH activities, guidelines and their useICH activities, guidelines and their use

•• GCG underlying principle: ICH will not seek GCG underlying principle: ICH will not seek 
to impose its viewsto impose its views----rather, GCG will serve rather, GCG will serve 
as resource for informationas resource for information

•• Four brochures published on ICH and GCG, Four brochures published on ICH and GCG, 
available at ICH website  available at ICH website  www.ich.orgwww.ich.org

http://www.ich.org/


ICH ICH Regulators ForumRegulators Forum

The ICH SC endorsed the establishment of The ICH SC endorsed the establishment of 
a  Regulators Forum a  Regulators Forum 
Created to promoteCreated to promote discussion and sharing discussion and sharing 
of best practices of best practices amongamong regulatory regulatory 
authorities on issues related to the authorities on issues related to the 
implementation of ICH guidelines and implementation of ICH guidelines and 
impact on regulatory systemsimpact on regulatory systems
The Regulators Forum will The Regulators Forum will complement complement 
activities and objectives of GCGactivities and objectives of GCG
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Focus on Implementation of Focus on Implementation of 
ICH GuidelinesICH Guidelines

ICH
Guidelines

CTD

Review

Easier to develop standardized reviewer e templates
Influences Good Review Practices (GRPs)

Focus on implementation



ConclusionConclusion
The geographical face of international drug The geographical face of international drug 
development and trade is rapidly changingdevelopment and trade is rapidly changing
Interest and use of ICH guidelines reflects  this Interest and use of ICH guidelines reflects  this 
changechange
ICH is committed to responding to needs of ICH is committed to responding to needs of 
regions and countries interested in implementing regions and countries interested in implementing 
ICH guidelinesICH guidelines
Success dependant on collective effort and spirit Success dependant on collective effort and spirit 
of cooperationof cooperation



Thank you for your Thank you for your 
attentionattention
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