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Outline

• Background & M4Q(R2) objectives 

• Current EWG thinking 

• Future Plan 
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ICH Quality Submission: M4Q(R1)

 Globally harmonized content and 
organization of quality information in 
Common Technical Document (CTD)/eCTD

 Module 2.3 Quality Overall Summary 
(QOS)

 Module 3 Quality

 M4Q(R1) published in 2002 was a substantial 
improvement compared to the prior state                       
with range of submission formats                
and shift from paper to electronic
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ICH M4Q(R2) Concept Paper   ICH_M4Q-R2_ConceptPaper_Endorsed_2021_1115.pdf
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What are the Issues to be Resolved? 
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ICH elected a step-wise approach to modernize                                       
CTD Module 2 and 3 
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M4Q(R2) Benefit Conceptual thinking 
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M4Q(R2) Establishes Module 2 as the Basis for Regulatory 
Assessment, Supported by Module 3



Unclassified / Non classifié

9

Structure of Module 2 
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2.3.2 Overall Development and Control Strategy 
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2.3.3 Core Quality Information (CQI) 



Unclassified / Non classifié

12

2.3.4 Development Summary and Justification (DSJ)
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2.3.4 Development Summary and Justification (DSJ)
•Additional Sections in Module 2.3 Development and Justifications

o Comparability and similarity with a reference product
- Summary and Justifications of analytical and in vitro comparability with a reference product 

(generics and biosimilars), if applicable 
- Summary and Justifications of sameness with a product approved in a reference country if a 

reliance procedure is used
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2.3.5 Product Lifecycle management 
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2.3.6 Product Quality Benefit Risk
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Module 3
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M4Q(R2) Organization – Standard Subsections
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Relationships among Module 2 Core Quality Information, Development 
Summary and Justifications, and Module 3 Body of Data 

3.2 Body of Data2.3.4 Development Summary 
and Justification2.3.3 Core Quality Information

Supportive information including 
reports and data related to what 
the material is and its key 
characteristics.

Scientific and risk-based 
development summary and 
justifications related to what the 
material is and its key 
characteristics.

Information related to what the 
material is and its key 
characteristics, which is 
considered necessary to enable 
marketing authorization and 
facilitate lifecycle management.

Characterization data, formulation 
and justification data

Characterization summary, 
formulation development and 
justification

Nomenclature, structure, 
composition, key characteristics

Description

Process development and 
evaluation data

Process development and 
evaluation summary 

Manufacturing process 
description, IPCs, critical process 
parameters

Manufacture

Batch analysis and justification 
data

Summary of batch analysis, 
justification of specifications

SpecificationsControl

Container closure selection data, 
stability data 

Summary of stability studies, 
justification of proposed container 
closure system

Container closure system 
description, storage conditions, 
and retest period/shelf life 

Storage
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Work plan: Expected future key milestones

Milestone 
Expected future
completion date 

ICH meeting in Montreal, Canada – EWG agrees on the second draft 
of M4Q(R2) guideline 

Nov. 2024 

Plenary Working Party (PWP) and Stakeholder Consultation (Formal) Jan. 2025 
ICH meeting in Madrid, Spain – Step 1 Sign off May 2025 
Step 2a Endorsement by Members of the Assembly  
Step 2b Endorsement by Regulatory Members of the Assembly 
Release for public consultation 

Jun. 2025 

Public workshops on introduction of M4Q(R2) Step 2 2026 

Review and resolve public comments Nov. 2026 
Step 3 Sign-off and Step 4 Adoption of Final Guideline Jun. 2027
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ICH M4Q(R2) Expert Working Group
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International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use

Thank You!


