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2.3.2 Overall Development and Overall Control Strategy
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2.3.3 Core Quality Information
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2.3.4 Development Summary and Justifications Medicinal Product -

/ / Product

2.3.5 Product Lifecycle Management
2.3.5.1 Listing of Established Conditions (optional)
2.3.5.2 Reporting Categories for Making Changes to Approved Established Conditions
(optional)
2.3.5.3 Post-Approval Change Management Protocols (if applicable)
2.3.5.4 Post-Approval CMC Commitments (if applicable)
2.3.5.5 Post-Approval Change Summary and Justification

2.3.6 Product Quality Benefit Risk (Optional)
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2024511 H ICH meeting in Montreal, Canada — EWG agrees on the second draft of M4Q(R2)
guideline

202541 H Plenary Working Party (PWP) and Stakeholder Consultation (Formal)

202545 5 ICH meeting in Madrid, Spain — Step 1 Sign off

202546 H Step 2a Endorsement by Members of the Assembly

Step 2b Endorsement by Regulatory Members of the Assembly

Release for public consultation
20264F Public workshops on introduction of M4Q(R2) Step 2
2026556 H Review and resolve public comments
20265511 H Step 3 Sign-off and Step 4 Adoption of Final Guideline
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