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Final Concept Paper

Targeted Revisions of the ICH Stability Guideline Series
(Guidelines ICH Q1A-F, ICH Q5C)
Endorsed by the Management Committee on 15 November 2022
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Final Business Plan

Targeted Revisions of the ICH Stability Guideline Series
(Guidelines ICH Q1A-F, ICH Q5C)
25 October 2022
Endorsed by the Management Committee on 15 November 2022

https://database.ich.org/sites/default/files/ICH Q1Q5C ConceptPaper Final 2022 1114.pdf
https://database.ich.org/sites/default/files/ICH Q1Q5C BusinessPaper Final 2022 1028.pdf
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Step4  Adoption of an ICH Harmonised Guideline

Step3  Regulatory consultation and Discussion

Step?  a.ICH Parties consensus on Technical Document / b. Draft Guideline adoption by Regulators
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The ICH Revision Process

Step 3 A

guideline (or
revision)
- Public
Consultation
Draft guideline Adopted by
adopted Regulators
- Consgnsus Sign-off by
Building Regulatory
- Develop draft Endorsement Topic leads
- o uidance
Concept per ¢ by ICH assembly
Concept paper outline i - Business Rlan Sign-off by and s »
developed by QDG Industry &
Dec 2020 v Revision of ICH Stability training materials

Regulators
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Step 4 y
- Implementation by
Regulators
- Adoption of final

Formation of IWG

EWG Progress Towards Step 1

ICH EWG Q1/Q5C Milestones
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Vancouver, Canada
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Fukuoka, Japan*
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https://database.ich.org/sites/default/files/ICH Q1-Q5C EWG WorkPlan_2023 0720.pdf
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QIA - QIF Stability
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Stability Testing of New Drug Substances and Products

Stability Testing : Photostability Testing of New Drug Substances and Products

Stability Testing for New Dosage Forms
Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products
Evaluation of Stability Data

Stability Data Package for Registration Applications in Climatic Zones Il and IV

Quality of Biotechnological Products: Stability Testing of Biotechnological/Biological Products
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Thank you for your attention.

https://www.pmda.go.jp/ HZA:E
https://www.pmda.go.jp/english/index.html English
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