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Concept Paper

Background and perceived problem
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ATMP include a broad array of medicinal products
with a range of properties and complexities
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Many medicinal products are considered gene therapies
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lllustrative examples will be needed: There is no one-size-fits-all
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Fit-for-purpose comparability strategies
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ATMP comparability challenges are addressed in regional
guidance

* Questions and answers on comparability considerations for advanced
therapy medicinal products (ATMP), EC, Europe 2019

* Manufacturing changes and comparability for human cellular and gene
therapy products (Draft Guidance), FDA, United States 2023

* Guideline for comparability of human cell-processed products subject
to changes in their manufacturing process, MHLW/PMDA, Japan 2024

* Technical guidelines for the study and evaluation of CMC changes in
cell therapy medicinal products, CDE/NMPA, China 2025

* Guideline on comparability assessment of investigational cell and gene
therapy products, MFDS, Republic of Korea 2026

EWG to leverage existing guidelines and address differences
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Expected Deliverable
Completion date

June 2026 Finalize Concept Paper, Work Plan
Step 1 sign-off of ICH Q5E Annex Technical Document by EWG Topic
Leaders/

June 2027 Step 2 a/b Assembly endorsement of draft ICH Q5E Annex Guideline
and release for public consultation (6 months, including 120-day
comment period)

June 2027 Begln.development of Q5E Annex EWG Training
Materials/Stakeholder Engagement etc.

Step 3 documents and sign off draft Q5E Annex / Step 4 adoption of
202
January 2028 Final Q5E Annex
February 2028 | Step 4 ICH Assembly Regulatory Members adopt final QSE Annex
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Conclusions
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Thank you!
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