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ANMAT, Argentina IFPMA NMPA, China
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EC, Europe JPMA PPBHK, Hong Kong
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FDA, USA MHRA, UK USP, USA ‘
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Issues to be Resolved
e Factors that are relevant to consider for the context of determining the utility

of CES, or other clinical studies, in biosimilar development programs.
 [n a framework where there is no CES in a biosimilar development program, how
efficacy, safety, and an acceptable immunogenicity profile are assured.

https://database.ich.org/sites/default/files/ICH_M18_Final_Concept_Paper MCEndorsed_2025_1119.pdf
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Expected
Completion date

| Deliverable

Upon concept paper approval <Submit work plan for MC approval

*Monthly M18 EWG t—cons to align on guideline

December 2025 = April 2027 outline, issues to be resolved and draft guideline

May 2027 Complete draft guideline for Step 1 submission
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