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« Started: Jul 2020

* Step 1: Dec 9, 2022

* Step 2: Dec 20, 2022

* Step 4: July 23, 2024

* Current Status: Step 5

» Step 1: Feb 12, 2025
* Step 2: March 13, 2025
* Current Status: Step 3

seph Kotsybar, FDA, United
ates

‘ * Started: Nov 2022 i « Started: Feb 2025

* Current Status: Step 1
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Work plan

ZERH (FE) R, &% (MI13B) RER. EH (M13C)
November 2025 to May

Review comments to finalise M13B Subgroup to continue on M13C in parallel if

2026* * Q and A document development resources allow
May/June 2026* * FTF meeting requested e Continue on MI3C draft guideline
* MI13B guideline finalisation development after M13B is finalised

* Q and A document finalisation

June to July 2026 Step 3 sign-off and Step 4 adoption on M13B

» Step 4 endorsement on the Q and A document

July 2026 to May 2027 * MI13C draft guideline development

June to July 2027 » Step 1 Sign-off and Step 2a/b on M13C

Work on M13B will take precedence after consultation is complete.
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