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Stability Protocol Design, Photostability, Modeling, ATMP (advanced therapy medicinal
products), Distribution/Excursion, Processing and Hold Time, Labeled Storage Statements,

In-use Stability, Evaluation of data, Lifecycle topics, Reference Standards/Raw
Material/Adjuvants, Bracketing and Matrixing, Structure of TOC
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Expected Deliverable
completion date

Jan 2023 Define initial sub-set of guideline sections to be drafted and
identify section leads

Jun 2023 Initial sub-set of sections drafted with constituency (internal
party) review/feedback received

Nov 2023 Initial draft of all guideline sections/annexes for EWG alignment

Jun 2024 Address constituency (internal party) review/feedback for full
draft

Nov 2024 Step 1 completion

2025 Step 4 completion and training materials
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