Checklist for Preclinical Studies

Cell and Gene Therapy

Notes

This CGT-focused checklist consolidates early-phase assays for viral gene therapies and cell therapies.
Note: Completion of all studies is not required; please indicate which studies have been completed.
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Accelerating Translation

Key references: FDA Cellular & Gene Therapy Guidances (e.g., CMC for Human Gene Therapy INDs, potency assurance), ICH Q5A(R2) viral safety (2023/2024), USP general chapters
(<71>, <85>, <63>) and USP resources on rapid methods, plus peer/industry sources for AAV analytics and handling. Use phase-appropriate rigor: fit-for-purpose at Pre-IND,
qualification in Phase I/ll, full validation by BLA where applicable; align with FDA via INTERACT/Pre-IND.
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Functional Potency
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