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* Source Controls (Cells, Reagents, Excipients, Combination
products)

* Manufacturing Controls (In Process and Final Release)
> ldentity
» Purity/Impurities
» Safety (Sterility, Mycoplasma, Adventitious Agent Testing)
» Potency
» Tumorigenicity
 Stability (Transportation and Freeze Storage Stability)
* Consistency
* Traceability
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Core Elements of Protocol

- Background
- Study rationale

- Objectives . Primary objectives/ Secondary
objectives

- Study design
- Population : Inclusion criteria/ Exclusion criteria

- Treatment plan

— Procedure
— Dose and Regimen

» Visit schedule and assessments :

— baseline characteristics ,Treatments
— Efficacy (endpoints, methodology), Safety

+ Monitor and Follow-up
- Statistical methods and data analysis
- References
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