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A practical one page guide for effective strategy & robust operations
for biomarker endpoint selection in CAR-T Clinical program

1. Why Biomarker Endpoints Matter in CAR-T Trials?

Optimize outcomes J
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2. Key Strategic Considerations
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Select disease Objectives Collaborate early for
specific biomarkers endpoint validation

(e.g., MRD in leukemia)

Align with trial goals
(e.g., overall survival,
CAR-T expansion)

3. Operational Steps for Effective Biomarker Selection
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Assay Data Collection

Standardization & Analysis

Choose validated, Baseline, longitudinal, Standardize sample
reproducible assays and integrated data handling, site training,
(e.g., flow cytometry) centralized vs.

local testing
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4. Types of Biomarker Endpoints
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monitors adverse events

| (@) . E.g. MRD in leukemia
Surrogqte. early outcome indicators
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5. Key Challenges & Solutions

Challenge Solution

Stratify subgroups

Patient Response Variabilit
£ Y use adaptive designs

Assay Standardization Implemt.a'nt validated
I standardized protocols

Engage regulators

Regulatory Requirements -
early for alignment

6. Best Practices




