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Abstract
CAR-T Cell Therapy is form of immunotherapy that uses patient’s own T-cell (a type of white blood cells) and genetically engineers their T-cells to fight cancer.  An artificial receptor called a “chimeric antigen receptor” (CAR) is added to the surface of the T-cell to recognize and target tumor cells. Cell therapy is an area of growth for the biotechnology industry and there is 400+ clinical trials in the pipeline across with world for CAR-T Cell therapy. With the recent approvals of CAR-T Cell therapy drugs, it is essential to share knowledge and best practices. This presentation will cover process validation case studies, address potential solutions, and best practices for validating CAR-T Cell therapy process. We will cover process validation requirements, plans, process considerations, and case studies.

Learning Objectives

· Process Consideration for Validation
· Process Validation Strategy and Design
· Process Performance Qualification Criteria and Strategy 
· Standardization of Process Validation in Multisite Operations
· Partnerships with Vendors 
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