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BACKGROUND

Chimeric Antigen Receptor T cells (CAR-T cells) are Advanced Therapy Medicinal Products (ATMP) and are M

more specifically considered as genetically modified organisms (GMO). They need strict requirements and => This work presents the building of the preliminary file required for the submission of the pharmaceutical project to
specific authorizations for their use. The CAR-T cells YESCARTA® and KYMRIAH® are classified as Class 1 GMO the French Healtl

and they are indicated in hematologic malignancies.
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