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FDA Eliminates Risk Evaluation and Mitigation Strategies (REMS) for Autologous Chimeric
Antigen Receptor (CAR) T cell Inmunotherapies

Drug Safety Communication
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https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-eliminates-risk-evalu

ation-and-mitigation-strategies-rems-autologous-chimeric-antigen-receptor
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e Carvykti (ciltacabtagene autoleucel) ¢
e Kymriah (tisagenlecleucel) !
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B-cell maturation antigen : B al BAHT 5 (BRIE)
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Risk Evaluation and Mitigation Strategy

cytokine release syndrome
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“FDA Eliminates Risk Evaluation and Mitigation Strategies (REMS) for Autologous Chimeric

Antigen Receptor CAR T cell Immunotherapies — Agency determines the safety and

effectiveness of these immunotherapies can be assured without a REMS”
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New Health product safety information — Health product safety summary

Health Product InfoWatch — June 2025
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