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~400 Cell-Based INDs to U.S. FDA in Past Five Years Alone!



Total Active Cell & Gene Therapy Filings at U.S. FDA

Source: K. Benton, FDA/CBER/OCTGT –WCBP Meeting January 2009

Much effort
Few approvals
No blockbusters

Better 
integration 
of clinical 
& basic 
research 
may help
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