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                To the Editor:
Owing to the complexity and novelty of cell-based regenerative medicine products, regulatory recommendations and requirements associated with preclinical testing may not be familiar to researchers. To facilitate translation of these products from the bench to clinical investigation, in November 2013 the US Food and Drug Administration (FDA; Rockville, MD) released its finalized guidance on their preclinical assessment: â€œGuidance for Industry: Preclinical Assessment of Investigational Cellular and Gene Therapy Productsâ€� (the 'P/T guidance'; http://www.fda.gov/Â BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/CellularandGeneTherapy/ucm376136.htm). Here we provide a high-level overview of the guidance and outline preclinical development strategies to support the initiation of human clinical trials for regenerative medicine products.
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                    Figure 1: Characteristics of cell-based regenerative medicine products and preclinical testing programs, based on analysis of 163 IND submissions to the FDA/CBER/OCTGT from 2006 to 2013.[image: ]
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