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The figure is prepared by the authors using data from Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: 
Minimal Manipulation and Homologous Use. Guidance for Industry and Food and Drug Administration Staff. 2020

Fig. 1. Algorithm for the classification of manipulations as minimal or substantial according to the Food and Drug Administration 
regulatory approach. HCT/P, human cells, tissues, and cellular and tissue-based products
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