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Overview of accelerated assessment and approval policies for cell
and gene therapy products in the United States and Europe
and its implications for China
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[ Abstract] The rapid development of cell and gene therapy products carries the high expectations of industry,
patients, and healthcare workers, and also poses a considerable challenge to drug regulatory authorities. In order to
promote the development and marketing of these products with great therapeutic potential, the US and European
drug regulatory authorities have adopted measures to adjust organizational structures, improve regulations and
guidelines, and develop targeted accelerated procedures for cell and gene therapy products. China’s regulatory policy
for cell and gene therapy products is also constantly improving. By summarizing and analyzing the accelerated
assessment and approval policies of the US and European drug regulatory agencies for cell and gene therapy products,
this paper aims to provide reference for the optimization of the accelerated assessment and approval policies for these
classes of products in China.
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