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[ Abstract] Since the administration of “Measures for the Administration of Stem Cell Clinical Research ( for
Trial Tmplementation) ” in 2015, Cell Collection and Research Center of Institutes for Biological Products Control,
National Institutes for Food and Drug Control has undertaken the task of reviewing the quality of stem cell preparations
used in clinical research. During the technical communication with stem cell preparation developers and data
reviewprocess, some problems were found in cell preparation technique and quality standards of formulation. It was
also found that there were a number of non-compliance with the safety and effectiveness test of stem cells. This
paper briefly summarizes and analyzes the problems found in the stem cell quality review in our center, so as to
provide valuable insights into the research, manufacture, quality control and clinical use of stem cell products.
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