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Abstract

After the enaction of the Regulations Governing the Application or Use of Specific Medical
Techniques or Examinations, or Medical Devices, many medical institutions have introduced
medical techniques specific to cell therapy. To ensure the safety of cell therapy, human tissue or
blood specimens and cell products must be stored and transported at low temperature throughout
the entire process and continuously monitored for their temperature. The tissue, specimens, and
products must have their expiration dates and storage conditions labeled clearly and completely. Cell
products that are damaged or transported without meeting the temperature requirements must be
destroyed. To prevent the potential hazards of cell therapy and thus ensure patient safety, medical
institutions conducting cell therapy must establish procedures for reporting and handling adverse
events.

Keywords: cell therapy; Regulations Governing the Application or Use of Specific Medical

Techniques or Examinations, or Medical Devices; specimen transportation; cell product
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