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    [摘要]  目的分析与研究影响干细胞临床研究的主要因素并探讨相应对策，旨在推进干细胞临床研究及转化应用。

方法对干细胞前沿基础研究、标准化干细胞制剂来源、人员因素、临床研究、保障体系等影响干细胞临床研究开展的相关要

素进行全面总结分析。结果干细胞前沿基础研究需待加强，干细胞研究机构无法获取高质量、来源清晰、质量可控的干细

胞制剂，缺乏标准统一的多中心临床研究以及干细胞临床研究规范、专家共识、指南或标准等指导性文件以及干细胞临床研

究保障体系不健全，导致了干细胞临床研究进展缓慢。结论通过研究分析并结合笔者近10年实践与探索，建议聚焦人类重

大疾病，突破干细胞及转化关键科学问题，建立国家干细胞资源库，开展多中心干细胞临床研究，同时加强各类别人才培养，

建立干细胞临床研究监管科学体系与机制等，加快推进干细胞临床研究及转化应用，助力“健康中国2030”国家战略，惠及民

众健康。
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     [Abstract]  Objective  This study aims to analyze and investigate the major factors that affecting stem cell clinical re
search, explore corresponding countermeasures, to further promote the clinical research and translational application of stem 

cells. Methods  Comprehensive investigation were conducted to analyze and summarize the the most recent basic research of 

stem cells, standardization of stem cell preparation sources, human personnel, clinical research and supporting systems. Results 

  The slow progress of stem cell clinical research could attribute to several factors, including sluggish frontier basic research of 

stem cells; lack of high-quality, clear-source, and controllable samples for stem cell research institutes, lack of standard opera

tion codes, professional consensus, guidelines in multi-center clinical research and stem cell research, and unsound supporting 

system of stem cell clinical research. Conclusions  Based on the analysis and summaries, combined with the practice and explo

ration of the author in past decade. Our recommendations include: focus on human major diseases, strive to make break
throughs in key scientific problems of stem cell and translational research, establish a national stem cell resource bank, and 

conduct multi-center stem cell clinical research. Besides, increase the effort in personnel training in various related fields, es

tablish a scientific system and mechanism for the supervision of stem cell clinical research, accelerate the clinical research and 

translation of stem cells, and finally contribute to the "Healthy China 2030" national strategy to provide better service to pub
lic.
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