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[ Abstract] Information management is a core link ensuring the scientificity, safety, and
traceability of clinical stem cell research, as well as a key support for the clinical translation of stem
cells. With the continuous advancement of clinical stem cell research in China, there is an urgent
need to establish unified and systematic information management standards to address current
issues such as unclear recording content and incomplete traceability chains. To this end, Shanghai
East Hospital ( Shanghai East Hospital affiliated to Tongji University) took the lead in formulating
these specifications in collaboration with experts and practitioners from multiple fields. The authors
of this document, starting from the aspects of general requirements, information content,
information recording, information storage, and information security, clarify the specific
requirements for full-process information management in clinical stem cell research, covering key
links such as project filing, preparation of preparations, quality inspection, storage, and research
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implementation, establish a full-lifecycle, traceable, and hierarchical protection information
management system, and provide standardized technical guidelines for information management in
clinical stem cell research.
[Key words ] Stem cell; Clinical research; Information management; Full-lifecycle
Fund programs: Peak Disciplines (Type IV) of Institutions of Higher Learning in Shanghai;
Hospital Management Research Project of Shanghai Hospital Association (X2024035); Shanghai
Standardization Pilot Project (S23-04-007); Shanghai Clinical Research Center for Cell Therapy
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