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Logical Basis and Implementation Pathway for Transfusion Medicine Department-led In-hospital Quality Control of Cell
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[ Abstract] Cell and gene therapy (CGT) in China has evolved into a parallel framework encompassing approved
commercial products, registered clinical trials, investigator-initiated trials, hospital GMP platforms, and preparations developed
within hospitals. Because CGT relies on living cellular products, quality risks extend across the entire process from collection
and manufacturing to storage, infusion, and follow-up. International practice demonstrates that transfusion medicine contributes
meaningfully to cellular collection, identity verification, cold chain management, clinical release, and adverse event monitoring.
Within Chinese hospitals, a stable quality linkage mechanism between cell manufacturing and clinical administration is currently
lacking, and institutional responsibility for in-hospital CGT oversight remains undefined. Transfusion medicine departments
possess mature expertise in cell preservation, apheresis technology, cold chain management, and transfusion risk control—
capabilities that align closely with in-hospital CGT quality management requirements. This article proposes an in-hospital CGT
quality control framework supported by transfusion medicine departments, offering a reference model for the standardized
implementation of somatic cell therapy, stem cell therapy, and exosome therapies.
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[Abstract] Human leukocyte antigen (HLA) genotyping testing is a mandatory pre-transplantation procedure for
organ transplantation and hematopoietic stem cell transplantation. The test results directly guide donor selection, design of
immunosuppressive regimens, and post-transplant rejection monitoring. Therefore, to ensure the safety, efficacy, and quality
control of HLA genotyping detection reagents registered for market authorization, the Center for Medical Device Evaluation
of the National Medical Products Administration (NMPA) has recently released the Guidance for the Registration Review of
Human Leukocyte Antigen (HLA) Genotyping Detection Reagents. To facilitate a better understanding of this guidance among
relevant individuals, this article interprets the specific requirements for registration applications and technical reviews. These
requirements cover intended use, methodology, sample types, accuracy, precision, limit of detection, performance indicators in

Product Technical Requirements, and manufacturer's reference materials settings for such products.
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