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Abstract: Chimeric antigen receptor T cell (CAR-T) has become a new research focus in the field of tumor
immunotherapy due to its remarkable therapeutic effects in hematological tumors, and has become a new hope for
the cure of cancer. At present, retroviral vectors or lentiviral vectors are commonly used to efficiently introduce
CAR gene into T cells in the production of CAR-T cell products. However, the use of these vectors may cause
the risk of contamination of CAR-T cell products with replication competent retroviruses (RCR) or replication
competent lentiviruses (RCL). Although this risk has been greatly reduced with the continuous improvement of
virus vector design and production systems, it cannot be completely eliminated. Therefore, Regulatory agencies
require the detection of replicative viruses for the clinically used lentivirus or retroviral vectors, transduced
CAR-T cell products and patients. This article mainly focuses on the necessity of the replication competent

virus contamination detection, the measures to reduce the risk of replication competent virus pollution, the stage
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of replication competent virus detection and the detection methods, and putting forward the consideration for

controlling RCR/RCL in the process of CAR-T cell production for reference by CAR-T cell product developers.
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