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Viral safety for cell-based therapeutic products

Keisuke Yusa®, Yuzhe Yuan

Viral safety is a critical issue for cell-based therapeutic products. Here, we categorized adventitious

viruses into the following three groups according to their route of contamination: (i) viruses derived

from human cells or tissues, (ii) contaminating viruses introduced during manipulation of human cells

or tissues, and (iii) viruses derived from raw materials such as fetal bovine serum (FBS). For the third

group of viruses, we confirmed that commercially available FBS frequently contains bovine viral

diarrhea virus (BVDV) and bovine polyomavirus (BPymV) nucleotides; however, the contaminating

viruses in FBS are usually inactivated by gamma irradiation. Novel virus detection tests are required

because of the specific properties of cell-based therapeutic products. Deep sequencing, as a virus

detection assay, will be an alternative and useful technology to ensure product safety.
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