174 EEZ YR AR 2025 4 4 520 B8 2

Chin Med Biotechnol, April 2025, Vol. 20, No. 2

HE S T LY b 23S R ko E =5

RIR, BRAE, R, BRE, RAH

[BEY A6z GERE, ML TIRZHEARIE W, ERT et migy 78k MR
PR AW B B 2 e MR s 5K B TR R IR SE R T R, A SO YEAE M SR R 2 MR S E AR, A
TR AR M. ARG T Z . SEIRARAT (B PEIE=J7, FhE TR R AR SRS S A
FE L) T AL Gt AR 7 90 B 22 A T 43 ) SRS DL R SR B AR (B 1 5 BRAIE AR B P S A% Go0s #5355 1 T
ZIGAESRIE R, XTEE AT AW H R B 2 A MR SR NE S0 R MR IR S it :RA AL, AN R .
HEPE A A AU SR — B
[<iE] AHli: WEret
FESES: RIS XHRIRED: A
XEHS: 1673-713X (2025) 02-0174-07

TR RR:  WEER ELE, IR

Challenges and reflections on viral clearance of biological products in the new situation

[ Abstract] The rapid development of the biopharmaceutical industry has led to the introduction of numerous new
technologies and products, posing challenges to the assessment of their viral safety. To address the viral safety control
strategy and validation of viral clearance for biologics in this new situation, this paper reviews studies on viral
vector-based products, continuous manufacturing process and the utilization of prior knowledge and platform validation
in accordance with the updated viral safety guideline for biologics. It compares the viral safety control strategies of viral
vector-based products with traditional recombinant products, as well as the differences between continuous
manufacturing processes and traditional batch production. Furthermore, it discusses the application of prior knowledge
and platform validation strategy versus the traditional viral clearance validation strategy. Recommendations are made for

viral safety control strategies and the implementation of virus clearance validation in the new environment, offering

guidance for researchers, manufacturing companies, and regulatory bodies.
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