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Abstract; In 2013, the WHO expert committee on biological standardization issued the latest edition of
recommendations for the evaluation of animal cell culture as substrates for the manufacture of biological medicinal
products and for the characterization. This technical guide has a good reference significance for the drug
administration institutions in China to formulate the relevant technical requirements for the verification and
characterization of production cell banks. This paper introduces, sorts out and compares the requirements related
to the tumorigenicity test of cells involved in the release of who technical guidelines and Veterinary Pharmacopoeia
of the People’s Republic of China(2015).
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Tab 1 Requirements of Current Veterinary Pharmacopoeia and WHO technical guidelines for

tumorigenicity test by in vivo'®~”’
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Tab 2 Comparison of advantages and disadvantages of several experimental animal models in tumorigenicity test
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