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Abstract: Most biological products will not become complete carcinogens, but they can be used as tumor promoters through
pharmacological amplification, immunomodulatory, etc. The carcinogenicity assessment of biological products is briefly described
in the ICH S1A and S6(R1) guidelines, but specific cases are not provided, and the emergence of new technology drugs and changes
in regulatory thinking were not taken into account. This paper, summarized the carcinogenicity information of 53 biological products
approved by US FDA intended for long-term use from 2014 to 2021, combined with our practical work experience and published
literature, tries to provide some views and suggestions in term of carcinogenicity characteristics, carcinogenicity assessment strategy
and carcinogenicity risk management of biological products. In order to provide some references for the domestic industries,
sponsors and regulatory agencies.
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Table 1 Information of 53 long-term use biological products approved by FDA in 2014—2021
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Table 2 Summary of carcinogenicity information from 53 biological product labels
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Table 3 Summary of six biological products tested for carcinogenicity in animals
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