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FDA's new requirements for content and format of immunogenicity information
in labelings of therapeutic proteins and select drug products

WANG Huiming, XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Food and Drug Administration (FDA) issued Immunogenicity Information in Human Prescription Therapeutic Protein
and Select Drug Product Labeling — Content and Format Guidance for Industry (Draft) in February 2022. The guidance provides
new requirements for the content and format of immunogenicity information in the Labelings of such drugs. This guidance proposes
to incorporate the clinical related immunogenicity information of such drugs into product labeling. It is suggested to set up
"immunogenicity" dedicated subsection under the "clinical pharmacology" section to summarize the main information of
immunogenicity, instead of putting it under the "adverse reactions" section as before. This guidance has made a detailed description
of the requirements for the content and format of immunogenicity information of the "immunogenicity" subsection, "adverse

reactions", "clinical studies" and "warnings and precautions" sections in the Labelings in the main space. However, there is no
similar guidance in China. This guidance of FDA is introduced in detail. It is expected to be helpful for the standard writing and
supervision of immunogenicity information of such drugs in China, and promote the safe and effective clinical use of such drugs.
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