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Introduction to FDA's Considerations for Antibody-Drug Conjugates Draft
Guidance for Industry

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

Abstract: FDA issued the Considerations for Antibody-Drug Conjugates Draft Guidance for Industry in February 2022. It aims to
assist industry and other parties develop antibody-drug conjugates (ADCs) with a cytotoxic small molecule drug (payload). This
guidance describes FDA's current recommendations for the development programs of clinical pharmacology of ADC, including
bioanalytical methods, dosing strategies, dose- and exposure-response analysis, intrinsic factors, QTc assessments, immunogenicity,
and drug-drug interactions. Thus far, ADCs are used primarily in oncology indications. At present, there is no similar guidance in
China, and ADC is a hot spot in China's current drug development and is in its infancy. The FDA's guidance is described in detail. It
is expected to contribute to the development and supervision of this kind of new drugs in China.
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