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FDA requirements for study on interchangeability of therapeutic protein
product with reference product

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

Abstract: FDA issued the Considerations in Demonstrating Interchangeability With a Reference Product Guidance for Industry
(final) in May 2019. This guidance introduces the FDA's requirements on the principles and the specific research data and
information of interchangeability between therapeutic protein products and reference products. There is no similar guidance at
present in China. This paper introduces the guidance in detail, hoping that it will be helpful for our research and supervision in this
field to lead the world.
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