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FDA's requirements for writing promotional materials of biosimilar products
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Abstract: FDA issued the Promotional Labeling and Advertising Considerations for Prescription Biological Reference and

Biosimilar Products Questions and Answers Guidance for Industry (draft) in February 2020. This guidance mainly introduces the

FDA's requirements for writing promotional materials of biosimilar products. At present there is no similar guidance in China.Just as

the development of biosimilar products in China is in the rising stage, the guidance are introduced in detail, hoping to be helpful for

the writing and supervision of the promotional materials of such new products, so as to ensure that they are true and not misleading.
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