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Abstract: The U.S. Food and Drug Administration (FDA) released a draft guidance titled Integrating Randomized Controlled Trials
for Drug and Biological Products Into Routine Clinical Practice in September 2024. This draft guidance outlines the principles and
methodologies for integrating Randomized Controlled Trials (RCTs) into routine clinical practice. It clarifies the roles of various
stakeholders involved in such trials and introduces the critical design concept of “Quality by Design” (QbD). This article aims to
introduce the main contents of this draft guidance and the related case (the RECOVERY trial), and discuss the challenges and
corresponding strategies for conducting such trials in China, in order to provide insights for relevant institutions.
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