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Writing requirements of product title and initial U.S. approval in highlights of

instruction for prescription drug

SUN Yu, XIAO Huilai

Center for Drug Evaluation, China Drug Administration, Beijing 100022, China

Abstract: FDA announced Product Title and Initial U.S. Approval in the Highlights of Prescribing Information for Human
Prescription Drug and Biological Products — Content and Format Guidance for Industry in January 2018. This guidance provides
recommendations on the content and format of the product title and year of initial U.S. approval for human prescription drug and

biological products. This paper introduces the main content of the guideline in order to provide references for the refinement of

guidance for prescription drug instruction in China.
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