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FDA requires to provide quantitative information of sodium, potassium and
phosphorus in drug labeling

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

Abstract: The U.S. Food and Drug Administration (FDA) published in September 2022: "Quantitative Labeling of Sodium,
Potassium, and Phosphorus for Human Over-the-Counter and Prescription Drug Products Guidance for Industry (Draft)". The draft
guidance requires that quantitative information on sodium, potassium, and phosphorus shall be provided in the labeling for human
prescription and over-the-counter, detailing recommendations for the content and placement of the information, and providing
examples in the appendix. However, there is no similar guidance in our country. The draft guidance of FDA is introduced in detail,
which is expected to be helpful to the writing and supervision of such labelings in China.
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