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FDA requirements for gluten-related statements in some prescribing

information and labelings

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

Abstract: FDA's gluten in drug products and associated labeling recommendations guidance for industry (draft) analyzed the
sources and amounts of gluten in oral drug products in detail, and suggests that if there is evidence, the statement Contains no
ingredient made from a gluten-containing grain (wheat, barley, or rye) should be included in the some prescribing information and
labelings in oral drug products,so as to ensure the medication safety of celiac patients. This paper introduces the guidance in
detail, expecting to attract the attention of drug marketing license holders and drug regulatory authorities to the harm of gluten in China.
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