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Introduction to Brief Summary and Adequate Directions for Use: Disclosing Risk
Information in Consumer-Directed Print Advertisements and Promotional Labeling
for Prescription Drugs Guidance for Industry of FDA

XTAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA released  “ The Brief Summary and Adequate Directions for Use: Disclosing Risk Information in Consumer-Directed
Print Advertisements and Promotional Labeling for Prescription Drugs Guidance for Industry (draft)” in August, 2015. “The
consumer brief summary”—a alternate approach, including requirements for its content and format, is primarily recommended for
disclosure of risk information. This paper mainly introduces the alternate approach. It is hoped that the study of consumer-directed
advertisements for prescription drugs of the United States is helped and the risk information standardization of the health care
provider -directed advertisements for prescription drugs is inspired in our country.
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