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Introduction to DHCP letter format and content guidance recently issued by FDA
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Abstract: Dear Health Care Provider (DHCP) letters promptly are directed to doctors and other demanders by manufacturer or FDA to
communicate change of description drug labeling, which are divided into three types — Important Drug Warning Letters, Important

Prescribing Information Letters, and Important Correction of Drug Information Letters. FDA issued Guidance for Industry and FDA

Staff Dear Health Care Provider Letters: Improving Communication of Important Safety Information in February 2017, described in

detail the contents and format of the three letters; and listed the models. This paper introduces the main contents of the guidance. Call on
China’s pharmaceutical production enterprises and regulatory agency from the FDA experience establish the corresponding mechanism
in line with China's national conditions, so that doctors and other demanders can be timely access to important new information of

labeling to ensure clinical safe and effective medication.
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