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FDA’s requirements for adverse event reporting of outsourcing facility

XIAO Hui-Lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued “Adverse Event Reporting for Outsourcing Facilities Under Section 503B of the FD&C Act Guidance for
Industry (Draft)” in February 2015. “Outsourcing facility” is a facility at one geographic location or address that is engaged in the
compounding of sterile drugs, has elected to register as an outsourcing facility, and complies with all of the requirements of section
503B. “Compounding” refers to a practice in which a licensed pharmacist, a licensed physician, or, in the case of an outsourcing
facility, a person under the supervision of a licensed pharmacist, combines, mixes, or alters ingredients of a drug to create a medication
tailored to the needs of an individual patient. This paper introduces the main contents of the guidance, looking for inspiration to
adverse event reporting of medical institution preparation and its regulation in our country.
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