COUNTY OF LOS ANGELES DEPARTMENT OF HEALTH SERVICES

HARBOR-UCLA MEDICAL CENTER

SUBJECT: BLACK BOX WARNING MEDICATION GUIDELINES POLICY NO. 327

PURPOSE:
To provide guidance on handling medications with FDA Black Box Warnings (BBW).

DEFINITION:

Boxed Warnings, also called "Black Box" warnings, are prominently displayed summaries of serious
adverse reactions and potential safety hazards for a drug product in its prescribing information as required
by the Food and Drug Administration (FDA). These boxed warnings are the most serious of wamnings for
a drug. A boxed warning is warranted when a drug presents a unique risk to benefit concern compared
with other drugs in the same class, when a potential adverse reaction is extremely significant above the
drug's benefit, and when such adverse reactions can be prevented or reduced by restricted use or
observance of defined cautions. Often boxed warnings are based on observed adverse reactions, but they
can also be based on animal toxicity or expected adverse reactions. These boxed warnings are described
in the U.S. Food and Drug Administration, Center for Devices and Radiological Health, Code of Federal
Regulations [21CFR 201.57(¢)].

POLICY:

At Harbor-UCLA Medical Center, all healthcare providers shall refer to the guidelines specified in this
policy when handling medications with identified Black Box Warnings. DHS Medication Safety
Committee and DHS Pharmacy & Therapeutics Committee will maintain and update the guidelines as

necessary.

PROCEDURE:
Refer to Appendix A: DHS High Priority Black Box Warning Medications
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