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Issue:

Surgical Instruments and other critical devices — those that enter sterile tissuest — are reprocessed and
reused every day In hospltals, ambulatory surgery centers, and other health care facllities. Because of the
costs of physical space, supplies, equipment, and personnel to perform reprocessing and sterilization of
reusable devices, some organizations choose to use disposable Instruments and devices for critical
procedures in some or all areas of their facility. For organizations performing reprocessing, ensuring that
those Instruments and devices are reusable — that they are In good condlition, and can be cleaned and
sterilized following valldated manufacturer’s Instructions — Is critical to patient safety.

In the United States, the Food and Drug Administration (FDA) conslders reprocessing Instructions part of
labeling and in 2015 provided guidance to ensure that the appropriate level of reprocessing is addressed
based on the intended use of the device. The FDA also provided guidance for manufacturers to assist in the
formulation and sclentific valldation of reprocessing Instructions for reusable medical devices.

Manufacturers of medical devices must submit evidence to the es. Instructions for reprocessing are not
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Legal disclaimer: This material is meant as an information piece only; it is not a standard or a Sentinel Event Alert.
The intent of Quick Safety is to raise awareness and to be helpful to Joint Commission-accredited organizations.
The information in this publication is derived from actual events that occur in health care.
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