CDC Statement on Reprocessing Dental Handpieces
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CDC recognizes that the dental community requires clear, consistent guidelines on the best way to
reprocess dental handpiece devices between patient encounters. CDC guidelines for infection
prevention and control state that, between patients, dental health care personnel (DHCP) should clean
and heat-sterilize handpieces and other intraoral instruments that can be removed from the air and
waterlines of dental units.! This recommendation is based on studies that have shown that the internal
components of air-driven dental handpieces (both low-speed and high-speed devices) can become
contaminated with patient material during use, and this material can then be expelled into the mouth
of other patients during subsequent uses.z> For handpieces and other intraoral instruments that can be
removed from the air and waterlines of dental units, CDC continues to recommend that DHCP follow

CDC guidelines to clean and heat sterilize.

Dental handpieces are medical devices regulated by the US Food and Drug Administration (FDA).
Some handpieces are independent of air and waterlines (e.g., cordless devices). For these devices, CDC
recommends that DHCP follow current FDA regulations. DHCP should use FDA-cleared devicesé and
follow the validated manufacturer’s instructions for use for reprocessing (cleaning, lubricating, and/or

sterilizing) these devices.”

In 2015, FDA released updated guidance for reprocessing medical devices in health care settings[PDF -

805KB]. This guidance gives manufacturers of reusable medical devices recommendations on how to
write and scientifically validate reprocessing instructions. Reusable devices that received FDA
clearance before 2015 might not have reprocessing instructions that meet the requirements of the
2015 guidance. According to FDA, “reprocessing instructions for some older, legally-marketed,
reusable devices may not be consistent with state-of-the-art science and therefore may not ensure
that device is clean, disinfected, or sterile.” It is incumbent upon the device manufacturer to provide
sufficient instructions on how to prepare devices for use on the next patient.

If a dental handpiece cannot be heat sterilized and does not have FDA clearance with validated
instructions for reprocessing, DHCP should not use that device.” If DHCP are concerned about the
validity of the manufacturer’s instructions for reprocessing or believe that the instructions are not
consistent with basic infection prevention and control principles, they should contact the

manufacturer to request documentation of FDA clearance. If the manufacturer is not able to provide
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sufficient information, DHCP can contact FDA’s Office of Compliance
at OCMedicalDeviceCo@fda.hhs.gov or (240) 402-7675 for assistance.

In Summary

1. Clean and heat sterilize handpieces and other intraoral instruments that can be removed from the

air lines and waterlines of dental units.

2. For handpieces that do not attach to air lines and waterlines, use FDA-cleared devices and follow
the validated manufacturer’s instructions for reprocessing these devices.

3. If adental handpiece cannot be heat sterilized and does not have FDA clearance with validated

instructions for reprocessing, do not use that device.
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