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"With this test, health care professionals
now have an additional option available
to aid their clinical assessment as to whether the

patient has an infection and requires revision surgery.

Whereas, before surgeons may have opted for surgery
when the presence of an infection was unclear, with this
test, they have more information and could potentially

reduce patient risk by avoiding unnecessary revision

operations for replacement joints."

Tim Stenzel, M.D., Ph.D.,
Director, Office of In Vitro Diagnostics and Radiological Health
US FDA Center for Devices and Radiological Health
FDA News Release, May 23, 2019.



