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California Device Recall Information Sheet

Medtronic Navigation, Inc. Recalls O-arm O2 Imaging System

Recall Date Product Description Recalling Firm Recall Reason
6/12/2024 | O-Arm O2 Imaging System MEDTRONIC Potential for an
Mobile x-ray system designed | NAVIGATION, INC. electrical component
for 2D fluoroscopic and 3D LITTLETON, MA of the O-arm" O2
imaging for adult and pediatric Imaging System to
patients intermittently shut

off,failure can cause
the potential for
surgical delay,
additional imaging,
cancellation and
rescheduling of
surgery, or
completion of
surgery without the
benefit of image

guidance.
Recall ipe oo P
Class Product Identification Distribution Affected Dates
Il O-Arm O2 Imaging System 2 Units June 2024 and
UDI-DI 00763000616564 in California prior
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https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=207582
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