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Early alert for possible catheter tip separation
with ENROUTE system

FDA safety alert says Boston Scientific ENROUTE Transcarotid Neuroprotection Systems

may experience partial or complete arterial sheath tip separation during use.

If you are having a procedure that uses an ENROUTE Transcarotid Neuroprotection System,

FDA says there may be an issue where the arterial sheath tip separates or partially separates

during use.

A separated tip means the catheter's tip may not stay intact as intended during the procedure,

which could affect how the device works.

Where this comes from

- fda-safety

http://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/early-alert-percutaneous-catheter-issue-boston-scientific
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