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MEDICAL DEVICE INSPECTION
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The purpose of this letter is to advise you that Medtronic is voluntary recalling specific
production lots of its Covidian Endo GIA Auto suture universal articulating loading units
.(item codes 030450,030451, 030452, 030453, 030454, 030455, 030457, 0304518)

Issue Description:

This voluntary recall is being conducted following receipt of one confirmed customer report that j
the device staples were not properly formed upon application preventing adequate hemostasis.
Our investigation identified a potential for a manufacturing assembly error that can contribute
to a staple malformation. The affected devices were distributed between June 2017&July
2020.Use of a product with this assembly error may result in incomplete staple formation.

In thoracoscopic/ laparoscopic cases, this could cause significant hemorrhage including
hemothorax & hemoperitoneum potentially requiring an urgent conversion to open surgery.
The potential also exists for bleeding ,anastomotic leak, pneumothorax or other delayed
secondary complications including infection, peritonitis, sepsis, and an increased risk of
mortality .Manufacturing process improvements have been implemented to remediate this issue.
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