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o IAB Kits: Since May 9 th ,2020 Packaged Insertion Kits &
Distribution Dates: ' Reinforced Introducer sets: Since May 31st 2018
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The introducer dilator included within Datascope/Getinge |AB insertion Kits P .
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Potential /Associated | fracturing at the hub when attempting to remove the introducer dilator from the i Sleally Adag
risks sheath, leaving the introducer dilator body housed within the sheath. This issue may ? :.M.\ e’ )

impact patient safety when performing a sheathed IAB catheter insertion.

- DO NOT USE the sheath or introducer dilator included in identified
Datascope/GETINGE IAB insertion Kits to perform a sheathed insertion.
- Further, do not use the provided Datascope/GETINGE sheath with an
Recommendations alternative dilator as the Datascope/GETINGE sheath is designed to perform il i)
safely only with the accompanying introducer dilator.

e  Please follow the “Four options for Customers” and “ WARNINGS” as
mentioned in the FSN letter in the attached Safety Alert: Safety Alert
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