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Product: BARD Latex-free Arterial Embolectomy Catheters & Syntel® Latex-free Arterial
Embolectomy Catheters

October XX, 2020
Dear Valued Customer,

This letter is being sent to advise you that Applied Medical has identified a discrepancy in the German translation
of the Instructions for Use (IFU) on the BARD & Syntel Latex-free Arterial Embolectomy Catheters. The
Embolectomy Catheters are “contraindicated for endarterectomy procedures or for use in the venous system,
grafts, shunts, or as a vessel dilator”; however, due to an oversight, the “CONTRAINDICATIONS” section in the
German portion of the IFUs was mistranslated to state that Embolectomy Catheters “are contraindicated for
endarterectomy procedures for use in venous system, as grafts, shunts, or vessel dilator.” Please see below for
a table that outlines the model numbers and the error.

Models Incorrect Instructions Correct Instructions
KOMPLIKATIONEN: Syntel- KOMPLIKATIONEN: Syntel-

A4F00, A4F01, A4F02, A4FO03, Embolektomiekatheter sind Embolektomiekatheter sind

A4F04, A4F05, A4F06, A4F07, kontraindiziert fiir kontraindiziert fiir

A4F08. A4402. A4403. A4404 Endarteriektomieverfahren sowie fiir Endarteriektomieverfahren sowie fuir

' ' ’ ’ den Gebrauch im Venensystem, als | den Gebrauch im Venensystem, in

A4405, A4406, A4407, A4408 Prothesen, Shunts oder Prothesen, Shunts oder als
GefaRdilatatoren.” GefaRdilatator.

CEO0260ST, CE0280ST, CE0340, . KOMPLIKATIONEN: BARD -
KOMPUKAT'ONEN- BA_‘RD - Embolektomiekatheter sind

CEO0340ST, CE0380, CE0380ST, Embolektomiekatheter sind Kontraindiziert fiir

CE0440, CE0440ST, CE0480, llé?lrét;?tlggzl:l(l?c:trr:ilgverfahren sowie fiir Endarteriektomieverfahren sowie fiir

himV i
CEO0480ST, CE0580, CE0580ST, den Gebrauch im Venensystem, als gfgtriizrr?uéhdms gcrj\srn:‘?/sstem, n
CE0680, CE0680ST, CE0780, Prothesen, Shunts oder GefaRdilatator.

GefaRdilatatoren.

CEO780ST

NOTE: If you are a distributor, please notify any facilities to which you distributed the affected product.

At this time, no further action is needed. Please reach out to your Applied Medical field representative with any
guestions or concerns.

Applied Medical will ensure that the appropriate Regulatory Agencies have been notified.

Sincerely,

Dolf Bouma
Director Quality & Regulatory Affairs
Applied Medical Europe B.V.

Applied Medical Report Number: 2027111-09/22/20-001-C

Applied Medical Distribution Europe B.V.

Wiekenweg 21, 3815 KL Amersfoort, The Netherlands

Tel. 0800 0200 144 CustomerRelations-nl@appliedmedical.com
BTW N°NL818557163B01 « KvK N° 32127003

IBAN NL60 ABNA 0425 6428 52 - Swift ABNANL2A



