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PART OF THE ‘.]UE'-'“)L‘It-luCh‘-!\C“ FAMILY OF COMPANIES

VOLUNTARY FIELD SAFETY NOTICE

ACKNOWLEDGEMENT FORM
PENTARAY® NAV Catheters, PENTARAY® NAV eco Catheters hereafter
“PENTARAY® Catheters”

Catalog No: D128201, D128202, D128203, D128204, D128205, D128206, D128207, D128208, D128209,
D128210, D128211, D128212

The purpose of this communication is to clarify the contraindication language in the Instructions
For Use (IFU) and product labeling relative to patients with prosthetic valves. Details are provided
in the Field Safety Notice letter accompanying this acknowledgement form. You agree that the
information you submit will be governed by our Privacy Policy found at www.biosensewebster.com

Customer Acknowledgment:
I have read and understand the April 14, 2016 Field Safety Notice Letter:

Name
(Please print)
Signature

Title

Facility Name

Facility Address

City State Postal Code

The Voluntary Field Safety Notice Letter has been appropriately disseminated to
[] No other physicians or personnel need to be informed in my institution
[] The following physicians or personnel within my institution were informed

Name (Print) Signature

Please return this completed Acknowledgement Form by mail, fax or E-Mail by May 02, 2016 to
the Field Corrective Action Coordinator below.

Biosense Webster, a Division of Johnson & Johnson Medical NV/SA

Attn: Mélanie Deladriere, FCA Coordinator

Mailing Address: Leonardo da Vincilaan 15, 1831 Diegem, Belgium

Tel: +32-2-7463-401 Fax: +32-2-7463-403 E-Mail Address: mdeladri@its.jnj.com
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