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LEFT ATRIAL APPENDAGE CLOSURE DEVICE
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WATCHMAN FLX

LEFT ATRIAL APPENDAGE CLOSURE DEVICE

Procedural benefits include

o WATCHMAN FLX™ features a soft, closed, atraumatic distal end to enable advancement within the LAA when
partially deployed (forming the “FLX-Ball”) FLX-Ball

e The distal fluoroscopic marker allows high visibility of the device in relation to the LAA during device positioning

o \WWATCHMAN FLX can be fully recaptured and repositioned. In a partially deployed state WATCHMAN FLX &
TruSeal Access system can be safely advanced in the LAA

e WATCHMAN FLX is preloaded into the delivery catheter, reducing preparation time
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Description Specifications

WATCHMAN FLX™ Nitinol frame with Polyethylene Terephthalate (PET) with distal fluoroscopic marker

¥
:

Delivery Catheter

Sheath Material Braided Pebax® with PTFE liner and platinum/iridium marker band " g

TruSeal™ Access Sheath

Hub Material Pebax® with polycarbonate cap

Sheath Material Pebax® with PTFE liner and platinum/iridium marker band K

Dilator HDPE/LDPE high density polyethylene/low density polyethylene (50:50 blend) \\__1 .
Product List

Order Number
(GTIN)

M635WS50200 WATCHMAN FLX™ LAAC Device and Delivery System 20mm 08714729860433 - 12F (4.0mm)
M635WS50240 WATCHMAN FLX™ LAAC Device and Delivery System 24mm 08714729860440 - 12F (4.0mm)
M635WS50270 WATCHMAN FLX™ LAAC Device and Delivery System 27mm 08714729860457 - 12F (4.0mm)
M635WS50310 WATCHMAN FLX™ LAAC Device and Delivery System 31mm 08714729860464 12F (4.0mm)
M635WS50350 WATCHMAN FLX™ LAAC Device and Delivery System 08714729860471 12F (4.0mm)

Ref/Catalog number Description Size 1D 0D

WATCHMAN FLX™
LAAC DEVICE

Ref/Catalog number Description

M635TS70010 WATCHMAN™ TruSeal™ Access System Single 08714729965732 12F (4.2mm) 14F (4.8mm)

M635TS70020 WATCHMAN™ TruSeal™ Access System Double 08714729965749 12F (4.2mm) 14F (4.8mm)

]
[eb)
w
=
= @©
= o
2
Zl/)
<< £
=3
T 8
(&)

©<
E

M635TS70040 WATCHMAN™ TruSeal™ Access System Anterior 08714729965756 12F (4.2mm) 14F (4.8mm)

Magnetic Resonance Imaging

Non-clinical testing has demonstrated the WATCHMAN FLX Device is MR Conditional. A patient with the Closure
Device can be scanned safely, immediately after placement of this implant, under the following conditions:

e Static magnetic fields of 3.0 Tesla or 1.5 Tesla
e Spatial gradient field of 2500 Gauss/cm or less
e Spatial gradient field product of 37 T2/m or less

e The maximum whole body averaged specific absorption rate (SAR) shall be limited to 2.0 W/kg
(normal operating mode only) for 15 minutes of continuous application of RF energy during a scan

¢ Normal operating mode of the MRI scanner BOStOn
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All cited trademarks are the property of their respective owners. CAUTION: The law restricts these devices to sale by or on the order of a physician. www.bostonscientific.eu

Indications, contraindications, warnings and instructions for use can be found in the product labelling supplied with each device. Information for the use

only in countries with applicable health authority product registrations. Materials notintended for use in France. © 2019 Boston Scientific Corporation

or its affiliates. All rights reserved.
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