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Reality: VKA in practice have poor adherence to
recommendations

33 to 45 % of patients eligible to VKA do not receive VKA treatment

_ N = 11 082
N=5333 ATRIA cohort @

1
EuroHeart survey (managed care system, California, USA)

@ No anticoagulation therapy @® kA

1. Nieuwlaat R et al. Atrial fibrillation management: a prospective survey in ESC Member Countries The Euro Heart Survey on Atrial Fibrillation.

Eur Heart J 2005 ; 26 : 2422-2434. 2. Go AS et al. Warfarin Use among Ambulatory Patients with Nonvalvular Atrial Fibrillation : The AnTicoagulation and Risk Factors in Atrial Fibrillation
ATDIA | Ann Intarn NMad QaQQ - = 0 Q24



Oral Anticoagulant therapy Adherence according to Geographic Zone

Middle East / Africa

CHADS, =0 CHADS, =1 CHADS, =2
n =352 n=576 n=7T18 n =630 n=1675 n=4134
Latin America

-
CHADS, = 0 CHADS, = 1 CHADS, =2 CHADS, =0 CHADS, = 1 CHADS, =2
n=231 n =450 n=4931 n=48 mn=109 n=221
M Mone I Both B Cral anticoagulant alone ¥ Antiplatelet alone “= Inappropriate treatment

H. Gamra, et al. Arc.Cardio.Vasc. 107, 2014



BUILT ON THE MOST STUDIE
WATCHMAN FLX IS DESIGNE
AND SAFETYWHILE EXPAND
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Case #1

v 65 year-old lady

» Rural arearesidency, poor instruction.
» Chronic atrial fibrillation

vy CHADS-VASCc 3

v HASBLED 3

» Average of 2 outpatient visit per year




First attempt

Evaluacion Angiografica y Ecocardiografica — 1° Intento
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1 attempt with Watchman device
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Second attempt

Evaluacion Angiografica y Ecocardiografica — 2° Intento
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Implante de dispositivo Amulet — 2° Intento
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Posicionamiento final con Amulet
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Evaluacion ecocardiografica final— 2° Intento
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Ausencia de shunt residual




Complexity of LAA: does not have a ‘standard’
shape

Differences in angulations
Fine details




WATCHMANFLX

Full recapture and
redeployment

Dual-row precision
anchors

Closed end

Fully-Roundea

18 strut
frame

Treatment range 14.0 — 31.5 mm appendages

SH-833805-

WATCHMAN

~—— Partial recapture only

y ~—— Single-row anchors

10 strut
frame

Treatment range 16.8 — 30.5 mm appendages
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Scientific
8-20%
Compression
10-30%
| | | Compression
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WATCHMAN FLX Ostium Diameter (mm)
WATCHMAN FLX"
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21.5mm Maximur-hr LAAOS

Options:
24mm Device: 14mm Long, 10%

£
E
k3
-
el
(=)}
s
Q
-
)
=
L.,
o
£
O
o+
]
E
x
o
e
Q.
o
<

FLX Length vs Implant Diameter

24.5 (30%)
®,

&
31.5 (10%)
18.0 (10%) -6 (10%)

19 20 21822 23 24 25 28
Implant Diameter (mm)
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Boston,.
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Advancing scierce for [ife™

WATCHMANFLX
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PINNACLE FLX Procedural Data

DEVICE UTILIZATION' PROCEDURE
_ Ny Y MAIN COHORT
LG LR R W R MEASURE N=400
WAl b/ Y WA RS LY AW B /LY X :551,‘;/ X b
20mm | 24amm | 27mm \ 31mm \ 35mm Procedure Time 379+ 219
- - Number of Implanted/Attempted WATCHMANFLX 124+ 04
Devices
COMPRESSION? WATCHMANFLX Devices Attempted
MARSHMALLOW [ 2Devessptemped 0 SKGTA0)
oo Dweser  mEw
. [ #Devessmwemped  0s%(A)
o)) % Number of Partial Recaptures? 1.8 + 2.8 (400)
(17%-25%) (0.0, 24.0)
HOT-DOG
(247%-30%)*

*Compression ranges corresponding to the shape categories are upiroximate. Shapes represented are not exclusive, as
compression and anatomy.

can conrorm to a range or snape contigurations driven by

Boston
WATCHMAN Scientific
LAAC DEVICE Advancing science for life™

Doshi, SK. Presented at HRS 2020. SH-669512-AA.
SH-833805- SBSC Data on file



Stages of the FLX Ball SBostonﬁC

cienti

_ _ Distal anchors Both proximal
oX width No anchors Distal Ar!chors DlstaI_Anchors can engage and distal
not  €xposed,butball atthetri-cuts  beginto be tissue if pulled  anchors exposed
established MOt optimized. exposed proximally and active

Avoid distal  Avoid distal Both proximal Both proximal Avoid proximal Avoid proximal
motion motion and distal and distal motion motion
repositioning repositioning
acceptable. acceptable.

WATCHMAN FLX
WATCHMAN FLX

LEFT ATRIAL APPENDAGE CLOSURE DEVICE




PASS Criteria gooston.

Closure Device release criteria: Position, Anchor, Size, and Seal (PASS™
criteria):

o Closure Device Anchors
PO S I t I O n Plane of Maximum

Closure Device
Diameter

 Plane of maximum diameter of the Closure Device
should be at or just distal to the LAA ostium

Anchor
« Gently pull back then release deployment knob to
visualize movement of Closure Device and LAA

together.
Size (compression) Table 1. WATCHMAN FLX Device Selection
 Measure plane of maximum diameter of Max LAA Ostium Width and/or s Device Sae
C|Osure DeVice. 10_30% CompreSSiOn Deployed Closure Device Diameter (mm) NEHEEURERSERIN
Seal Range

« Ensure all lobes of the LAA are distal to
Closure Device and sealed, i.e.< 5mm




Case # 2

v /6 year-old lady

» Main complain: non adherence to DOAC
therapy and seeking alternative strategy for
stroke prevention

» Non valvular AF and long-term treatment with
metoprolol

» Active life style and caring of disabled person




Step 1. TEE anatomy evaluation
Left atrial appendage measurementin 4 views

T. pcte.: 37,0 °C
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New technology — Watchman Flex Deployment Angiogram
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TEE assessment — Adequate Device
& implantation

anchors
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Case # 3

v /8 year-old man

» Main complain: previous hemorrhagic stroke
after ischemic acute stroke during
anticoagulant therapy

» Non valvular AF, chronic heart failure, LV
dysfunction

» Poor adherence to long-term medication




Anatomic
challenge:
Small
entrance
orifice : :
T ETE: 38,5 °C
q 87 180
O=16mm L ' |
L=25mm e

Step 1. TEE anatomy evaluation
Left atrial appendage measurement in 4 views

I. ETE: 38,1 °C
1 47 180

0

pcte.: 37,0 °C
ETE: 38,4 “(
129 180
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New technology — Watchman Flex 24 mm

Watchman flex 24 mm
(marshmallow format)




TEE assessment — Adequate Device implantation

41 180




Conclusion

v Watchman flex has provided better technical
approach

» Most anatomies can be manage with the new system

v Studies has shown similar outcomes relative to W2




