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Ultima tecnologia para el cierre de orejuela izquierda:

WATCHMAN FLX PRO

Ivan Gomez Blazquez

Hospital Universitario 12 de Octubre
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Legacy WATCHMAN™ LAAC Device

Treatment Range 16.8— 30.5 mm Ostium Width

WATCHMAN FLX™ LAAC Device
Treatment Range 14.0—- 31.5 mm Ostium Width
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WATCHMAN FLX™ ProLAAC Device
Treatment Range 14.0—- 36.0 mm Ostium Width

. Partial
—— r P
Recapture Only
ll l i j Single-Row
*‘ I’” Anchors

\W

Open End

10 Strut Frame

FDA Approval
March 2015

Full Recapture and
Redeployment

) —— ] Dual-Row
\‘L\& E.tg_j}’_i.-' —  Precision Anchors

Closed End

18 Strut Frame Fully-Rounded
WATCHMAN FLX Ball

FDA Approval
July 2020

F
v

FDA Approval
September 2023
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" Caracteristicas novedosas

1. Thromboresistant coating

2. Expanded range of sizes
(40 mm device)

3. Increased flouroscopic visibility
for positioning and deployment

‘E‘J I;f ! _I‘;’ y/ (J

Fluoropolymer coating 40 mm device Radiopaque markers
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- Tecnologia HEMOCOAT

. H F F F
- _ PVDF-HFP: [ | 1 [| | 1
oly(vinylidene-fluoride-co- > c—cC c—¢C
N hexafluoropropylene) { | | J { || }
4 A fluorinated copolymer H F F CF3

ror@sm) " wass) STAGE 1 STAGE 2 STAGE 3 STAGE 4 STAGE

Minutes Minutes > Hours Weeks > Months

. . — Platelets
x P

e — Fibrinogen PROTEIN PLATELET ACUTE THROMBUS COMPLETE HEALING
ADSORPTION BINDING INFLAMMATION FORMATION & (ENDOTHELIZATION)
RESOLUTION

Albumin is considered a passive
protein; it does not possess
platelet binding sites.

Fibrinogen is not considered a

passive protein; it does possess
platelet binding sites.

Platelets do not bind to the albumin proteins.
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30-Min Albumin 3-Hour Blood 3-Day Canine 14-Day Canine 45-
Flow Loop Flow Loop Study Study

No 0A£ or APT post- 1mplant

Lower platelet binding

due to preferential
albumin adsorption

Higher albumin
adsorption: less
activating to

platelets
-- )
WM FP-WM
seconds minutes hours

Platelet
Binding

t

Protein Absorption

WM FLX Pro vs WM FLX

Reduced

inflammation

in histology

Day Canine

}

months

Endothelialization
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90-Day Swine

Study

o

Less thrombus on
Faster tlssue coverage i
TEE and at explan g

nghly
< functional

FP-WM endothelial cells

FP-WM

1

Saliba et al. JACC EP 2023
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CLINICAL TRIAL

Index Procedure

HEAL LAA:

45-Day Follow-up 6-Month Follow-up

40 mm 5, 6y7NOVIEMBRE
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20 mm

Prospective, multicenter, post-market clinical study 35mm
32 centers in United States 7% \\
8%

Primary Analysis Set = first 500 patients enrolled »

1-Year Follow-up

Prg?rﬁciTgaféggfggint Primag;f::};ﬁ’;pomt Clinical & Imaging
Enroliment
Clinically indicated g .
for LAAO Device Size
Discharge 45 Days 6 Months
Medication up to time of visit Medication up to time of visit
Post Implant 45 Days IDOAC
15.6%
Complete seal  92.5% (331/358) 82.7% (334/404) — b
X (]
>0-3mmleak  7.5% (27/358)  17.1% (69/404) B2
>3-5 mm leak 0.0% (0/358) 0.2% (1/404) DAPT
44.1%
>5 mm leak 0.0% (0/358) 0.0% (0/404) —
™~
Imaging Data
_ DAPT it
Imaging Modality S SAPT
— \ 35.4%
IEE 96.6% (456/472) — \ \\ < \
o, - - SAPT :
€l 3.4% (16/472) 2.6% X 57 W R
Device-related Thrombus ~ 1.6% (7/448) a2 IR Pa2eS — e
. P 0 - im ¢ Triple Th
Alli et al. TCT 2024 s it Do Thermpy Y
No OAC or APT : No OAC or APT “Sw._No OAC or APT
0.6% 1.2% 3.2%
Other Other Other
2.4% Y T — 0.6%
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VADRD - Watchman FLX Pro CT Pilot Study

Patient Characteristics N=25 Procedural Characteristics N=25

Age 73.618.4 (25) Device success® 100% (25/25)

Female 36.0% (9/25) 1 Device implanted 100% (25/25)

CHA,DS,-VASc score 3.3£1.1 (25) Discharge medications

HAS-BLED Score 2.8 +0.8 (25) DAPT 4.0% (1/25)
SAPT 96.0% (24/25)

Prior stroke

History of major bleeding

40.0% (10/25)

52.0% (13/25)

—

Implanted Device Sizes

35mm

%

20mm

31mm
20%

14 Days 45 Days

CT Analysis
Subfabric HAT or No HAT 10 i3
13 6
Low-grade HAT
1 1
A b€ PN
] 1 0 ; R SN
High-grade HAT - S B
0 0 14-days 45-days 90-days
Flat sessile HAT No HAT No HAT

Nielsen-Kudsk et al. TCT 2023
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SIMPLAAFY

LAAC DRUG REGIMEN TRIAL

Up to 1,857 patients

WATCHMAN FLX Pro
Device Implant

v

Randomization
1:111

|

Aspirin

N=619
(for entire study duration)

.

Reduced NOAC N=619

(for first 3 months,
followed by aspirin)

6 Month Primary Endpoint

.

12 Month Clinical Follow-Up

DAPT (ASA + Clopidogrel) N=619
(for first 6 months, stop
Clopidogrel — continue aspirin)
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MADRID Dispositivo de 40 mm

[ 1 |
“orm M o | mwn

14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36 DISpOSItIVO 35 mm

Ostium Diameter (mm) \_Y_,

35mm @ 10% 40mm @ 21%
compression compression
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MADKID Marcadores radiopacos

Nielsen-Kudsk et al. EHJ Case Reports 2024
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« WATCHMAN FLX Pro contiene un fluoropolimero en la

membrana del dispositivo para disminuir la trombogenicidad y
facilitar la cobertura endotelial.

 Estas propiedades en la superficie del dispositivo podrian
favorecer un manejo antitrombotico simple tras el
procedimiento.

* Tres marcas radiopacas en los hombros del dispositivo y
disponibilidad de un oclusor de 40 mm.



