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Rational for LAA closure device

Left atrial appendage: 90% source-of
thrombembolic' - stroke

\Warfarin therapy. is associated with a
significant bleeding, risk

LAA occlusion and ASS - monotherapy. may
reduce stroke -and bleeding; risk

- . . 9. AL D —
Disease and Stroke Statistics-2008, Update NHLBI and ARIC Clrculatlon 1 29 08 Hylek EM, et.al. NEJM.



LAA occluder types

Watchman ACP Cardiac plug

Plane of maximum diameter
distal to ostium

Retaining hooks
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Watchman Implantation

Maximum | Implant
measured | diameter
LAA ostium (mm)
(mm)
q17-195 |21 D
20-229 |24
23-259 |27
261 28.9 |30
2971 31.9 |33
A device selection according A Implantation of 21mm

to measurements Watchman Occluder



Watchman Implantation
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A Check position

A Check device compression
A Check residual flow

A Tug test

A Release




WATCHMAN® Healing Process

Canine Model 7 30 Human pathology: 9 months
post-implant (non-device
related)




What evidence do we
have?



WATCHMAN Clinical Studies

STUDY PATIENTS
A 318 patient years of follow-up
: A 30 patients with 5+ years of follow-up
Pilot 66 ) .
A Enrollment complete, continue to follow patients on annual
basis
A 1,500 patient years of follow-up
PROTECT AF? 800 A 27 months average follow-up per patient
A Enrollment complete, continue to follow patients for 5 years
Continued Access 566 A Significantly improved safety results
Registry (CAP)’ A Enrollment complete, continue to follow patients for 5 years
ASAP 150 A Treat patients contra-indicated for warfarin
A Enrollment complete, continue to follow patients for 2 years
A Evaluate next generation WATCHMAN
EVOLVE 69 A Enrollment complete, continue to follow patients for 1 year
A Same endpoints as PROTECT AF
A Revised inclusion/exclusion criteria
PREVAIL 461 A Initial enrollment November 2010
A Enrollment completed, continue to follow patients for 5 years

Total



Protect AF:-Study

Holmes et alLancet 2009; 374: 53#412



