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Why to close
the left atrial appendage?

To prevent thrombus T
formation in atrial I
fiprillation

LAA closure had
been a logical but so
far unproven concept
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Watchman Device

e Nitinol frame
e PET membrane

e row of fixation
barbs around the
mid perimeter
o 21,24, 27, 30, 33
mm

CE mark




Watchman Implantation

LAA diameter in TEE
19 mm

anatomy of LAA in TEE
and fluoro
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Protect £
(Systern for Ermnbolic HRO [ECTion
in Patlents witn Atrial Fiorillation)

Multlceriier

Prospective randorrnized
WATCHMAN vs courmacdin 2:1
Norn-iriferiority trizl

o000 pts (enrollment closed June 2008
> 900 patieni-years
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Mejor inclusion criteriza

Nor valvular AF witr)
Cnacds? score 1
No contraindications to
cournaclir)

No co-rnoroidiiies

rnandating crironic wearfarir)

Lse otner tnean ArF

Excluslon

Mejor e

acluslorn criter

LAA thrormous
Large PFO witn
significant atrial septal
aneLrysr
Mopile aoriic at
sSymotornetic ¢
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PROTECT AF Trial Endpoinis

® Primary Efficacy Encdpoint
All stroxe
e Cardiovascular and unexplained deain
® Sysiernic ernpolizaiion
Primary Safety Encdpoint
® Device ermpolizaiion requiring retrieval
® Pericardial effusion requlring intervenion
® Cranial pleeds and gastroiniesil rll nleeds

° Any pleed inat requir
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T Control stroke and

pleeding

Mostly pericardial
effusion without
sequelae

WATCHMAN

Event-free Days
oronzwility



Prirnary efficacy Endpoint

|
Freedorn from Stroke, Deatn, Systemic Empolizatiorn

=1 WATCHMAN

LAA closure not inferior —
o aniicoagulatiorn

—\vart-frea

nrobaility Days



Otner significant findings

° | AA occlusion Is
® \oninferior for all siroxes
26% lower raie In device groug
® Superior for nernorrrnaglc stroxe
91% lower In device groug
® Noninferior for rortality
S9% lower rate In cdevice group
® Vlosi evenis In ine device group were
periprocedural pericardial effusions wnicr
cic not occur later on



° We riow nave ire "Proof of concept™
- Left airlzl appemde ge QJJJJH preveris siroke

OJddCJJ ng



Arnpla

[

7

[

arcllac Pluc

(o

Desigr: Distal plug and
prosirmnel disk
connecied oy a flexible
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° JeJJQ/m@rJT Of
trie proJdmal dis

deployrnent of the
distal plug of 22 30
e clevice
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Irnplaniaiion atiemoyied
Mngkwuduonlw f succaessiul

r\flcl[OlfllCcll reasorns,
clevice reirleved pefore release

e Device emopollsation
Irmplariiailon successiul
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ACP FIM Registry

Adverse evernis (24 nrs)
- Tarnpora Je

U’
IN

g ——

3. 4%
|

- Davice emoolisatiorn % Y
- Iscnermic stroke Y 1.7%
- Puncture of PA i} 0.9%
- Pericardial effusiorn > 2.6
- Translent ST % 1.7%



LAA Closu

Freunfurt

N =30

A3 % w

S3%W 15 yrs
37 Y% paroxysral, 63
CrlADSZ Scora mean 2.

Concornitant diseaseas

°

°

°

Prior strokefT|A

PFOI}-\SD

70 perrmanent Ar
F

20 %
17 %
17 %
90 %
27 %
40 %



LAA Closure witn ACP

f

Frankfurt Experience

° [rnplantatiorn sucessiul 27130
o Procedire firre 12 + 33 1)
o J-ray time 15 =7 min
 Cornplications

- Alr emoolisr 7

° o sequelze
- Device emoolizatior) i)

o Device fully recaptured, no sequelae

N

- Pericardial effusiorn



ACP Follow-up
L0 10 9 montns
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ACP - Follow Up
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Follow up






New Aporoacries

e =plcardial e Endocardizl
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ACCESS T

e Access |\eead|

e Dilaitors

o 30 Fr Sneasltn
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LAA Grasper
- grasp the LAL
anc secure It in

Asplration Tupe
- asplration of
flulds in tne

pericardial spaice



o 110t gusner wit 'r re~"ued S

- vVisuallzatlon of tne
pericardial spaice and tne

LAA
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Evaluation In anirmal stucdy Dec 2008 —
Oct 2008
Access acnleved In 78%

Good device gositon in 41%
Optirnizing of device funciion ard
nardling

Corning up: clinical =V trizl



AfriCure

e Minirmel Invaslye
Thoracoscoplc

TItaniurn tuoe:
SOrnNgYs



Enrollrment since

Device: Medironic

occlusion oarncd orn

WiES

Fepn 2009

LAA Occ

fne LAA

clironic

clusion Device Placerment of ine

nttp://clinicaltrials.gov/ct2/show/NCT008471
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Worrlng or & device,..
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Irrently no detalls availao
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Watcnrnan — 4tn cen. Device
=EVOLVE trial

o Closed distal frarme cornponent — petier
stanllity

° |mnplant paro design was rmodifled o
allow for full recagiure
anc redeployrnent of
ine device rmulilple
tr
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Occlutecn LAA Closure Devic

r

LAA orifice diarmeter frorm 10 to 26.5
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o Preclinical evaluaiion In animal siudy (3
0lgs)
o =M during open neart surgery (3 Pis) o
irnprove device it h LIFNELT) 2netorny
Oupltimizing of irne Devyi
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e Corning up:
o Anirmnel trial 2009/10
o Clinical nurnewn trizel 20710
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Conerex mecdcal

e Clinical trial rmicl of 20107



CuUstorn me

o Balloon Inflatanle deoloyrnent rmeinod
o Wireless desigr
o Allows al single paich to take tne siz
of ary LAA
° Soff device
o Cafnotcealse
perforaiions
e Bloapsorpanle
rmaterizl
e Prevernis cnroric
2rosions
e CE Mark
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Transcatneter P

e Arrmel wory since 20

-,
N

o Flurnan implantations since 2005

o |niiernaiional regisiry for oc JLJ lon of ine
left aiirlal eappendage in nign risk
patlernts wiin atral florllaion

L5 numan Irnplantations
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