Latest cllmt‘ial update on Watchman LAAC
and why and when | use Watchman i in my
clinical practice.
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* | was frequem”cly asked by a question.

“What is aiour favourite LAAO device? How to &
choose xﬁe LAAO device for the patient? ” o
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I‘ﬁelr concerns over Watchman LAAO dewceﬁ
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<& 1. Post LAAO anticoagulation regime: TI}e patlent

must take warfarin? <§
2. LAAO morphology: chicken- wmg, “short and
shallow. &
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“HMAN Implant Procedure
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&
1 Day Prior to Implant 8
Begin aspirin (81-100 mg) Qﬁe’ No
Q
;\}0
O
N
Q@
ImpIant N Continue aspirin (81-100 mg) W ( Re-assess Seal*
Continue aspirin (81-100 mg?}y~ and warfarin, adjusted to Is LAA seal < 5mm? 0"
and add warfarin, adJusted¢1% achieve INR of 2.0 - 3.0 J L \00
achieve INR of 2.0 - 3. Oefmtll | Q&Cf\
4 \9 1o
5-day VIS(IQ’ No Yes
‘?5\ AbQQ
‘ o
Ko
45 D $ost -Implant ( FoILg:RN Up Duration
A seal < 5mm? asgﬁ’e patient been followed
\X{@?’ at least 6 months post-
Yes yimplant with adequate seal?
r\ No
Q 0
v e,é
Cease warfarin 6@ Yes
And continue aspirin (300-325 \\{\Q \l/
mg). Add Clopidogrel (75mg) 0\%.?”
0(,%(1’ Follow-Up Duration
o‘é Cease warfarin and increase
6-Month Post-Implant < aspirin (300-325 mg)
Cease Clopidogrel (75 mg) and @o
maintain aspirin (300-325 mg) '\q,©

indefinitely ®




Study Objective:

Study Design:

Primary Endpoint:

K34l Patient Population:

Number of Sites:

Enrollment:

Follow-up:

Registry on WATCHMAN Qutcomes in Real-Li
Utilization: EWOLUTION&“
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LEFT ATRIAL APPENDAGE
CLOSURE DEVICE

<&
“Collect real-world WATCHMAN LAAO experience outside of

selected populations in prior RCT

Prospective, single-arm, multi-center registry of the
Watchman LAA Closure Technology

Primary analysis includes procedural success and saté’cy,
incidence of stroke, bleeding, and death after 2 \(@?of FU
Investigator and Medical Safety Group for adjtmlcatlon

\

) &
>1000 patients <l
(40

D
47 throughout Europe, Russia and.gﬁﬁ’jdle East

v
Started October 2013 - Compl@“ted May 2015

Standard practice at part¢€Tpat|ng centers
* Normally 1-3 moncghs post-procedure
e Annually thereaﬁter for a total of 2 years




Impact of post-procedural
antlcoagulatlcm 3-months data

® Nothing (N = 67) 0(;\\00@A M Single APT (N =72) Dual APT (N = 607)
m Warfarin (N = 153\}D B NOAC (N =113)
@
0% 2% 4% 6% @0%
\é&l é\’{oé
- Post vaf'ocedural drug regime during &5
erwfothellallzatlon
e Safety of DAPT vs warfarin: ng
significant difference
9‘],0\%.
0.0% &
Stroke SAEs |0.6% N
0.0% 20
0.0% o

M.W. Bergmann, EuroPCR2016



ASAP-TOO (NCTOZ928§97):

Overview

Study Objective

Study Design

Primarv £ndpoint

Patient Population

Number of Sites

Follow-up*

LEFT ATRIAL APPENDAGE
CLOSURE DEVICE

suitable for oral anti-coagulation therapy

Prospective, multi-center

Randomized 2:1 (Watchman vs Control)

Effectiveness Endpoint

Time to first occurrence of ischemic stroke or systemic embgé‘i’sm

Safety Endpoint

(\
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7-day rate of all-cause death, ischemic stroke, systemft embolism, or
device- or procedure- related events requiring oge?m cardiac surgery or

major endovascular intervention

888

100 global sites
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* 3 month with TEE
6,18 month phone visit

Bi-annually for yearb%c-’S

12 month with TEE &

N
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ASAP-TOO &
Device Group Medication TQl@erapy

Visit Interval Aspirin Clopidogrel*

K

3
Discharge throughob'vo Yes, suggested dose: 75- Yes &
3-month visit %&f 100mg Suggested dose: 75mg<\
& \9
\\‘\é\ 'QQQ’{“
3- monthQ\ﬁsu through 12- Yes, suggested dose: 75- N
montlvfmsn 100mg No, unless otl'lepindlcatlon
{_o(\ éo
\O&V ~\&Q‘

&Following the No, unless other ¥

X ) , . M
12-month visit indication No, u(@fl»ess other indicatjon

KO

(\,
*Clopidogrel may be substituted with ticagrelor or prasugrel if the subject thuwes the medication for other
indications (e.g. acute coronary syndromes treated with drug eluting stg&s) or if the subject has a known

resistance to clopidogrel. 9%

**patients are allowed to be on dual antiplatelet therapy (outmdgcﬁof’ the protocol required 3- months period) if
indicated due to a condition other than WATCHMAN |mplantatton
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Watchman LAAO in
Clmcken -wing LAA
@Morphology
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Pre LAAO TEE Measurement

Width 20 Width21  &® Width 21 Width 19
Depth 21 Depth 20 Depth 15 Depth 12






Asdieployment by 24mm Watchman
device

by one attempt
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LAAO TEE
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WATCHMAN FLX™ Design
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O@ Wider Treatment Range ® Shallow Access
O/\C’ LAA ostium diameters: Closed distal end for shallow
©v\ 14mm —31.5mm access deployment
N : .
P D/I l(;]ebﬁ:é gﬁg;[n ® Full Recapture
’ New anchor design allows full
B WAA Corformance recapture and redeployment
18 struts for enhanced LAA W2
apposition and sealing 0y
&
&
&
?§O
FLEXIBILITY: Treat more patient anato%@s
DESIGN N
CONTROL: Improved maneuverabili
GOALS i

SEAL and HEAL: Confident closure

N\
\i\é’0
N

Boston
Scientific

WATCHMAN™

.\O
8 Specificatg@hé’;
LAA ostish diameters:
16.8@— 30.4mm

MR LAA depth:
11 LAA diameter

10 struts

Caution: The WATCHMAN FLX™ Left Atrial Appendage
Closure Device is an investigational device and is not
available for sale in the U.S. or Europe.




PINNACLE FLX IDE Study

N
é‘

US-only IDE &%

&
« Single arm non- rondomlze\@ study design

— DOAC only options f@‘ pos’r implant drug regimen
— Non-inferiority to Q)e‘?formonce goal based on

WATCHMAN 2. 5@ "'

- Up to 490 enrollr@en’rs (includes 90 roll-ins)

: Up to 45 Us g PINNACLE E&X
. Pr|mgwsq£éfy Endpoint CLINICALTF’,},%

— ThabBccurrence of one of the following events between

tlke time of implant and within 7 days following the
rocedure or by hospital discharge, whichever is later:

Q& all-cause death, ischemic stroke, systemic embolism, or

" device- or procedure- related events requiring open

9 cardiac surgery or major endovascular intervention

such as pseudoaneurysm repair, AV fistula repair, or

other major endovascular repair.

« Primary Effectiveness Endpoint

— The rate of effective LAA closure defined as any peri- «\0-’
device flow < 5mm demonstrated by TEE at 12 mom'ﬁs
(US) S
%
« Secondary Endpoints oq
— The occurrence of ischemic stroke or sys’rere«":’ embolism
at 24 months from the time of enrollmen’r

« Follow-up at 45 days, 6, 12, 18 and 24 r@d‘on’rhs
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* Post LAAO«énUcoagulann regime by DAPT
apparenﬂy as effective and safe as standard post &
Watcj@oﬁnan regime; undergoing RCT will deflnltelyé
ans,Wer this issue. R

LAAO by Watchman device is also feamble*m

s difficult LAA anatomy, like chicken- wmg
morphology. &
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 Newer generation of Watchm Watchman FIx 2.5
will be available soon o
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