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Percutaneous left atrial appendage closure PROTECT'AFIKEEL

for stroke prevention in patients with atrial ® W ELINHRFNEM, EHK
fibrillation: an assessment of net clinical benefit AT07 Bl EBEE

Sandeep R. Gangireddy!, Jonathan L. Halperin®3, Valentin Fuster®45, ® ﬁéﬂ
and Vivek Y. Reddy®* Z
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Zenaand Michasd A Wisner Cardiovascbar histitute, The MarieJosde and Henry R Kravis Center for Cardiovascular Health, Mount Sinet School of Medicine, One Gustawe L L
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Aims The PROTECT-AF (WATCHMAM Left Atrial Appendage Systern for Embolic Protection in Patients with A
Fibrillation) trial found left atrial appendage (LAA) closure an alternative to anticoagulation in selected patients w . ﬁ ‘k ék &— . ﬁ _[ﬁ]_ _ni & _[ﬁl ,l% i q:'
non-valvular atrial fibrillation (J\FJ Wy aim to estirmate the net clinical benefit (NCBJ af p-erCuLancous LAA closur 5 ST /DN e B~
Methods Posr hoc anal}rsus cﬂ'auLmums amﬁng I-'G}' af_'ulu W|I.|'| J\F in Lhe F'RDTEL_F J\F trial and 566 in the Conunuec J\c{_‘ /Q‘\ _[ﬁl Paran §E A % % ﬂ: & %
and results (CAP) registry undergoing LAA closure with the Watchman device compared with sustained anticoagulation. O A E —L—__ A
comes were ischaemic stroke, intracranial haemorrhage, major bleeding, pericardial effusion, and death, weighted
reflect the relative impact in terms of death and disability. Net clinical benefit was caleulated as the sum of annualiz ® E E % é ré ﬁ . )%g. ﬁ _%_ ﬁ é/\]
rates of these outcomes after intervention minus rates on warfarin. The NCE of LAA closure during 1623 perst TN /N e
years follow-up in the trial was 1.73%/year (5% CL —0.54 to 4.39%/year) and during 741 patient-years in the regis - ~ \ NES
was 4.97 % year (5% Cl: 307 -7.15%/year). Among patients with a history of ischaemic stroke, the NCB was grea & g N % jé T_ é/\j /\‘\ @ %F\ "/ﬁ S ﬁ}ﬁ
in the registry (8.68%/year, Cl: .82-14.92%/year) than the trial (4.30%year, Cl —2.07 to 11.25%/year). In the rej
try, the NCB of LAA closure increased from 2.22%dyear (Ck 0.27-6.01%/year) in patients with CHADS, scores = PEJ -j—(-A % ,ph Iéé-— H_j _[ﬁl %
to 6.1 E%Mar [CL 3.19 B?Z?Hyear) in those with scores =2,
Conclusion Combmmg rates 01' Lhmml:-o cmL:-oInsm eracramaI hacumrrhagr_ ma;or adverse events, and ccalJl allcrws obr:cL

Ny
comparison of the benefit and risk of device therapy vs. anticoagulation in patients with AF. The NCB of LAA, clost . Wat Chmanﬁ: )\ )ﬁ‘ I]b $ 9 ]_ %

is grcamLﬁJr pal.n:nu ata hlghcr risk of stroke.

Keywords Ncl. cllmcal L:-cnci'L . .i'\l.l‘la| fbnllaann . Lcﬂ. aLnaI appendage * WaLchman . SLmkc

European Heart Journal (2012) 33, 2700-2708
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ORIGINAL INVESTIGATIONS

Prospective Randomized Evaluation t.!" N
of the Watchman Left Atrial Appendage 2014 PREVALMFZ

Closure Device in Patients With IERNAFTRJACO)

Atrial Fibrillation Versus
Long-Term Warfarin Therapy
The PREVAIL Trial

David K. Holmes Ts, MD,* Saibal Kar, MD,: Matthew 1. Pric Il'l'.]lﬂl'lt — 45 dﬂ}'

Shephal K. Doshi, MD,9 Kenneth Huber, MD, 0 Vivek ¥, Red Warkarine o o achii INR 2.0-3.0
Aspirin: 31 mg while on warfarin
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(LAA) oaclision was noninferior to warfarin for stroke preventio

OBJECTIVES The goal of this study was to assess the safety

patients with NVAF compared with long-term warfarin therap
METHODS Th L o trial furthe d the affica *5 N E “ " E Hnmm

&5 randomize urther assessed the oy ) . ) .
who had a CHADS; (congestive heart failure, hypertension, ag . —— . i e .
transient ischemic attack) score =2 or 1and another risk facto Aspirin: 325 mg* Aspirin: 81 mg while on warfarin
241 ratio) to undengs LAA oocclusion and subsequent disconting [tl:lldﬂg'd-' s ﬂupidugrd. Mo
chronic warfarin therapy (control group, n = 138). Two afficac 4‘
RESULTS At 18 months, the rate of the first coprimary efficac w
and cardiovasoular] unex plained deathl was 00064 in the device E Hmu"'-s "Fear:
[95% credible interval (Crl}: 0.57 to 1.89]) and did not achieve & Months — 5 Years Warfarin: Discontinued when seal is adequate
B5%6 Crl =1.75). The rate for the second coprimary efficacy endy Warfarin: No A=pirin:
versis 0.0200 (risk difference 00053 [95% Crl: -0.0190 to 0 Aspirin: 325 mg* On warfarin - 51 mg
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formance goal Using a broader, more inclisie definition of adv Clopi I No
LAA Closure Device in Patients With Atnial Fibrillation Versus Ly
(4. 2% vs. B.7%; p = 0.004). Pericardial effusions requining surg
thase requining pericandior entests decreased from 2.9% to 159 FIGuRE 1 Medotion Gukdelnes Tor Sublecs n the Devioe Group

CONCLUSIONMS Inthis trial, LAA ooclusion was noninfesior t
poest -procedure. Although noninferlority was not achieved for
comparable in both anms. Procedur al safety has significantly it
ooclusion ks a ressonable altemative to warfarin ther apy for str
absolute contraindication to short-tenm warfarin thesapy. (J A
College of Candiology Foundation.
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Outcomes in the Post-FDA Approval
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Complications
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Treated Surgically 12 (0.31%) ¢ %E*}ﬂz 7&% zli é:"‘ $ 7@ 0.24%
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Recommendations for LAA closure/occlusion/excision
Furopean Heart jumd (012) 33, 709047 ESC GUIDELINES

sunoreny doi10.1093feurheartjlehs23
Recommendations Class® Level® Ref® e

o FXEFAM. KANRFEERW
FRRETERAECEHERT A

Interventional, percutaneous
LAA closure may be

considered in patients

with 2 high stroke risk and o 118 b2k & p7iE GEHEAK-FB)
contraindications for long- ( . .

term oral anticoagulation. & WEXTMANEFHESE, AFH
Surgical excision of the LAA Bef 47 B 72 0 B A, AT 2% 38 A AIE 3
may be considered in patients b TH#HEHFE GEEAFC) .

undergoing open heart

surgery.

Camm AJ, et al, Eur Heart J. 2012; 33, 2719-2747
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Recommendations

After surgical occlusion or exclusion

of the LAA, it is recommended to
continue anticoagulation in

at-risk patients with AF for stroke
prevention.

LAA occlusion may be considered
for stroke prevention in patients
with AF and contra-indications for
long-term anticoagulant treatment
(e.g. those with a previous
life-threatening bleed without a
reversible cause).

Surgical occlusion or exclusion of
the LAA may be considered for
stroke prevention in patients with
AF undergoing cardiac surgery.

Surgical occlusion or exclusion of the

LAA may be considered for stroke
prevention in patients undergoing
thoracoscopic AF surgery.
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LAA Closure
. - . Percutaneous LAAO IS Not
is Readv for Prime Time | S
g Ready for Prime Time
Horst Sievert,
CardioVascular Center Frankfurt - CVC,
Frankfurt, Germany
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