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Conceptual Basis of LAA Closure
Does Site-Specific Therapy Make Sense?




Stroke Severity in (N)OAC & LAAC Trials
Non-Disabling vs Disabling/Fatal
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Ischemic Stroke Severity in LAAC vs OAC

Comparison of MRS Scores
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European ACP multicenter registry Korean multicenter LAAO registry YONSEI Stroke Registry
(N=1,047, Dec 2008 — Nov 2013) (N=142, May 2013 — Jan 2017) (N=429, Jan 2013 — Jan 2017)
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Ischemic Strokes are more severe when occurring in
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Efficacy of LAAC in Stroke Prevention
Recent Registry Data: CAP (S yr) / CAP2 (2 yr) & EWOLUTION (2 yr)
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Efficacy of LAAC in Stroke Prevention
LAAC FDA Studies & Large Multicenter Registries
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Efficacy of LAAC in Stroke Prevention
CMS Claims Data (n=13,627)
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Efficacy of LAAC in Stroke Prevention
PRAGUE-17: RCT of LAAC vs NOACs
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PRAGUE-17 Trial
Baseline Characteristics (n = 402 pts)

NOAC (n = 201) LAAC (n = 201)

Age (years) 73.2+7.2 73.4+6.7
Male gender (%) 130 (64.7%) 134 (66.7%)
AF type  Paroxysmal (%) 67 (33.3%) 53 (26.4%)
Persistent (%) 46 (22.9%) 47 (23.4%)

LS persistent (%) 16 (8.0%) 18 (9.0%)
Permanent (%) 72 (35.8%) 83 (41.3%)

CHA_DS_-VASc 4.7 +1.5 4.7 +1.5
CHA_DS,-VASc > 6 (%) 54 (26.9%) 56 (27.9%)

HAS-BLED 3.0+0.9 3.1+0.9
Heart failure (%) 90 (44.8%) 88 (43.8%)
Hypertension (%) 186 (92.5%) 186 (92.5%)
| Diabetes mellitus (%) 90 (44.8%) 73 (36.3%)
History of cardioembolic event (%) 69 (34.3%) 73 (36.3%)
History of Ml (%) 39 (19.4%) 30 (14.9%)
History of bleeding/bleeding predisposition 95 (47.3%) 109 (54.2%)

P.Osmancik / P.Neuzil / VY.Reddy, ESC Congress — LBC1 (2019)



Treatment characteristics
LAAC & NOAC Arms
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PRAGUE-17: Primary Endpoint

Cumulative Incidence Function (mITT Population)

Cumulative incidence

w0 . @ray’s test: p=0.44

Subdistribution HR: 0.84 (0.53 - 1.31), p = 0.44
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PRAGUE-17: Primary Endpoint

Cumulative Incidence Function (Per Protocol Population)

Cumulative incidence

50% A
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Mean follow-up: 20.8 + 10.8 mo (695 pt-yr)
P.Osmancik / P.Neuzil / VY.Reddy, ESC Congress — LBCT (2019)
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mITT 0.84 (0.53 — 1.31) 0.44
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PRAGUE-17: Primary Endpoint

Cumulative Incidence Function (On-Treatment Population)

Cumulative incidence
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Secondary Endpoint: All Stroke/TTA

Cumulative Incidence Function (mITT Population)
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Secondary Endpoint: Cardiovascular Death
Cumulative Incidence Function (mITT Population)
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Secondary Endpoint: Bleeding

Cumulative Incidence Function (mITT Population)
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Mean follow-up: 20.8 £ 10.8 mo (695 pt-yr)
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PRAGUE-17

Conclusions
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LLAA Closure

Randomized Clinical Trials
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ASAP-TOO
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Contraindication to OAC
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@ LAAC vs NOAC
' CATALYST: FDA Randomized Clinical Trial

Non-Valvular AF
CHAZDSZ-VASC >3
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What is the Optimal Time for the Follow-Up TEE?

Results of a Two-Center Analysis

Drug ' Aspirin Aspirin Aspirin
Regimen (D)OAC 1 Clopldogrel :
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Peri-Device Leaks After LAAC
Obliteration with Coils
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Novel LAAC Devices for Stroke Prevention
Status in the United States
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Novel LAAC Devices for Stroke Prevention
Status in the United States

Watchman-FLX
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Novel LAAC Devices for Stroke Prevention
Status in the United States

Watchman-FLX Amulet

e PINNACE-FLX (Watchman-FLX): Data to be presented soon (? HRS
e AMULET IDE (Amulet vs Watchman): In follow-up
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The Transeptal Puncture
Making the Difficult Case Easy ... or Vice Versa
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