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Patients at Risk
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Majority of risk for stroke after TAVR is immediately after
TAVR.

Continued risk of stroke is constant and low after TAVR
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O Stroke remains an issue (4% averaae rate) in contemporarv TAVR studies
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Stroke risk is decreased compared to early feasibility
trials (but not much) and is still a significant clinical
problem
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Cardiovascular Surgery

Stroke After Aortic Valve Surgery

Results From a Prospective Cohort

Steven R. Messé, MD; Michael A. Acker, MD; Scott E. Kasner, MD; Molly Fanning, BS;
Tania Giovannetti, PhD; Sarah J. Ratcliffe, PhD; Michel Bilello, MD, PhD:;
Wilson Y. Szeto, MD; Joseph E. Bavaria, MD; W. Clark Hargrove, III, MD;

Emile R. Mohler III, MD; Thomas EF. Floyd, MD;
for the Determining Neurologic Outcomes from Valve Operations (DeNOVO) Investigators

Conclusions—Clinical stroke after AVR was more common than reported previously, more than double for this same
cohort in the Society for Thoracic Surgery database, and silent cerebral infarctions were detected in more than half
of the patients undergoing AVR. Clinical stroke complicating AVR is associated with increased length of stay and
mortality. (Circulation. 2014;129:2253-2261.)



Strokes = 34 patients (17%; 95% ClI, 12-23%)
TIA = 4 patients (2%; 95% ClI, 0 -4%)
25 “strokes” were not included in STS database

No stroke in STS
n=25
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STS database reported 13 patients (6.6%) with stroke
but 4 did not have stroke by DeNOVO (alcohol
withdrawal, no deficit by day 7)
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Number Location

All patients with clinical stroke in control arm of Sentinel Trial
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Change in Overall z-score (follow-up - baseline)
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DW Imaging
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Definitions of Stroke — NeuroARC Document
Serious underestimation of risk without proper neurologic evaluation
Large number of “covert strokes”
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Favors TAVR Favors Suraeryv

Welghted Difference -5. 2% Superiority Testlng
Mortality Upper 2-sided 95% CI _-2. 4% p-value < 0.001

We|ghted Difference -3. 5% Superlorlty Testlng
Stroke Upper 2-sided 95% CI -1. 1% p-value = 0.004

Welghted Difference +1. 2% Super|or|ty Testmg
AR > Moderate Lower 2-sided 95% CI +0. 2% p-value = 0.0149
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Comprehensive Analysis - PARTNER

April 2007 — October 2015

PARTNER 1 (N=3159) PARTNER 2 (N=2805)
1A (High Risk) 2A (Intermediate Risk) PARTNER 2 S3 (N=1661)
TAVR vs SAVR TAVR vs SAVR > Intermediate Risk TAVR
Registry
1B (Inoperable) 2B (Inoperable) Sapien 3
TAVR vs. Medical Tx Sapien vs. Sapien XT

\ | J

| B |

Median Follow-up

1:1 Proplensity Matching SAVR: 2 years
TF-TAVR vs. SAVR
Matching caliper 0.1 TF-TAVR: 1.5 years
96% SAVR cases matched
Final Propensity As Treated PARTNER 1 PARTNER 2 S3 Total
Matched Study  |TF-TAVR 406 602 196 1204
Population SAVR 306 898 0 1204

Kapadia, JACC, 2018, accepted



Association of Stroke and 1 Year Quality of Life
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1. 30-day major stroke risk lower in TF-TAVR.

2. Similar pattern of early-peaking (<24 hours) and nearly constant late
neurologic risk between SAVR and TF-TAVR.

3. Major, but not minor, strokes are associated with lower QOL at 1-year.
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