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Increased Use of Bioprosthetic Valves and VIV-TAVR
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BVF Technique: How to do it?
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Gaps in Knowledge and Objective

« Outcomes 2 S_mgll observational stt_Jdies

« Aortic valve area « Limited and selected sites

« Long-term durability  Lack of a control group
OBJECTIVE

To compare the safety and efficacy of VIV-TAVR with or without BVF
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Methods

BVF attempted before VIV-TAVR
BVF attempted after VIV-TAVR

Echocardiographic
aortic valve area and
mean gradient

Registry were identified
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Study Flow: Safety Outcomes

S3/U VIV-TAVR
December 2020 — March 2022
n = 2975
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n = 466 (75%) Comparison - 112%)



Study Flow: Echocardiographic Outcomes
Includes only patients with known true internal diameter of surgical valve

S3/U VIV-TAVR
December 2020 — March 2022
n=1085
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Primary
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Preimplant Postimplant Secondgry PE:&;’]F:}:M
n = 55 (22%) n = 189 (76%) Comparison n =6 (2%)
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In-Hospital Safety Outcomes: BVF vs No BVF

OR [95% CI] p-value

> % All-cause Mortality = 2.51[1.30, 4.84] <0.01
E g Cardiac Death L 2.47 [1.13, 5.39] 0.02
E O  stroke —— 1.25[0.52, 2.98] 0.62
O 8 All-cause Mortality or Stroke et — 1.94 [1.13, 3.33] 0.02
> o Life-threatening Bleeding & 2.55[1.44, 4.50] <0.01
_cg GE) Major Vascular Complication - & 2.06 [0.95, 4.44] 0.07
CC) 8 New Requirement for Dialysis  —® 1.31[0.35, 4.90] 0.69
8 S New Pacemaker - 1.41[0.76, 2.64] 0.28
n O New-Onset Atrial Fibrillation y L 2.17 [0.87, 5.43] 0.10
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Echocardiographic Outcomes*: BVF vs No BVF

Aortic Valve Area (cm?) Mean Valve Gradient (mm HQ)

0 (0]
Baseline Discharge Baseline  Discharge 30 Days
No BVF n=673 n =656 No BVF n =835 n=779 n=611
%% CRF’
TCT IPTW Analysis; Hemodynamic outcomes are adjusted, patient n are unadjusted

True ID was an additional covariate for adjusted hemodynamic outcomes
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In-hospital Safety Outcomes:
Preimplant and Postimplant BVF
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Favors BVF Favors No BVF

OR [95% CI] p-value

2.90[1.21, 6.94] 0.02
3.42[1.25,9.37] 0.02

2.02[0.88,4.63] 0.10

2.11[0.88,5.10] 0.10
1.91[0.68, 5.40] 0.22
1.64 [0.68, 3.97] 0.27
1.88 [0.98, 3.60] 0.06

IPTW Adjusted, Significantly different
*No stroke observed in the preimplant cohort



Mean Valve Gradient (mmHg):
Preimplant and Postimplant BVF

Preimplant vs No BVF vs No BVF

Baseline Discharge 30 Days Baseline Discharge 30 Days
Preimplant n =55 n=49 n=35
No BVF n =835 n =779 n=611 No BVF n =835 n=779 n=611
%% CRF’
TCT IPTW Analysis; Hemodynamic outcomes are adjusted, patient n are unadjusted
*True ID was an additional covariate for adjusted hemodynamic outcomes



Conclusions

In contemporary U.S. experience with BVF as an adjunct to S3/U
ViV-TAVR, BVF was associated with:

- Early hazard of in-hospital mortality

- Risk of mortality appears higher when BVF is performed prior to ViV-TAVR

- Modest differences in echocardiographic gradients and aortic valve area —

far less than previously reported

- Long-term risk/benefit of BVF needs to be further characterized

- Opportunity to standardize BVF indications, technique and post-procedural
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