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Update on Improvements in TAVR including
alternative access and when is SAVR currently
indicated
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Survival for Patients With Aortic Stenosis
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Billion $ industry behind TAVR! TAVR and Alternative Access

92% transfemoral

Carotid, axillary, aortic, trans-caval, transapical
Reducing profile

imaging and preop planning is key!

Serial dilation, ballon angioplasty

Endo conduit (iliofemoral stenting)
Atherectomy

Shockwave

Experience of operator




TAVR in Asymptomatic AS Patients

| Hazard ratio, 0.49 (95% Cl, 0.40-0.62)

Clinical surveillance
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Years since Randomization

No. at Risk
TAVR 455 391 362 284 140
Clinical surveillance 446 354 281 186 108
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Years from Procedure Years from Procedure
No. at risk: No. at risk:
TAVR 496 490 480 465 443 422 388 352  TAVR 496 490 480 465 443 422 389 352

Surgery 454 427 410 395 381 361 343 310 Surgery 454 427 410 395 380 361 343 310
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Low-risk TAVR trial
(o #amen: - PARTNER 3 Study Design

Symptomatic Severe Aortic Stenosis

Low Risk/TF Assessment by Heart Team
(STS < 4%)

1:1 Randomization
1000 Patients

TAVR Surgery

(SAPIEN 3 THV) (Surgical Bioprosthetic Valve)

Clinical follow-up: 30 days, 6 mos, & 1 — 10 yrs annually;
Echo follow-up: 30 days, 6 mos, 1 — 5 yrs annually, 7, & 10 yrs
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Years from Procedure
Number at risk:
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TCT Surgery 454 37 349 328 310 288 265 229
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NAVITOR™ VALVE FLEXNAV™ DELIVERY SYSTEM

S,
STABILITY AND ACCURACY.

* Low 5.0 mm minimum vessel diameter for
uncompromised smallvessel access*

« Enhanced flexibility for excellent deliverability

« stable deploymentand accurate valve placement

INTELLIGENT DESIGN.
+ Smart PVL-sealing Naviseal™ Cuff
+ Excellent single-digit gradients*

* Uncompromised coronary ac
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BE TAVR vs. SE TAVR

30 Days

Evolut SAPIEN
(N=355) ( )

Pacemaker implant
Prosthetic valve endocarditis
Coronary artery obstruction
Acute kidney injury stage 2/3
Cardiovascular hospitalizations
Hospital readmission

Clinical valve thrombosis

Sub-clinical valve thrombosis.

12 Months

SAPIEN
(N=361)

Evolut X+
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TAVR Has Many Shortcomings!

In a study of 1,324 real-world
patients, the SAPIEN 3 Ultra
valve demonstrated:
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Discharge 5.7%

3M Study? FAST-TAVE
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Longevity unproven!

Paravalvular leak

6.5% 48% 6%

PARTNER 3 OCEAN Registry*
=496 n=404

TVT Registry®
=1,324

Life expectancy and TAVR for BAV

SAVR — better mid-term survival
than TAVR

Difference persists after risk
adjustment

Possible reasons:

= Response to PVL in low-flow state
= Differences driven by early mortality
(6 months)
= Heart team bias
(older, higher-risk TAVR patients)

th of valve preference
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Life-time Management &
Coronary Access in BE TAVR
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TAVR in BAV
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Impact of valve morphology on cli
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1-Year Clinical Outcomes

Outcome TAVR (%) SAVR (%) Risk Difference (95% CI) P
Clinical Outcomes — 1 year
Composite 2150 1182 963(0.35,1961) —a— 00
Death 610 205 405(:131,941) . 014
Stroke. 730 265 484(-1.96,11.25) — 017
Heart Failure Hospitalization 1387 972 415(4.71,13.00) ——— 036
Negative Control Outcome - 1 year
Preumonia 450 354 0.96(4.58,6.51) R 073
Urinary Tract Infection 447 392 054(4.33,5.52) - 083
20 10 0 10 20

*Partal F-Statstic for Instrumental Variable: 563.05
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Mini right Thoracotomy SAVR

What is current role of SAVR

Young patients

Redo AVR (Russian doll effect)

Bicuspid Aortic valve

Patients with poor access low coronary hights
Patients with very small or large aortic annulus
Patients with atrial fibrillation/stroke

Patients with root/ascending over 4.5cm
Aortic Valve repair
Multi-component operations (CABG, other valves)

Conclusions

TAVR is a transformative approach for majority of
patients with isolated aortic valve stenosis!

Minor difference between SE and BE TAVR
Long-term results for TAVR needed

A Plethora of Supporting Data

RESEARCH ARTICLE

Improved operative and recovery times
with mini-thoracotomy aortic valve
replacement

TAVR has shortcomings

SAVR is here to stay
OB |




