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Table 1. Acceptable Endpoint Criteria Based on Medical Literature

STUDY ENDPOINT | TARGET VALUE | 95 % CONFIDENCE BOUND
Acute Success > % 280 %
Chronic Success >90% 280%
Major Complications <23% < T
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Table 1. Original and Proposed New Objective Performance Criteria

Mechanical Valve Bioprosthetic Valve

Proposed New Proposed New

Adverse Event Original OPC Aortic Mitral Original OPC Aortic Mitral
Thromboembolism 30 1.6 2.2 25 15 13
Valve thrombosis 0.8 0.1 0.2 0.2 0.04 0.03
All hemorrhage 35 14
Major hemorrhage 15 16 14 0.9 0.6 0.7
All paravalvular leak 12 12
Major paravalvular leak 0.6 03 05 0.6 03 02
Endocarditis 1.2 03 03 12 0.5 04

OPC = objective performance criteria,

‘
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TRANSGATHETER V5. SURGICAL AORTIC-VALVE REPLACEMENT

Transcatheter
worticvahe-.._

Figure 1 TranscatheterAorticVabe Replacement.

The transcaheter vaive s psitioned tthelevel ofthe naive aortic vave during the final step of vl replacement,
when the balloon isi i the native vabve d brief period of rapid ventricular pacing. The deli

s shoun after it has taverse he aort retrograde over a icewite fom it point of inserion inthe femaral artery
{rensfemoral placement). Befoce belloon inflation, the valve and balloan are collapsad on the catheter (dark blue) and
fitwithin the sheath (blus). After balloon inflaion, the calcfid native valve (upper pane) i replaced by the expanded
transcatheter valve (lower panel, shown in short-axis view from the aortic side of the valve).

pendix). According to the results of this evalua- STUDY OVERSIGHT
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TAVI 4328

TAVI
Surgery (AVR) ’? o [
~65% ~25% |[~10%

Extr
Risk*
TAVR in 2014
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* Extreme risk = “inoperable” ’
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(Clinical Evaluation of New Heart Valve Prostheses:
Update of Objective Performance Criteria

YingXing Wu, MD, Eric G. Butchart, FRCS, Jeffrey S. Borer, MD, Ajit Yoganathan, PhD,
and Gary L. Grunkemeier, PhD

Medical Data Research Center, Providence Health and Services, Portland, Oregon; Department of Cardiothoracic Surgery, University
Hospital of Wales, Heath Park, Cardiff, United Kingdom; Division of Cardiovascular Medicine and the Howard Gilman Institute for
Heart Valve Diseases, State University of New York Downstate Medical Center, Brooklyn, New York; and School of Mechanical

Engineering, Georgia Institute of Technology, Atlanta, Georgia
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Table 1. Original and Proposed New Objective Performance Criteria

Mechanical Valve Bioprosthetic Valve

Adverse Event

Thromboembolism
Valve thrombosis

All hemorrhage

Major hemorrhage

All paravalvular leak
Major paravalvular leak
Endocarditis

OPC = objective performance criteria,
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