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General

Study Status

Ongoing

Application Number /
Reguirement Number

P130021 5076/ PAS001

Diate Original Protocol
Accepted

08/17/2020

Date Current Protocol
Accepted

Study Mame

Cont F/u Low Risk Premarket Cohort

Device Name

Medtronic CoreValve Evolut R System, Medtronic CoreValve Evolut PRO System, and Medtronic Evolut PRO+ System

General Study Protocol Parameters

Study Design Prospective Cohort Study
Data Source MNew Data Collection
Comparison Group No Control

Analysis Type Descriptive

Study Population Adult: »21

Detailed Study Protocol Parameters

Study Objectives

Continued follow-up of all 148 subjects who were enrolled in the Bicuspid Registry under IDE G160022. The objective of this study is to
characterize the clinical outcomes annually through 10 years post-procedure.

Study Population

All living subjects who were enrolled in the Bicuspid Registry.

Sample Size

148

Key Study Endpoints

All-cause mortality, all stroke (disabling and nondisabling), life-threatening bleeding, acute kidney injury at stage 2 or 3, coronary artery
obstruction requiring intervention, major vascular complication, valve-related dysfunction requiring repeat procedure, new permanent
pacemaker implantation, prosthetic valve endocarditis, prosthetic valve thrombosis, New York Heart Association (NYHA) classification,
Kansas City Cardiomyopathy Questionnaire (KCCQ) score, and hemodynamic performance metrics by Doppler echocardiography.

Follow-up Visits and
Length of Follow-up

10 years. All subjects are followed annually through 10 years post procedure.

Cont Flu Low Risk Premarket Cohort Reporting Schedule

Fage Last Updated: 10/09/2023

Reporting Schedule Dﬁ?epg:e FDADF;?:;:EiD{ Aﬁiﬂlfr:i':ltl;ﬂ
Status

1 year report 0373172021 0373072021 On Time
2 year report 033112022 031232022 On Time
3 year report 03/3172023 0372772023 On Time
4 year report 03/317°2024

B year report 0373172025

& year report 0:3/3172026

T year report 0373172027

& year report 0313112028

9 year report 03/317°2029

10 year report 03/3172030
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