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Recommendations for Intervention for Chronic Primary MR/2:E MR

ACC/AHA CLINICAL PRACTICE GUIDELINE

2020 ACC/AHA Guideline for the Management
of Patients With Valvular Heart Disease

A Report of the American College of Cardiology/American Heart
Association Joint Committee on Clinical Practice Guidelines

6. In severely symptomatic patients (NYHA class
Ilor IV} with primary severe MR and high or
prohibitive surgical risk, transcatheter edge-to-
edge repair (TEER) is reasonable if mitral valve
anatomy is favorable for the repair procadure
and patient life expectancy is at least 1 year.'"'8

#2EMMR

7

Symptoms due to MR
(Stage D)
(regardless of LV
function)

Severe MR (VC 20.7 cm,
RVol 260 mL, RF 250%,
ERO 20.40 cm* )

:

No symptoms due to MR

(Stage C)

l

v

SREMEMRDBE

MAEIRTE (NVHAOSZ3EU< (34) DEERIREEMREEY 2%
z7. FiiaURXVEMNE U < (TFMEZERER -~ vpran. mmz
FHICHF—FILFERCEL, EERGHLEN L5354 HFREI
edge-to-edgel&Eilizzmy =]
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High or prohibitive
surgical risk with
anatomy favorable
for transcatheter
approach and life
expectancy >1y

Transcatheter
edge-to-edge MV
repair (2a)

v

Circulation. 2021;143:e00—€00. DOI: 10.1161/CIR.0000000000000923

MV repair at primary
or CVC (2a)

LV systolic dysfunction Nermal LV systolic
(Stage C2) function (Stage C1)
(LVEF 260% or (LVEF >60% or
ESD 240 mm) ESD <40 mm)
, ; | *
Expected surgical Progressive
mortality <1% with increase in LV
+ * >95% likelihood of .m ™ size or decrease
successful and durable in LVEF on at
i ir wi i least 3 studies
Degen_eratlve My Rheumatic MV disease repair without residual
disease MR
I I
Successful and durable Successful and durable
repair possible repair possible
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ACC/AHA CLINICAL PRACTICE GUIDELINE HERETEMR

2020 ACC/AHA Guideline for the Management
of Patients With Valvular Heart Disease

A Report of the American College of Cardiology/American Heart
Association Joint Committee on Clinical Practice Guidelines

Severe MR Stage D

ey IEF>X Undergoing
RIS 8 (RVol 260 mL, RF 250%,
= LAIL £RO 20,40 e ) chee
1. In patients with chronic severe secondary MR
related to LV systolic dysfunction (LWVEF <50%)
who have persistent symptoms (MYHA class
I, I, or IV) while on optimal GDMT for HF v Y
2a {Stage D), TEER is reasonable in patients with | LVEF 250% | ‘ LVEF <50% |
appropriate anatomy as defined on TEE and l l
with LVEF between 20% and 50%, LVESD <70 v :
mm, and pulmonary artery systolic pressure persistent w’::g'j‘::iﬂ
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2020 ACC/AHA Guideline for the Management
of Patients With Valvular Heart Disease

A Report of the American College of Cardiology/American Heart
Association Joint Committee on Clinical Practice Guidelines

MR may develop in patients with preserved LV systolic function who
have progressive LA dilation, leading to enlargement of the mitral
annulus and malcoaptation of the leaflets. This may arise in
conditions such as HF with preserved LVEF, restrictive
cardiomyopathy, and nonobstructive hypertrophic cardiomyopathy.
These patients often have associated AF, which may contribute

to the progression of LA and annular dilation, thus increasing the
severity of MR and successful ablation of AF may reduce or eliminate
MR.
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1. Packer M et al. NEJM 1996;334:1349-1355; 2. SOLVD Investigators. NEJM 1991;325:293-302; 3. Swedberg K et al. Lancet 2010;376:1988;
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Transcatheter Mitral Valve Rep..f
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MitraClip®

Transcatheter Mitral V-M Repair

TTE Screening of MR for MitraClip®
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Primary Efficacy Endpoint

100% (30/30)
86.7% (26/30)

Implant Rate
Acute Procedural Success

* Four subjects were non-APS due to MR>2+ at discharge
— MR Severity for non-APS patients remained the same or improved

— NYHA Classification for non-APS patients remained the same or
improved

— Procedure and clip did not appear to exacerbate the mitral insufficiency
or clinical condition

Primary Safety Endpoint

Through 30 Days 31 Days Through 1 Year
(CEC-Adjudicated) (Site-Reported)

% Patients
(n/N)

% Patients

Category of MAE (niN)

# Events

# Events

Death 0.0 (0/30) o] 3.3% (1/30) 1
Stroke 0.0 (0/30) 0] 0.0 (0/30) 0
Myocardial Infarction 0.0 (0/30) 0 0.0 (0/30) 0
Renal Failure 0.0 (0/30) 0] 3.3% (1/30) 1
Non-elective cardiovascular

surgery for device or procedure 0.0 (0/30) 0 0.0 (0/30) 0
related adverse events

MAE rate (%) 0.0 (0/30) [1] 6.7% (2/30) p

Note: All data through 44 and 393 days post index procedure are included for the 30-Day and 1-Year MAE rate, respectively
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37% INCREASE IN MITRAL VALVE SURGERY OVER 6 YEARS 80% INCREASE IN MITRAL VALVE SURGERY OVER 6 YEARS DUE
DUE TO MITRACLIP: ALL CENTERS, GERMANY" TO MITRACLIP: UNIVERSITY OF VIRGINIA, UNITED STATES?
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S
37019 ‘NCRE:)TO 2014
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3 3
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M
0 0 -
2008 2009 2010 2011 2012 2013 2014 2007 2008 2009 2010 2011 2012 2013 201
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ISOLATED SURGICAL MITRALVALVE ~ MITRACLIP PROCEDURES ISOLATED SURGICAL MITRAL VALVE MITRACLIP PROCEDURES

*Voluntary recall of MitraClip for 6 months in 2011.
Data source: German Federal Statistics Office databases (DRG statistics) for TMVr and mitral valve surgery for the period 2010 through 2014.

. . . — 1. Pietzsch JB, Weber SA, Pietzsch ML, Conradi L. Adoption of transcatheter mitral valve repair in Germany: Utilization patterns and case volumes compared to mitral valve
ProprIEta rya nd confidential — do not distribute surgery in the period 2010-2014. Value in Health. 2016;19:A356.

2. Downs E, Lim S, Ragosta M, et al. The impact of a percutaneous mitral repair program on surgical mitral valve volume. J Thorac Cardiovasc Surg. 2015;150(5):1093-1097.
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STRUCTURAL INTERVENTIONS VALVULAR THERAPIES

Occlusion therapies, including congenital Transcatheter and open-surgical
heart and stroke-risk reduction valve repair and replacement
a PATENT DUCTUS ARTERIOSUS MITRAL VALVE DISEASE

AORTIC VALVE DISEASE

ATRIAL SEPTAL DEFECTS AND
PATENT FORAMEN OVALE

VENTRICULAR
SEPTAL DEFECTS
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SURGICAL MARKET LEADERSHIP

Mechanical Valves
>2 million implanted

16+ YEARS

ATHETER EXPERIENCE

Transcatheter Mitral Valve Repair

100K patients treated
Tissue Valves
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LEADERSHIP BEYOND QUESTION FOR CONFIDENCE BEYOND MEASURE

Atrial Septal Patent Patient Patent Ductus Delivery System
Defects Ductus Foramen Ovale Arteriosus AMPLATZER™
AMPLATZERT Arteriosus AMPLATZER™ AMPLATZER™ TREVISIO™
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