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Learning Objectives

- To review short and long-term clinical outcomes of VIMAC in MITRAL | EFS.
- To identify the strategies that resulted in those outcomes.

- To describe strategies in the MITRAL Il trial and enrollment update.
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MITRAL Trial

Mitral Implantation of TRAnscatheter vaLves
91 patients extremely high surgical risk (STS PROM >15% or M&M >50%)

SAPIEN XT SAPIEN 3
Inclusion Criteria

NYHA Il or greater
|

‘l’ ‘l’ A4

Valve-in-Valve Valve-in-Ring Native MV (MAC)
n=30 n=30 n=31*
Severe MS (MVA £1.5 cm2) Severe MS (MVA 1.5 cm2) Severe MS (MVA £1.5 cm2)
At least Moderate-Severe MR At least Moderate-Severe MR Severe MR + Moderate MS

15 (48.4%) Transseptal
15 (48.4%) Transatrial
1 (3.2%) Transapical

100% Transseptal 100% Transseptal

e First 2 patients in MAC arm were treated with SAPIEN XT, al subsequent patients were treated with SAPIEN 3 valves

W * 1 withdrew consent 3 weeks post TMVR



Mitral Implantation of TRAnscatheter vaLves
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NYHAClass | [Kaplan-MeierSurvival Curvefor VIMAC| |  NYHAClass |
pe0.03 {paired, nef) pEOO0T (paired, ns10)
P=00105 (paired, n=11) p=0.02 (paired, n=14)
Hmn- i E‘ g e 1 Hmn :
¢ 75 m E £ L < 75 ]
g B — -
B 713 625 g 504 Treatment arm B ;
v 501 = —— Transatrial 5 ° T
B E 1 — Transseptal & iy
o [ - noe] =053 E = 50
2 267 3 2 =
o —— 0 o ]
Screening 30 Days 1 Year 0 _5 . s = 1 Screening 30 Days 1 Year
MiClass| [1Cass il [ Class Il BN Chass IV Time since prCEdL"e (mnnths) PiClazs| [ 7Class I 7 Cla=s Il B9 Clazs IV
Transatrial

Transseptal

ayo ek

MAYO
CLINIC

@ Guerrero, et al. JACC Interv 2021;14:830-845.




Cardiac CT MAC Score

CT-Based MAC Score
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Guerrero, et al. JACC Imaging 2020;13:1945-57.

&y Guerrero, et al. JACC Interv 2021;14:830-845.

10.8 mm |

10.6 mm

Mean Cardiac CT MAC Score 6.8 + 1.64

Zero THV embolizations!




TMVR in MAC Global Registry

Valve embolization or migration (entire cohort n=72)
5 embolizations and 7 migrations=12/72 (16.7%)

MAC score 27=9.7%
MAC Score <6=60% <mmmmm p <0.001
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VIMAC

Role of Alcohol Septal Ablation

16 non-transatrial TMVR procedures

Transseptal=15, Transapical=1
]

S
1t TMVR in the trial (TS) was complicated with LVOTO | _ Bail out
Proof of concept

Treated with bail-out alcohol ablation (Dr. O’Neill)

Generated concept of

2st TMVR in the trial (TA) was complicated with LVOTO : :
Treated with bail-out alcohol ablation at Evanston Hospital - Preemptive ablation
LVOT gradient recurred the following day weeks prior to TMVR
¥
50% underwent

14 additional transseptal TMVR procedures - . .
(7 pretreated with alcohol septal ablation weeks prior to TMVR) Preemptive ablation
weeks prior to TMVR

A
100% discharged from the hospital
100% alive at 30 days




1-year Mortality

he \
“““hv\ﬁ
40% Transatrial= 38.5% 40% ~
g?: 350 ‘ETE‘ 35% -
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5 ransseptal= 26.7%
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MITRAL Trial MAC arm, n=30 eligible for follow-up (STS 8.6 + 8.2%) Tendyne Global EFS, n=100 (STS 7.8 + 8.7%)
Guerrero et al, JACC Cardiovasc Inter 2021 Apr 26;14(8):830-845. Sorajja, et al JACC 2019;73:1250-60.
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3 {2;:% MITRAL Trial MVIMAC 2-Year Mortality
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ViMAC MITRAL Trial

Mitral Implantation of TRAnscatheter vaLves TR

102

CENTRAL ILLUSTRATION 5-Year Outcomes of Mitral Valve-in-Valve, Valve-in-Ring, and
Valve-in-MAC
5-Year MITRAL Trial Results
A Survival
100% A
80% _
_ MVIV: 79%
g P <0.001
2 60%
5
3
£
o
® . MVIR: 36 1 1
3 a0 * | «mm Old patients with
a VIMAC: 33% . Y
- multiple comorbidities
0%{ P=0.00025
6 é 1|2 1IB 2|4 3ID 3IG 4|2 4|8 5|4 GICI
Months Since Procedure
E No. at risk:
£—VIMAC 31 24 19 18 17 17 14 1 10 9 9
E == MVIR 30 26 23 19 16 14 14 12 10 10 10
E = MVIV 30 29 29 28 28 28 28 26 25 25 22

Guerrero et al. J Am Coll Cardiol Intv 2023;16(18):2211-2227.




5-Year Outcomes

MR Reduction NYHA Class KCCQ Scores
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5-Year Outcomes

Mitral Valve Gradient at 5 Years
16
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MITRAL Il Pivotal Trial

Mitral Implantation of TRAnscatheter vaLves

A High surgical risk patients b m.}
av]//?\(\) ¥<‘r’ oD 0

R\ )‘z}/@, o

W Severe MAC with Severe MS ( MR :

SAPIEN 3 SAPIEN 3 Ultra
Valve-in-MAC Natural History

n=110 " n=100
100% Transseptal spitalization for HF at 1 year

CT MAC score 27 ) )
Patients not candidates

Alcohol Septal ablation for MV intervention
RF Ablation NCT 04408430 or not interested in intervention
or LAMPOON IDE G200074
Allowed if Neo-LVOT <200mm?2
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How to Prevent LVOT Obstruction

FIGURE 7 Algorithm for Management of LVOT Obstruction Risk Before TMVR
Adequate Ana tﬂl‘ﬂ}" far
Anchoring THVY
| NeolWVOT Assessment |
I
| 1
¥ L)
| Frame NeolLWVOT < 200 mm2 | | Frame NeolVOT = 200 mm?
|
7 3
Skirt NeoLVOT <200 mm? | | Skirt NeoLVOT > 200 mm? | Procead with THVR
l l withou
Suitable Anatomy Interaction of THV with LV
For Septal Ablation? endocardium?
» Suitable Septal
Perforator Yes Mo . . g
- Diastolic Septal Skirt >250mmZ2 in challenging cases?
il e : : i.e. heavily calcified anterior leaflet?
Mo Yes Alcohol Septal Suitable
1 ‘II Ablation and Anatomy For
- Repeat CT LAMPOON?
Consider RF Alcohol Septal T
Ablation and Ablation and -
Proceed with
Repeat CT Repeat CT LAMPOON-
Facilitated TMVR

CHiNie Eleid, Guerrero, et al. JACC Interv 2023;16:885-895.
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Summary

o MITRAL EFS findings:
In carefully selected patients, Transseptal VIMAC was associated with:
A 30-day mortality lower than predicted by the STS score
1 and 2-year mortality similar to Tendyne and early TEER experience.
Low 33% survival at 5 years

Survivors experienced sustained improvement of symptoms and Quality of Life &
stable THV performance at 5 years

o The MITRAL Il trial:
Evaluates transseptal VIMAC in high-risk patients with a MAC score of 7
Expanded strategy to decrease the risk of LVOTO:
Allows septal modification (alcohol and/or RF) & leaflet modification (LAMPOON)
Enrollment ongoing, >90% complete.
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Thank You

guerrero.mayra@mayo.edu

mayraguerrero@me.com
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