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RESHAPE-HF2 Trial
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RESHAPE-HF2 trial

TEER vs. medical therapy alone in patients with heart failure and mitral requrgitation

o Conclusion
Mitral transcatheter edge-to-edge repair (M-TEER) reduced CV death and heart failure (HF)-related
hospitalisations, with improved health status, in patients with HF and moderate to severe functional mitral
reqgurgitation (FMR) vs. optimal medical therapy alone.

o Impact on clinical practice

These results support the use of TEER in patients with moderate to severe FMR who currently have

limited treatment options.

0 Study objectives
The RESHAPE-HF2 trial investigated the efficacy and safety of M-TEER vs. optimal guideline-directed
medical therapy alone in surgery-ineligible patients with moderate to severe FMR.

Stud lati o
==() Study population -3

L

* Surgery-ineligible patients
with HF (NYHA class =2) despite
optimal medical therapy

* LVEF =20% and <50%
* MR grade 3+ or 4+

* Recent HF hospitalisation or
elevated plasma natriuretic
peptides

==() Who and what?

patients

X  @n

M-TEER Optimal medical
+ optimal medical therapy therapy alone

=== Where?

30 centres in 9 countries

==() Primary endpoints

HF hospitalisations and CV death within 24 months
(per 100 patient-years)

¥  MTEER —————O0 37.0 Rate ratio 0.64;
95% Cl 0.48-0.85;

@5) Control ————— O 58.9 p=0.002

HF hospitalisations within 24 months (per 100 patient-years)

¥ MTEER ———026.9 Rate ratio 0.59;

95% Cl 0.42-0.82;
B control ————O 578 p=0.002

Mean change from baseline to 12 months in Kansas City
Cardiomyopathy Questionnaire overall score

& METEES 2 2E18 Difference +10.9;
95% Cl 6.8-15.0;
@ﬂ Control ——O +8.0 p<0.001
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A Composite of Hospitalization for Heart Failure or Death from
Cardiovascular Causes
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Revisiting secondary MR

threshold severity
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Trial intervention

TEER vs. control

TEER vs. control

TEER vs. control

Age, years 72+11 70+£10 70+10
Sex (male) 64% 75% 80%
Aetiology—ischaemic 61% 59% 65%
EuroSCORE II, median (IQR) NR 6.6 (3.5-11.9)° 5.3 (2.8-9.0)
6-min walk distance, m 240 (146-331) 310+ 126° 292+ 107
ACEIl or ARB or ARNI 67% 84% 82%
Beta-blocker 90% 90% 96%
Diuretics 89% 99% 95%
SGLT2 inhibitor NR NR 9%
NYHA lIl/IV 61% 67% 75%
NT-proBNP, pg/mL 5174 + 6567° 3407 (1948-6790)° 4185 £ 4340
2745 (1407-5385)
eGFR, mL/min/1.73 m? 49+ 26 50 +20 56 + 21
LV ejection fraction, % 31+ 9 336 318
LV end-diastolic volume, (mL/m?) 101 + 34 135+ 35 110 + 40°
EROA, cm® 041+0.15 0.31£0.10 0.25
Severe MR (EROA > 0.4 cm?) 41% 16% 14%

Mortality, control group
All heart failure hospitalization,

control group

2 years: 46.1%

2 years: 67.9 per 100 2 years: 106.9 per 100

patients-years

2 years: 34.2%

patients-years

2 years: 29.6%

2 years: 46.6 per 100

patients-years

TEER vs. Surgical

CABG vs. control

7148 61+9
60% 82
44% 100%

3.0 (1.7-4.3) NR
347 (240-400) 307+ 113
70% NR
84% NR
NR NR
10% NR
86% 52%
NR NR
57 +21 NR
43+12 27+8
86 + 30° 138 + 46
0.20+0.10 0.30°
NR 21%

1 year: 8.3%° 5 years: 55%"
1 year: 3% NR

Lancellotti P, Sugimoto T, Back M. Eur Heart J Open 2024;4:0eae084.



Revisiting secondary MR threshold severity
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Evolution of diagnostic criteria for
functional severe MR

CABG vs. CABG + MV-repair COAPT

in moderate ischemic MR (positive result)
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Management of HF by Early TEER

Heart failure progression
EROA Stage B Stage C Stage D
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MITRA-FR
SHAPE-HF2
=20mm?

Progression of MR Decline in LV contractility



Key messages

v The RESHAPE-HF2 trial highlights the need to reconsider the current
EROA threshold for secondary MR intervention.

v TEER has shown to be beneficial even in patients with lower MR
severity, suggesting that earlier intervention could improve outcomes.

v A more dynamic and integrated approach, considering both MR
severity and LV remodeling, is essential for optimizing patient
selection and treatment success.



