SUTURELESS VALVE IMPLANTATION VIA
MINIMALLY INVASIVE APPROACH: RESULTS
FROM THE INTERNATIONAL PROSPECTIVE

MANTRA STUDY

OBJECTIVE

To report the early real-word clinical and
hemodynamic performance from the MANTRA
study in patients undergoing isolated
minimally invasive aortic valve replacement
(MI-AVR) with the Perceval Plus sutureless
bioprosthesis.
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METHODS

MANTRA is an ongoing “umbrella”

prospective, multi-center, international post-
market study designed to collect real-life safety
and performance data on Corcym devices
(Corcym S.r.l., Saluggia, Italy).

Clinical and echocardiographic outcomes
collected preoperatively, at discharge and at
each follow up. KCCQ-12 and EQ-5D-5L
guestionnaires collected preoperatively and at
the 30-day visit.
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PATIENTS RESULTS - SAFETY

Overall Population (N=141)

141 patients underwent isolated MI-AVR in 19 International institutions with implant of the
Perceval Plus valve. Patients were enrolled from July 2021 to October 2023 and enrollment is
still ongoing.

Baseline and operative data

Overall Population (N=141)

Age (year) — [meanzSD] 71.716.1

30-day outcomes

Female [n (%)] 76 (53.9%)

Euroscore Il — [meantSD] 1.8+1.5

Biscuspid valve [n (%)] 24 (17%)

Mini-sternotomy approach [n (%)] 69 (48.9%)

Mini-thoracotomy approach [n (%)] 72 (51.1%)

N (%)
All deaths 1(0.7%)
Re-intervention 0 (0.0%)
Stroke 2 (1.4%)
Acute Kidney Failure 1(0.7%)
Myocardial Infarction 1(0.7%)
Endocarditis 0 (0.0%)
Permanent pacemaker implant 4 (2.8%)
Atrial Fibrillation 5 (3.5%)

Mean cross-clamp time (min) — [meanSD] 52.8%17.7

Mean CPB time (min) — [meanzSD] 82.5+30.5

Implant success at first attempt [n (%)] 136 (96.5%)

RESULTS - HEMODYNAMICS PERFORMANCE

ICU stay (days) — [median (IQR)] 2.0 (1.0; 2.0)

RESULTS - QUALITY OF LIFE
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EQ-5D-5L VAS score

KCCQ-12 summary score
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Baseline 30 Days
MPG [mmHg] — [meanzSD] 49.9+16.9 10.9+4.8
PPG [mmHg] — [meanxSD] 83.4+28.8 19.3+7.3
EOA [cm?] — [meanzSD] 0.76+0.20 1.6710.51
PVL mild (%) - 3.9%
PVL moderate-severe (%) - 0%

CONCLUSIONS

In this prospective multicenter study, MI-AVR with the Perceval Plus sutureless
valve confirmed to be safe, reproducible and effective, providing excellent clinical
recovery at the 30-day follow-up, pacemaker implant rate aligned with standard
AVR, with moderate-to-large improvements of Quality of Life and a good early
hemodynamic performance.
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