
The aim of the HighLife Eu/Au and US Early Feasibility Study is to 
evaluate feasibility, short and long-term safety and performance of 
the HighLife 28mm TSMVR and its delivery systems at 30 days. We 
report interim results of the first 30 consecutive cases with clinical 
and echocardiographic outcomes at 30 days.
FFrom June 2019 till July 2021, 14 activated sites in 7 countries and 
3 continents have enrolled 230 patients of which 31 were accepted 
by the screening committee and treated with the Highlife TSMVR 
system. We report on 30 patients having completed a minimum of 
30 day follow-up. All except the first four patients have been 
implanted using remote teleproctoring.

Interim results show excellent valve performance:

All 30 procedures successfully performed to date have resulted in good technical 
success (90%) in a high surgical risk patient population with moderate/severe and 
severe MR, with a good primary safety endpoint and a high primary efficacy 
endpoint. Additionally, these cases demonstrate that HighLife’s 3-step TSMVR 
procedure can be successfully implanted using teleproctoring support.

(Note: Site and Core Lab reported)


