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Trial Objec�ve • The objec�ves of this pivotal clinical trial are to
evaluate the safety and effec�veness of the
PASCAL System for transcatheter tricuspid
valve repair with OMT compared to OMT alone
in the treatment of pa�ents with symptoma�c
severe tricuspid regurgita�on.

Randomiza�on • 2:1 Randomiza�on ra�o to the Pascal System
and OMT (233 Pa�ents) or OMT alone (117
Pa�ents)

Key Inclusion • Func�onal and/ or degenera�ve TR graded as
sever or greater on TTE assessed by the echo
core lab

• NYHA Class II-IVa or heart failure hospitaliza�on
in the prior 12 months

Key Exclusion • LVEF ≤ 25%
• Primary non degenera�ve tricuspid disease
• Previous tricuspid valve repair or replacement

that would interfere with placement of PASCAL
• Severe aor�c, mitral and/or pulmonic stenosis

and /or regurgita�on
• Known history of untreated severe symptoma�c

caro�d stenosis (>50% by ultrasound) or
asymptoma�c caro�d stenosis (>70% by
ultrasound




