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Multicenter, Randomized, Non-Inferiority Trial

OBJECTIVE: To evaluate the safety and efficacy of the PASCAL system vs.
the MitraClip system for transcatheter treatment of severe symptomatic
degenerative mitral regurgitation.

INCLUSION CRITERIA:
* 3+ or 4+ degenerative mitral regurgitation
* M-TEER candidate suitable for both

PASCAL and MitraClip systems
PATIENTS * Prohibitive surgical risk

VS.
PASCAL (N=117) MITRACLIP (N=63)

PRIMARY ENDPOINT

Safety endpoint, a composite major adverse event rate, occurred
in 3.4% in PASCAL vs. 4.8% in MitraClip, met non-inferiority.

Efficacy endpoint, MR <2+, for PASCAL vs. MitraClip:
96.5% vs. 96.8%, met non-inferiority.

CONCLUSION

Among patients with severe degenerative mitral regurgitation with prohibitive surgical
risk, the CLASP IID trial demonstrated safety and effectiveness of the PASCAL system
and was non-inferior to the MitraClip system.
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