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TRIAL OBJECTIVE

A randomized clinical trial evaluating enVast coronary thrombectomy and PCI to conventional
PCl in STEMI patients with large thrombus burden.

PRIMARY ENDPOINT
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SAFETY MEASURES

enVast Conventional PCI

(N=178) (N=78)
MACE - no. (%) 1(1.3) 3(3.8)
Death - no. (%) 0 (0) 2 (2.6)
MI - no. (%) 1(1.3) 1(1.3)
Stroke - no. (%) 0 (0) 2 (2.6)
Stent thrombosis - no. (%) 0 (0) 1(1.3)
BARC Bleeding - no. (%) 34 (3.8) 35 (10.3)

Vessel dissection/perforation - no. (%) 0 (0) 0 (0)



SECONDARY ENDPOINTS RECANALIZATION & REPERFUSION
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TRIAL CONCLUSION

In STEMI patients with large thrombus burden undergoing primary PCI within 8 hours of symptom onset, enVast assisted mechanical thrombectomy,
compared with conventional PCI, was associated with reduced infarct size.




TRIAL DESIGN & RIGOR

- 156 patients, randomized 11, in an open-label, multicenter, superiority trial
- Conducted at 11 centers across Switzerland, Italy and the Netherlands

- STEMI patients presenting within 8 hours of symptom onset

- TIMI thrombus grade 23 in the infarct-related artery

- All MRI images and ECGs were assessed in a blinded manner by independent
core laboratories

- Clinical safety events independently adjudicated by reviewers blinded to
treatment assignment

BASELINE AND PROCEDURAL CHARACTERISTICS

Conventional Conventional

Baseline Characteristics (ilnl/??sat) PCI Procedural Characteristics (T\ln:/isst) PCI
(N=78) (N=78)
Age - yr 62.5 (56-71) 62.5 (55-75) Multivessel disease - no. (%) 41 (52.5) 62 (43.6)
Male sex - no. (%) 63 (80.8) 62 (79.5) IRA-Right Coronary - no. (%) 34 (43.6) 35 (44.9)
Killip 11, Il or IV - no. (%) 1 (14.1) 12 (15.4) IRA-Left Ant. Descending - no. (%) 31 (39.7) 32 (41.0)
Prior Ml - no. (%) 1(1.3) 3(3.8) IRA-Left Circumflex - no. (%) 13 (16.7) 12 (15.4)
fgr;f’io:‘mh f)::.e(t%) 30 (38.5) 31(39.7) Manual thrombectomy - no. (%) 2 (2.6)* 31 (39.7)*
Direct stenting - no. (%) 51 (68.0)* 24 (31.2)*
Post-dilatation - no. (%) 39 (52.0) 51 (66.2)

Total amount of contrast - (ml) 150 (100-200) 140 (100-180)

* Denotes p<0.05

Read the full NATURE publication
in JACC:

Indication: The enVast Thrombectomy Device is indicated for the non-surgical removal of thrombus burden from coronary blood vessels; use with adjunctive VESALIO, INC.
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