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Trial Design: AMETHYST was a randomized (2:1) trial of the Interceptor PLUS distal protection device (n = 533) vs. control distal protection group (n = 267) in patients undergoing PCI of a saphenous vein graft (SVG). Primary endpoint was MACE (death, MI, or repeat revascularization) at 30 days, evaluated for noninferiority. 
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Results


 In the control group, the GuardWire device was used in 194 patients and FilterWire in 73 patients


 Device success did not differ (90.5% for Interceptor PLUS vs. 93.8% for control, p = 0.13)


 Primary endpoint of MACE at 30 days met criteria for noninferiority between groups (Figure)


 Majority of MACE was made up of MI events (Figure)


Conclusions


 Among patients undergoing PCI of SVG, use of the Interceptor PLUS distal protection device was noninferior to the control distal protection group for endpoint of MACE at 30 days


 While distal embolization protection devices have not shown success in native coronary lesion PCI, use of such devices has shown benefit in PCI of SVG lesions


 Although the novel Interceptor PLUS distal protection device was not superior to current distal protection devices, it may provide a third choice for distal protection device use
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