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STUDY DESIGN

Prospective, multicenter, nonrandomized

75 subjects enrolled

Primary outcome: major adverse event (MAE) rate at nine
months

Independent Clinical Events Committee (CEC) and core
laboratory analysis
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PRIMARY OUTCOME (N = 75)

EverFlex" and Protege™ GPS™ Stents
The MAE rate at nine months defined as a composite of

periprocedural death, in-hospital myocardial infarction (Ml),

clinically driven target lesion revascularization (TLR), and
amputation of the treated limb through nine months post
procedure.

9-month MAE

0.0%  Peripocedure death

0.0%  In-hospital Ml

1.2%  Clinically driven TLR

0.0%  Amputation of the treated limb
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EverFlex™ Self-expanding Peripheral Stent with Entrust™ Delivery System
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(inch)

(mm)

EVX35-06-020-080*  EVX35-06-020-120* EVX35-06-020-150* 6 20 5 0.035 4.5-5.5
EVX35-06-040-080 EVX35-06-040-120 EVX35-06-040-150 6 40 5 0.035 4.5-5.5
EVX35-06-060-080 EVX35-06-060-120 EVX35-06-060-150 6 60 5 0.035 4.5-5.5
EVX35-06-080-080 EVX35-06-080-120 EVX35-06-080-150 6 80 5 0.035 4.5-5.5
EVX35-06-100-080 EVX35-06-100-120 EVX35-06-100-150 6 100 5 0.035 4.5-5.5
EVX35-06-120-080 EVX35-06-120-120 EVX35-06-120-150 6 120 5 0.035 4.5-5.5
EVX35-07-020-080* EVX35-07-020-120* EVX35-07-020-150* 7 20 5 0.035 5.5-6.5
EVX35-07-040-080 EVX35-07-040-120 EVX35-07-040-150 7 40 5 0.035 5.5-65
EVX35-07-060-080 EVX35-07-060-120 EVX35-07-060-150 7 60 5 0.035 5.5-6.5
EVX35-07-080-080 EVX35-07-080-120 EVX35-07-080-150 7 80 5 0.035 5852655
EVX35-07-100-080 EVX35-07-100-120 EVX35-07-100-150 7 100 5 0.035 5.5-6.5
EVX35-07-120-080 EVX35-07-120-120 EVX35-07-120-150 7 120 5 0.035 5,565
EVX35-08-020-080*  EVX35-08-020-120* EVX35-08-020-150* 8 20 5 0.035 6.5-7.5
EVX35-08-040-080 EVX35-08-040-120 EVX35-08-040-150 8 40 5 0.035 G575
EVX35-08-060-080 EVX35-08-060-120 EVX35-08-060-150 8 60 5 0.035 6.5-7.5
EVX35-08-080-080 EVX35-08-080-120 EVX35-08-080-150 8 80 5 0.035 G575
EVX35-08-100-080 EVX35-08-100-120 EVX35-08-100-150 8 100 5 0.035 6.5-7.5
EVX35-08-120-080 EVX35-08-120-120 EVX35-08-120-150 8 120 5 0.035 6.5-7.5
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SERP65-09-20-80*  SERP65-09-20-120* 9 20 6 0.035 7.5-8.5
SERP65-09-30-80*  SERP65-09-30-120* 9 30 6 0.035 7.5-85
SERP65-09-40-80 SERP65-09-40-120 9 40 6 0.035 7.5-8.5
SERP65-09-60-80 SERP65-09-60-120 9 60 6 0.035 7.5-8.5
SERP65-09-80-80 SERP65-09-80-120 9 80 6 0.035 7.5-8.5
SERP65-10-20-80*  SERP65-10-20-120* 10 20 6 0.035 85-9.5
SERP65-10-30-80*  SERP65-10-30-120* 10 30 6 0.035 85-9.5
SERP65-10-40-80 SERP65-10-40-120 10 40 6 0.035 85-9.5
SERP65-10-60-80 SERP65-10-60-120 10 60 6 0.035 85-9.5
SERP65-10-80-80 SERP65-10-80-120 10 80 6 0.035 8.5-9.5
SERP65-12-20-80*  SERP65-12-20-120* 12 20 6 0.035 9.5-11.0
SERP65-12-30-80*  SERP65-12-30-120* 12 30 6 0.035 9.5-11.0
SERP65-12-40-80 SERP65-12-40-120 12 40 6 0.035 9.5-11.0
SERP65-12-60-80 SERP65-12-60-120 12 60 6 0.035 9.5-11.0
SERP65-12-80-80 SERP65-12-80-120 12 80 6 0.035 9.5-11.0
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EverFlex™ Self-expanding Peripheral Stent with Entrust™ Delivery System
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