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rocedure

After 7mm Nitinol Stents
SFA Occlusion

3/23/07 60 year old male, end-stage renal disease and claudication




onth Follow-Up

Equipment Cost Increase 270%!!
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In-stent Restenosis PTFE Stent Graft

2/29/08 recurrent claudication
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FA angioplasty in clinical trial
hs: nitinol stents for restenosi

or: additional nitinol
Actual Hospital Cost Overhead Total

$11,035 $6,747 $17,782

Surgery date 12/30/10 Physician Medicare Reimbursement (3 procedures $2620) Grand Total $34,620
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Zilver PTX
Study Design

Primary
Randomization

Enrollment

Secondary

Failed PTA Successful PTA

Randomization

Provisional
Bare Zilver

Provisional
Zilver PTX




24-Month Effectiveness
Primary Patency (PSVR < 2.0): Zilver PTX vs. PTA
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Primary Patency
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Proven Drug Effect at 24-Months
Patency (PSVR < 2.0): Provisional Zilver PTX vs. BMS
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Zilver PTX 16.6%
Bare Zilver 35.9%
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Zilver PTX Registry
Baseline Lesion Characteristics

Lesions 900
Lesion length (mm) 100 £ 82
Diameter stenosis 851 16%

A 26%
TASC 2000 class " 22%

C 25%

D 14%
Lesions >7 cm 48%
Lesions > 15 cm 22%
Total occlusions 38%
Restenosis (all) 24%
In-stent restenosis (ISR) 14%




Freedom from Event
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Primary Patency

Freedom from TLR
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(PSVR < 2.5)
Time (months) 6 12 24
Free from TLR 98.3% | 91.1% | 84.3%
Patent 97.2% | 86.2%

0 6 12 18 24

Months




binations
sibilities

PTX Coated

PTX Coated

PTX Coated

PTX Coated




2sn’t Everyone Rec'




al Barriers




Barriers










i

are Delivery System

3arriers
not aligned!







