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Product Overview




Product Overview

THE GORE® VIABAHN®
ENDOPROSTHESIS IS THE
ONLY STENT-GRAFT WITH AN
SFA INDICATION




Product Overview

CONTRAINDICATIONS

Non-compliant lesions where

full expansion of a balloon dilatation
catheter cannot be achieved during
pre-dilatation, or where obstructions
cannot be dilated sufficiently to allow




Total Endoluminal SFA Bypass:

Preventing Trans-Mural Tissue Prolapse

The GORE® VIABAHN®
Endoprosthesis covers and seals

off the diseased and irregular tissue
of the arterial wall. In contrast, a

bare nitinol stent covers only a small
portion of the diseased arterial lumen.

Individual results may vary.




Features and Benefits

ePTFE + NITINOL = CONFIDENCE

GORE®, VIABAHN®, and designs are trademarks of W. L. Gore & Associates.

ePTFE Lining
e Limits in-stent restenosis

Nitinol Stent
 Conformable yet durable

Contoured Proximal Edge




Contoured Edge

Precision laser trimming
technology enables
manufacturing change

Excess graft material is removed

Contoured trim is on proximal
edge only




Endoprosthesis Description

Contoured proximal edge

Ultra-thin wall ePTFE tube

GORE®, VIABAHN®, and designs are trademarks of W. L. Gore & Associate




TIP to HUB Deployment

O

Guidewire Access Balloon Dilatation Device Location




Clinical Lessons Learned

Avoid non-complicated lesions

Ensure adequate inflow and outflow
(i.e., at least one vessel run-off)

Correct sizing is key

Land device at least 1 cm into healthy vessel proximally
and distally to the lesion for obstructive disease




Mechanical Properties




Compliant with the Mechanical Forces
of the SFA

GORE®, VIABAHN®, and designs are trademarks of W. L. Gore & Asso

More than 250,000 GORE® VIABAHN®
Endoprosthesis sold worldwide

Very low incidence of reported
fractures ( < 0.02%)

Capable of longitudinal compression
with little residual force




Mechanical Forces in the SFA

THE GORE® VIABAHN® ENDOPROSTHESIS IS
CAPABLE OF LONGITUDINAL COMPRESSION

WITH LITTLE RESIDUAL FORCE

Longitudinal Compression
*“From the supine position to the fetal position,




Mechanical Forces in the SFA

Flexion

 “The curvature of the femoral vessels was studied and
guantified in stretched and flexed positions...Three or more
small curves were seen proximal to the knee joint in all

volunteers”?!
The GORE® VIABAHN® Endoprosthesis




Clinical Performance




Reported Patencies of GORE® VIABAHN®
Endoprosthesis in the SFA (1103 Limbs, 17 Studies)




GORE® VIABAHN® Endoprosthesis
SFA Average Primary Patency

More than 1,100 Limbs in 17 Independent Studies*

7%
2




GORE® VIABAHN® Device One Year Primary
Patency in the SFA Based on Lesion Length

More than 1,100 Limbs in 17 Independent Studies*
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GORE® VIABAHN® Device One Year Primary
Patency in SFA Randomized Studies

100%

80%

60%

Primary Patency

40%

Lesion Primary Patency

Study Length (cm) 2 3 4

Saxon 7.0
VIBRANT 19
McQuade 25.6
Kazemi 15.0




GORE® VIABAHN® Device, Bare Nitinol Stent,
and PTA Patency in SFA Randomized Studies

¢ GORE® VIABAHN® Device
Bare Nitinol Stent
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» More reports exist for using
GORE® VIABAHN® Endoprosthesis
in longer lesions

« Patency rate of GORE® VIABAHN®
Endoprosthesis does not seem
largely associated with lesion length




Recent Key Papers




Recent Key Papers: McQuade 2010

Randomized comparison of percutaneous GORE® VIABAHN® Endoprosthesis
Stent-Grafts versus prosthetic femoral-popliteal bypass in the treatment of
superficial femoral arterial occlusive disease

GORE® VIABAHN® ePTFE or Dacron® Bypass
Endoprosthesis (n = 50) (n =50)

Diameter 57 mm 7.4 mm

Length 25.6 cm

TASC Il Aand B n =39 n =35

TASCIICand D n =11 (22%) n =15 (30%)
Primary Secondary Primary Secondary

1 Year Patency 72% 83% 76% 86%

2 Year Patency 63% 74% 63% 76%

3 Year Patency 63% 74% 63% 76%

4 Year Patency 59% 74% 58% 71%




Recent Key Papers: Kougias 2009

Value of the GORE® HEMOBAHN® / VIABAHN® Endoprosthesis in the
subintimal treatment of long lesions of the superficial femoral artery

GORE® VIABAHN® Angioplasty
Endoprosthesis (n = 31) (n =57)

Length (cm) 23 19
Occlusions 100

Patency Definition Flow by duplex, ABI > 0.15 above baseline,
pulse, no symptoms

Primary Patency 75% 28%

Secondary Patency 84% 37%




Reason for Modification




Contoured Edge: Canine Model

IVUS demonstrates device apposition
to artery.

Post-mortem dissection demonstrates
device apposition to artery.




Current US Clinical Study




REVISE (US)

Sponsor W.L. Gore & Associates

Principal Tom Vesely, MD, Vascular Access Center, Frontenac, MO
Investigator

Objective To establish efficacy & safety of the GORE® VIABAHN® Endoprosthesis (6—13 mm)
when used to revise arteriovenous prosthetic grafts at the venous anastomosis in the
maintenance or re-establishment of vascular access for hemodialysis.

Design Randomized GORE® VIABAHN® to POBA, multi-center

Primary Target Lesion Primary Patency at six months
Endpoints

Secondary Clinical success, technical success, access circuit primary patency, assisted primary,
Endpoints secondary patency and treatment area secondary patency evaluated to 24 months

Status Currently enrolling
(initiated September 2008)
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Bare Nitinol Stenting and
PTA Randomized Studies

Prospective, Randomized Prospective, Randomized
Studies on Bare Nitinol Stenting Studies on PTA

« RESILIENT (Edwards Lifesciences <« RESILIENT (Edwards Lifesciences

Corporation LIFESTENT Device) Corporation LIFESTENT Device)
Pre-market approval study for Pre-market approval study for US FDA

US FDA « FAST (BARD® LUMINEXX Device)






















