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Product Overview




Total Endoluminal Bypass:
Preventing In-Stent Restenosis

Individual results may vary.

The GORE® VIABAHN® Endoprosthesis covers and seals off the diseased
and irregular tissue of the vessel wall. In contrast, a bare nitinol stent covers
only a small portion of the diseased lumen.



Features and Benefits

« CARMEDA® BioActive Surface (CBAS® Heparin Surface)
— Intended to provide thromboresistant surface

— Proprietary covalent bond
— Sustained bioactivity!

« ePTFE Lining
— Intended to limit in-stent restenosis

* Nitinol Stent
— Conformable yet durable






Endoprosthesis Sizing Table




1. Gain access to appropriate 2. Pre-dilate with appropriately 3. Confirm initial landing zone
lesion with the guidewire. sized balloon. before deployment.

4. Slowly pull deployment 5. Seat balloon well inside 6. Land proximal edge at least
knob in a smooth motion. device during touch-up. 1 cm into healthy vessel.



Directions for Use — AVR




GORE® VIABAHN® Device in
AV Access Revision



Mechanical Properties




Compliant with the Mechanical Forces
within the Native Vasculature

e More than 500,000 GORE® VIABAHN® Endoprostheses
sold worldwide

» Very low incidence of reported fractures
— < 0.015% reported commercially*
— None reported in the 24-month
Gore REVISE Clinical Study,
including across the elbow

e Capable of longitudinal compression with little residual force

o Superb flexibility



Compliant with the Mechanical Forces
within the Native Vasculature

e Flexion

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

— Outstanding bending and flexibility

e Durability

— “One premise is that the SFA ... undergo[es]
unique and severe conformational changes that
can literally pull apart a metal device (stent).”3

— Very low incidence of reported fractures (< 0.015%)



Mechanical Forces: Flexion




Mechanical Forces: Flexion (continued)




Mechanical Forces:
Longitudinal Compression




Clinical Performance




Reported Patencies of GORE® VIABAHN®
Endoprosthesis in the SFA (1338 Limbs, 17 studies)




GORE® VIABAHN® Endoprosthesis
In Long Lesions




Competitive Data — BMS




Key Studies: McQuade 2010

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



Clinical Performance — AVR







Diffuse In-stent Stenosis Is the Common
Faillure Mode of Bare Metal Stents




Flexibility to Conform with the Anatomy




48.The Gore REVISE Clinical Study 49-Semin Intervent Radiol.
Courtesy of William DaVanzo, MD 2011;28(1):128-130.



48.The Gore REVISE Clinical Study
Courtesy of William DaVanzo, MD



48.The Gore REVISE Clinical Study



Stents / Stent-Grafts to Maintain
Secondary Patency




Key Study: Gore REVISE Clinical Study 48




Continued Device Evolution
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25 cm GORE® VIABAHN® Endoprosthesis
Longest Stent or Stent-Graft Available




GORE® VIABAHN® Endoprosthesis
Lowest Profile Stent-Graft




GORE® VIABAHN® Endoprosthesis
with Contoured Edge




Reason for Contoured Edge Modification







Non-contoured




CBAS® Heparin Surface: Unigue Bioactive
Heparin Bonding Technology
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Sustained Bioactivity?!

 Anchored to the endoprosthesis surface
 Bonded heparin does not elute (data on file)
* Intended to provide sustained thromboresistance



Acute Thromboresistance

« lllustration of thromboresistant characteristics exhibited by the
CBAS® Heparin Surface

GORE® VIABAHN® Endoprosthesis Control Endoprosthesis
with PROPATEN Bioactive Surface

The bioactive luminal surface of a 5 mm diameter GORE® VIABAHN®
Endoprosthesis with PROPATEN Bioactive Surface appears free of
thrombus after two hours in an in vitro blood loop model. The non-bioactive
luminal surface of a control endoprosthesis (5 mm diameter) appears
covered with thrombus after 90 minutes in the same blood loop model.
(data on file)
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Products listed may not be available in all markets. @
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