
VIASTAR Trial: One-Year Results1 

GORE®, VIABAHN®, and designs are trademarks of W. L. Gore & Associates. © 2015 W. L. Gore & Associates, Inc. 

Product with radiopaque markers planned for European availability in 2016. 



VIASTAR Trial Design1 

Physician-initiated randomized trial conducted at seven centers in Europe 
GORE® VIABAHN® Endoprosthesis with PROPATEN Bioactive Surface* 
versus bare-metal stent (BMS) for treatment of long SFA disease 

GORE®, PROPATEN, VIABAHN®, and designs are trademarks of W. L. Gore & Associates. © 2015 W. L. Gore & Associates, Inc. 

* Note: The GORE®  VIABAHN® Endoprosthesis with PROPATEN Bioactive Surface is known in some markets as the 
  GORE®  VIABAHN® Endoprosthesis with Heparin Bioactive Surface. 



VIASTAR Trial Randomization1 
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141 patients randomly allocated to treatment1 

72	  pa&ents	  allocated	  to	  GORE®	  VIABAHN®	  
Endoprosthesis	  (Intent-‐to-‐Treat)	  
6	  pa&ents	  excluded	  from	  analysis	  

	  1	  screening	  failure	  
	  3	  incorrect	  treatment	  
	  2	  study	  medica&on	  not	  received	  

69	  pa&ents	  allocated	  to	  BMS	  (Intent-‐to-‐Treat)	  
6	  pa&ents	  excluded	  from	  analysis	  

	  4	  screening	  failure	  
	  1	  incorrect	  treatment	  
	  1	  consent	  withdrawn	  

	  

66	  pa&ents	  analyzed	  (Per-‐Protocol)	  
	  61	  pa&ents	  1	  month	  follow-‐up	  
	  58	  pa&ents	  6	  month	  follow-‐up	  
	  57	  pa&ents	  12	  month	  follow-‐up	  
	  7	  pa&ents	  lost	  to	  follow-‐up	  
	  2	  pa&ents	  died	  

63	  pa&ents	  analyzed	  (Per-‐Protocol)	  
	  61	  pa&ents	  1	  month	  follow-‐up	  
	  57	  pa&ents	  6	  month	  follow-‐up	  
	  52	  pa&ents	  12	  month	  follow-‐up	  
	  8	  pa&ents	  lost	  to	  follow-‐up	  
	  3	  pa&ents	  died	  



Patient Demographics1 

Patient demographics similar across treatment groups. 
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Lesion Characteristics1 

Lesion characteristics similar across treatment groups. 
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Primary Patency1 
Per-Protocol Analysis* 

Patency advantage with GORE® VIABAHN® Endoprosthesis 
amplified in lesions ≥ 20 cm. 

All Lesions Lesions ≥ 20 cm 

When treating lesions at the same TASC II level, BMS were 
2.71 times more likely to lose patency. 
* Kaplan-Meier patency calculated at the end of the follow-up window 

GORE®, VIABAHN®, and designs are trademarks of W. L. Gore & Associates. © 2015 W. L. Gore & Associates, Inc. 



Clinical Improvement1 

ABI significantly higher in the GORE® VIABAHN® Endoprosthesis group at 
12-month followup. 

GORE®, VIABAHN®, and designs are trademarks of W. L. Gore & Associates. © 2015 W. L. Gore & Associates, Inc. 



Safety Endpoints1 

Total number of events similar across treatment groups. 
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Statistically fewer restenoses in GORE® VIABAHN® Endoprosthesis group. 
No statistical difference in occlusions or incidence of ALI. 
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Restenosis and Occlusions1 
Per-Protocol Analysis: 12-month follow-up 



VIASTAR Clinical Study Conclusions1 

•  “When treating PAD in patients with long diffuse femoropopliteal artery 
disease, [the use of the GORE® VIABAHN® Endoprosthesis with PROPATEN 
Bioactive Surface yields] clinical and patency benefits compared with BMS.”1 

•  Superior primary patency at one year in the GORE® VIABAHN® 
Endoprosthesis group in the per-protocol analysis. 

•  Patency advantage with GORE® VIABAHN® Endoprosthesis amplified in 
lesions ≥ 20 cm. 

•  When treating lesions at the same TASC II level, BMS were 2.71 times more 
likely to lose patency. 

•  Significantly higher ABI in patients treated with GORE® VIABAHN® 
Endoprosthesis than with BMS at one year.  

•  No statistical difference in occlusions or incidence of ALI. 

GORE®, PROPATEN, VIABAHN®, and designs are trademarks of W. L. Gore & Associates. © 2014 W. L. Gore & Associates, Inc. 



Products listed may not be available in all markets. 
 
EVERFLEX is a trademark of Covidien. LIFESTENT is a trademark of Edwards LIfesciences Corporation. S.M.A.R.T.® is a 
trademark of Cordis Corporation. GORE®, PROPATEN, VIABAHN®, and designs are trademarks of W. L. Gore & Associates. 
© 2015 W. L. Gore & Associates, Inc.     AU0075-EU1     JULY 2015 

References 
 
1.  Lammer J, Zeller T, Hausegger KA, et al.  Heparin-bonded covered stents versus bare metal stents for complex 

femoro-popliteal artery lesions: the randomized VIASTAR trial.  Journal of the American College of Cardiology 
2013;62(15):1320-1327. 

 

Note: The GORE® VIABAHN® Endoprosthesis with PROPATEN Bioactive Surface is 
known in some markets as the GORE® VIABAHN® Endoprosthesis with Heparin 
Bioactive Surface. 


