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Background: Initial Japan Experience



Study Objectives

Purpose

• To confirm device efficacy and safety in the clinical setting after the launch of 
the GORE® VIABAHN® Endoprosthesis for the treatment of symptomatic 
peripheral arterial disease in the superficial femoral arteries (SFA)



Study Device



Methods

• Enrollment Period:  August 2016 – July 2017

• Pre-specified follow-up:  1 month; 1, 2, 3, 4, 5 years

• Expected Target Patients:  SFA lesions ≥10cm in length with reference vessel diameters 
ranging from 4.0 to 7.5mm 

• Effectiveness endpoints:

 Primary, Primary-assisted and Secondary Patencies

 Limb salvage:  Absence of major amputation (assessed at 12 months) were limb salvage 

 Freedom from target lesion revascularization

 Clinical improvement:  change in ABI relative to baseline assessment

• Device safety: occurrence of device- or procedure-related serious adverse events (SAEs) 
through the end of the 12 month visit window (395 days) and occurrence of stent fracture at 
12-month assessment.



Patient Population and Limb Characteristics

Patient characteristics N = 321

Age, years (N=318) 73.9 ± 8.7

Male (N=321) 248 (77.3)

Hypertension (N=321) 271 (84.4)

Diabetes (N=321) 176 (54.8)

Coronary artery disease (N=321) 138 (43.0)

Congestive heart failure (N=321) 26 (8.1)

Chronic obstructive pulmonary disease (N=321) 25 (7.8)

Renal failure requiring dialysis (N=321) 74 (23.1)

Smoking history (N=306)

   Current smoker 79 (25.8)

   Former smoker 153 (50.0) 

Chronic limb-threatening ischemia 85 (26.5)

Mean ABPI 0.60 ± 0.16

Limb characteristics N = 324

Prior PAD treatment (N=324) 72 (22.2)

TASC C/D (N=320) 277 (86.6)

ABI (N=292) 0.60 ± 0.16

Lesion length, cm (N=324) 23.6 ± 6.6 

Maximum percent stenosis (N=324) 97.2 ± 6.3 

Total occlusion (N=324) 228 (70.4)

Moderate/severe lesion calcification (N=324) 129 (39.8)

Reference vessel diameter (proximal to lesion) (N=317) 5.9 ±1.0

Reference vessel diameter (distal to lesion) (N=317) 5.2±0.8

Patent tibial runoff vessels (N=324)

   0 9 (2.8)

   1 83 (25.6)

   2 113 (34.9)

   3 119 (36.7)



Procedural Characteristics

Procedural Characteristic N=324
Target lesions fully covered by VIABAHN 314 (96.9)

Number of devices 562

   Device diameter, mm 

      5 190 (33.8)
      6 289 (51.4)
      7 74 (13.2)

      8 9 (1.6)

   Device length, cm 

      2.5 4 (0.7)

      5 47 (8.4)

      10 107 (19.0)

      15 204 (36.3)
      25 200 (35.6)



Safety Outcomes

 Serious Adverse Events (SAE) Early SAEs by type (0-30 days) Midterm SAEs by type (31-395 days)
Number of patients with SAE N=10 (3.1%) N=24 (7.5%)

Number of SAEs N=10 N=30

   Pseudoaneurysm (1 popliteal, 1 femoral, 1 unspecified) 3 pts (0.9) [3]

   Access site hemorrhage 1 pt  (0.3) [1]

   Arterial injury 1 pt  (0.3) [1]

   Peripheral embolism 1 pt  (0.3) [1]

   Popliteal artery occlusion 1 pt  (0.3) [1]

   Femoral artery occlusion 1 pt  (0.3) [1]

   Inflammatory reaction 1 pt  (0.3) [1]

   Plaque shift 1 pt  (0.3) [1]

   Device occlusion 13 pts (4.0) [16]

   Vascular stent-graft restenosis 8 pts (2.5) [10]

   Superficial femoral arterial restenosis 2 pts (0.6)   [2]

   In-stent arterial stenosis 1 pt   (0.3)   [1]

   Intermittent claudication 1 pt   (0.3)   [1]

Number of patients with SAE (Patients rate of enrolled patient number* 321) [total number of SAEs]
Event names were classified with MedDRA/J



Effectiveness Outcomes



Freedom from Target Lesion Revascularization



Subgroup primary patency analyses 
stratified by number of run-off vessels 

Stratified by number of patent
runoff vessels post procedure 

* 0 vessel run off days 322-365 is 18% Standard Error (SE). All others have SE <10%.



Effectiveness in Real-World Patient Populations



Initial

Viabahn implantation for SFA-CTO and BTK 
angioplasty

Initial  Final  Final

Viabahn 5.0*250mm, 6.0*100mm Plain angioplasty 3mm*300mm 







Follow-up angiography

 Viabahn patent BTK restenosis

2-year F/U angiography1-year F/U angiography

 Viabahn patent BTK occlusion

SFA BTK SFA BTK



Conclusions

In a real-world Japanese patient population characterized by long SFA lesions 
and complex PAD:

• The VIABAHN® Device was associated with excellent patency rates through 
12 months with an acceptable safety profile 

• Patency outcomes were consistent across varying lesion lengths and 
patient baseline characteristics

• Outcomes with the VIABAHN® Device appear similar in the real-world to 
those seen in the original investigational study, which is a unique 
observation vs. other treatment modalities
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