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Disclosure

• No relevant disclosure

• Many widgets are not FDA approved and not 
available in the US



Outline

• Extra-Arterial Endovascular Bypass

• Robots

• Mercator drug delivery device

• Percutaneous Deep Vein Arterialization

• Cagent Vascular Serranator



Extra-Arterial Endovascular Bypass



Peripheral Artery Disease

Relieve the 

obstruction

Improve the 

perfusion

Avoid 

further harm



Innovation

Short 
stenosis



Moderate 
length 

occlusion

Innovation



Long segment occlusion



Components



PQ Bypass



DETOUR I study
Percutaneous treatment of femoropopliteal
blockages with lengths of 25-45 cm (mean of 33.8 
cm). 

The six-month outcomes from 50 patients

• Primary safety endpoint: 2 percent MAEs –
defined as death, target vessel revascularization 
(TVR) or amputation at 30 days. There were no 
deaths or amputations and one TVR

• Primary patency of 88.9 percent at six months 
with optimal placement, overall primary patency 
of 76.9 percent;

• Successful delivery of devices in 100 percent of 
lesions (53/53);

• Improvement in ABI: 0.64 to 0.92 (p<0.0001)

• No impact on venous function and no device-
related deep vein thrombosis in treated vessels



DETOUR II

• Prospective, single-arm clinical trial 
designed to evaluate the DETOUR™ 
System

• To enroll 292 patients at up to 40 
centers in the U.S. and Europe

• Follow-up out to 36 months

• Includes a prospective economic 
study to collect quality-of-life 
outcome measures and cost data, 
including rehospitalizations



Robots



Robotics in the Hospital

Pepper



Magellan Robotic 
System

• Provides precise steering 
of guide wires and robotic 
catheters in complex 
anatomy

• Physicians perform 
Magellan procedures 
while seated at a remote 
physician console, away 
from radiation



FDA Clearance for Peripheral 

Vascular Interventions



Bullfrog® Micro-Infusion Device



The primary patency was similar, with 83.6% at 12 months and 

80.0% at 13 months in the atherectomy group and 80.2% at 12 

months and 78.2% at 13 months in the angioplasty group.



Enrollment completed: October 30, 2017





Percutaneous Deep Vein 
Arterialization

The History



Vol 31, May 2006









• PROMISE I - US feasibility study

– multicenter, prospective, single-arm study that 
will enroll 10 patients with end-stage critical limb 
ischemia (CLI) at three centers in the US

• PROMISE International - international 
postmarket study



The Next Problem: Arterial Dissection



Serrated balloon

Designed to create linear 
interrupted lines of serration 



• PRELUDE Study –
evaluate safety and 
efficiacy

• 25 patients in NZ and EU

• No dissections or bail-
out stents

• 30 day patency – 100%





• PRELUDE – BTK

– Expected in 
2018



Conclusion


