Disclaimer: Each clinic or hospital has discretion regarding the information they share with patients. This is provided as a template and is not intended to be shared with external contacts. Please tailor this information to your practice’s unique patient education needs.

MEDIA Q&A
TO BE USED INTERNALLY ONLY
ABOUT THE ELLIPSYS® VASCULAR ACCESS SYSTEM

Q: What is the Ellipsys Vascular Access System? 
A: Medtronic’s Ellipsys® Vascular Access System is an image-guided, single catheter system used to percutaneously create an arteriovenous (AV) fistula for hemodialysis access.

The Ellipsys procedure is typically performed with a single, percutaneous needle puncture in the arm. The procedure can be done in hospitals, ambulatory surgery centers and a physician’s office. After the minimally invasive procedure, the patient typically leaves with an adhesive bandage on the forearm.

Q: How does the Ellipsys system compliment Medtronic’s other vascular access technologies? 
A: The Ellipsys system strengthens Medtronic’s growing vascular access and renal care portfolios. Currently, Medtronic has other tools to enable maintenance of AV fistulas, including the IN.PACT AV drug-coated balloon, which was approved in the U.S. in 2019. With the addition of the Ellipsys system, Medtronic will have solutions to support the spectrum of vascular access procedures—from catheter access to fistula creation and maintenance.

Q: Where is the Ellipsys system approved?
A: The Ellipsys vascular access system is CE Marked for distribution in the European Union and is cleared by the U.S. Food and Drug Administration (FDA). It is indicated for the creation of a proximal radial artery to perforating vein anastomosis via a retrograde venous access approach in patients with a minimum vessel diameter of 2.0mm and less than 1.5mm of separation between the artery and vein at the fistula creation site who have chronic kidney disease requiring dialysis.

Q: Who are the players in the AV fistula creation market and what products currently exist?
A: In addition to the Ellipsys system, Becton Dickinson (BD) markets the WavelinQ system for endovascular fistula creation. 

ABOUT THE CONDITION AND PATIENT IMPACT 

Q: What patient population is impacted by this percutaneous option?
A: More than 700,000 people in the U.S. are living with end-stage renal disease (ESRD) and 500,000 of these patients undergo hemodialysis treatment to stay alive.[footnoteRef:1] A portion of those patients would be eligible to consider pAVF. The overall ESRD patient population is growing at a rate of 8% per year.  [1:  United States Renal Data System. 2019 USRDS Annual Data Report: Epidemiology of kidney disease in the United States. National Institutes of Health, National Institute of Diabetes and Digestive and Kidney Diseases, Bethesda, MD, 2019. ] 


Q: What is hemodialysis?
A: Hemodialysis is a life-saving treatment for kidney failure that uses a machine to filter the patient’s blood outside the body. The treatment requires access to the patient’s bloodstream, known as vascular access, and is typically performed multiple times per week.

Q: What is an arteriovenous (AV) fistula? 
A: An AV fistula is created by connecting an artery to a vein in the patient’s arm. A fistula serves as a vascular access point to enable the removal and return of blood during hemodialysis. An AV fistula is often referred to as a “lifeline” for patients with ESRD.[footnoteRef:2] [2:  Caring for Your Life Line. American Association of Kidney Patients. July 1, 2021 from https://aakp.org/caring-for-your-life-line/ ] 


Q: What is the potential benefit for patients?
A: The Ellipsys procedure is typically performed with a single, percutaneous needle puncture in the arm. The procedure can be performed in hospitals, ambulatory surgery centers, and physicians’ offices in potentially less than 30 minutes by experienced physicians.[footnoteRef:3],[footnoteRef:4] After the procedure, the patient typically leaves with an adhesive bandage on the forearm and can usually return to normal activities within 24 hours.  [3:  Shahverdyan R, et al. Am J Kidney Dis. 2021. https://doi.org/10.1053/j.ajkd.2021.01.011.]  [4:  Hull JE, et al. J Vasc Interv Radiol. 2018;29:149-158.e5.] 


The Ellipsys procedure has the potential to dramatically reduce maturation time between fistula creation and use of the fistula for dialysis—from six months with surgical AVFs to as little as two months with Ellipsys.[footnoteRef:5],[footnoteRef:6]The Ellipsys system also creates a durable fistula that remains patent longer.[footnoteRef:7] Currently, half of all surgical fistulas fail, requiring patients to get a second procedure.[footnoteRef:8],[footnoteRef:9],[footnoteRef:10] [5:   Surgical AVF - 2015 USRDS Annual Data Report, Volume 2]  [6:  Ellipsys - Hull J, et al. J Vasc Interv Radiol. 2020;31:1373-1381]  [7:  Beathard GA, et al. J Vasc Access. 2020;21:350-356]  [8:  Durable fistula reference - Beathard GA, et al. J Vasc Access. 2020;21:350-356]  [9:  Failed surgical AVF references - Thamer M, et al. Am J Kidney Dis. 2018;72:10-18.]  [10:  Woodside KJ, et al. Am J Kidney Dis. 2018;71:793-801] 


Q: What does this mean for clinicians?
A: The Ellipsys system provides physicians and patients access to a unique non-surgical option for AV fistula creation—a traditionally invasive procedure that, until the introduction of percutaneous fistula creation technologies, had not changed in the last 50 years.

This also expands the number of clinicians that can create fistulas including interventional physicians as well as vascular surgeons, since it is a quick, minimally invasive procedure rather than a surgery. 

What are the potential risks of using the Ellipsys Vascular Access System?
Potential complications that may be associated with creation or maturation of an arteriovenous fistula include, but may not be limited to the following:
· Total occlusion, partial occlusion or stenosis of the anastomosis or adjacent outflow vein
· Stenosis of the central AVF outflow requiring treatment per the treatment center’s standard of care
· Failure to achieve fistula maturation
· Incomplete vessel ligation when using embolization coil to direct flow
· Steal Syndrome
· Hematoma
· Infection or other complications
· Need for vessel superficialization or other maturation assistance procedures
