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The Saluda Medical Evoke® SCS System Fact Sheet


While spinal cord stimulation (SCS) therapy has been around for more than 55 years, there’s a smarter treatment option that can help patients suffering from chronic pain regain their lives. Developed by Saluda Medical, the Evoke® System is the first and only closed-loop SCS system capable of automatically reading, recording, and responding to the spinal cord’s response to stimulation through Evoked Compound Action Potentials (ECAPs) to provide precise, optimized therapy. Evoke is indicated as an aid in the management of chronic intractable pain or the trunk and/or limbs, including unilateral or bilateral pain associated with the following: failed back surgery syndrome, intractable low back pain and leg pain. The Evoke System is groundbreaking technology and is the only spinal cord stimulator that listens to each person’s needs and automatically adjusts therapy more than four million times a day, delivering lasting pain relief.


Facts & Stats

· Chronic pain is a common and debilitating condition. One in three Americans suffer from chronic pain and more than 100 million people are partially or totally disabled by pain, according to the Institute of Medicine. Patients often try multiple methods of therapies and treatments, unable to find relief, which results in them living with their pain and experiencing a diminished quality of life.
· Approved by the U.S. Food and Drug Administration in February 2022, Saluda’s Evoke System is the first smart SCS therapy enabling physicians to measure a patient’s spinal cord activation and adjust stimulation in real time. For the first time, physicians can see a patient’s response to stimulation through an objective, physiologic measurement through ECAPs. SmartLoop™ technology delivers a precise dose of stimulation, automatically adjusting stimulation on every pulse, more than four million times a day to ensure the patient receives consistent neural activation. 
· The Evoke System is implanted in the back through a minimally-invasive outpatient procedure.
· Unlike other commercially available SCS devices, the Evoke System was designed to maintain optimal pain inhibition by adjusting therapy 4+ million times a day.
· The Evoke System also captures and records millions of data points per day to provide clinicians with unparalleled neurophysiological insights.
· In the only double-blind, randomized controlled clinical study of 134 participants across 13 sites in the U.S., the landmark EVOKE Study showed unprecedented long-term clinical outcomes: sustained pain relief as well as improvements in patients’ quality of life, functional status, mood, and sleep at 24 months.  
· Results from the EVOKE Study were published in The Lancet Neurology and the 24-month results in JAMA Neurology. Both studies are poised to set new clinical standards for long-term pain relief and improvements in physical and emotional functioning, sleep quality and health-related quality of life. 
·  The Evoke System is backed by the most enduring patient outcomes out to 36 months from the EVOKE Study, the only double-blind, randomized pivotal clinical study in the history of SCS.  The 36-month data were presented by Nagy Mekhail, MD, PhD, Professor of Anesthesiology, Carl Wasmuth Chair and Director, Evidence-Based Pain Management Research at the Cleveland Clinic during the Late-Breaking Clinical Abstracts Session at NANS 2023.
· Highest reported outcomes from a double-blind SCS randomized clinical trial at 36 months
· Implanted closed loop patient outcomes:
· 83% of patients had ≥50% VAS Reduction
· 59% of patients had ≥80% VAS Reduction
· 0 explants due to loss of efficacy
· While patients were blinded to what therapy they were receiving, when allowed to cross over at 24 months, 9 out of 10 patients stayed in SmartLoop™ therapy
· Beyond pain relief, patients experienced multidimensional improvements in patients' quality of life, functional status, mood and sleep 
· Saluda Medical, developer of the Evoke® System, is a global company revolutionizing the field of neuromodulation with an emerging portfolio of therapies driven by disruptive, proprietary neural sensing technology.
· To learn more, including the risks and important safety information, visit www.saludamedical.com/safety. 
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