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USFDA gives nod to unique stroke rehabilitation system
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The Vivistim System is intended to be used in patients to reduce deficiencies in upper limb and extremity motor
function

The US Food and Drug Administration (FDA) has approved US-based MicroTransponder Vivistim Paired VNS System
(Vivistim System), a first-of-its-kind, drug-free rehabilitation system intended to treat moderate to severe upper extremity
motor deficits associated with chronic ischemic stroke, a stroke caused by a blockage of blood flow to the brain with long-
lasting symptoms, using vagus nerve stimulation (VNS).

The Vivistim System is intended to be used, along with post-stroke rehabilitation therapy, in patients who have had an
ischemic stroke, to electrically stimulate the vagus nerve, a nerve that runs from the brain down to the abdomen—to reduce
deficiencies in upper limb and extremity motor function and to improve patients' ability to move their arms and hands.

An implantable pulse generator (IPG), which generates a mild electrical pulse, is implanted just under the skin in the chest of
the patient. Attached to the IPG is a lead wire that is implanted under the skin and leads up to electrodes that are placed on
the left side of the neck where the vagus nerve is.

The Vivistim System, a prescription device, may be used in both clinical and at-home settings to provide VNS.
It is not approved for use outside of its intended use to stimulate the vagus nerve during chronic ischemic stroke rehabilitation

therapy for moderate to a severe loss of upper extremity function. It should not be used in patients with vagotomy, which is
the surgical removal of part of the vagus nerve.
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