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The following Protocol contains medical necessity criteria that apply for this service. It is 
applicable to Medicare Advantage products unless separate Medicare Advantage criteria are 
indicated. If the criteria are not met, reimbursement will be denied and the patient cannot be 
billed. Preauthorization is required; supporting documentation must be submitted to 
Utilization Management or behavioral health services vendor for medical or mental health 
indications respectively. Please note that payment for covered services is subject to eligibility 
and the limitations noted in the patient’s contract at the time the services are rendered. 

 

Description 

Stimulation of the vagus nerve can be performed by means of an implantable stimulator within the carotid 
artery sheath. This technique has been proposed as a treatment for refractory seizures, depression, and other 
disorders. 

Background 

Significant advances have occurred in surgical treatment for epilepsy and in medical treatment of epilepsy with 
newly developed and approved medications. Despite these advances, however, 25–50% of patients with 
epilepsy experience breakthrough seizures or suffer from debilitating adverse effects of antiepileptic drugs. 
Vagus nerve stimulation (VNS) has been investigated as a treatment alternative in patients with medically 
refractory partial-onset seizures for whom surgery is not recommended or for whom surgery has failed. 

While the mechanisms for the therapeutic effects of vagal nerve stimulation are not fully understood, the basic 
premise of VNS in the treatment of various conditions is that vagal visceral afferents have a diffuse central 
nervous system projection, and activation of these pathways has a widespread effect on neuronal excitability. 
Surgery for implantation of a vagal nerve stimulator involves wrapping two spiral electrodes around the left 
vagus nerve within the carotid sheath. The electrodes are connected to an infraclavicular generator pack. The 
programmable stimulator may be programmed in advance to stimulate at regular times or on demand by 
patients or family by placing a magnet against the subclavicular implant site. In 1997, the U.S. Food and Drug 
Administration (FDA) approved a VNS device called the NeuroCybernetic Prosthesis (NCP®) system through the 
premarket approval (PMA) process. The device was approved for use in conjunction with drugs or surgery “as an 
adjunctive treatment of adults and adolescents over 12 years of age with medically refractory partial onset 
seizures.” 

Since 1997, it has been reported that recipients of a vagus nerve stimulator have experienced improvements in 
mood. Therefore, there has been research interest in VNS as a treatment for refractory depression. On July 15, 
2005, Cyberonics received PMA supplement approval by the FDA for the VNS Therapy™ System “for the 
adjunctive long-term treatment of chronic or recurrent depression for patients 18 years of age or older who are 
experiencing a major depressive episode and have not had an adequate response to four or more adequate 
antidepressant treatments.” 

VNS therapy has also been investigated for use in other conditions such as headaches, obesity, and essential 
tremors. 
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Policy (Formerly Corporate Medical Guideline) 

Vagus nerve stimulation may be considered medically necessary as a treatment of medically refractory seizures. 

Vagus nerve stimulation is considered investigational as a treatment of other conditions including but not 
limited to heart failure, fibromyalgia, depression, essential tremor, obesity, and headaches. 

 

Policy Guideline 

Medically refractory seizures are defined as seizures that occur in spite of therapeutic levels of antiepileptic 
drugs or seizures that cannot be treated with therapeutic levels of antiepileptic drugs because of intolerable 
adverse effects of these drugs. 

Vagal nerve stimulation requires not only the surgical implantation of the device, but also subsequent 
neurostimulator programming, which occurs intraoperatively and typically during additional outpatient visits. 

 

Medicare Advantage 

For Medicare Advantage, the seizures must be medically refractive partial-onset seizures for which surgery is not 
recommended or for which surgery has failed for vagus nerve stimulator to be considered medically necessary. 

 

 

Services that are the subject of a clinical trial do not meet our Technology Assessment Protocol criteria and are 
considered investigational. For explanation of experimental and investigational, please refer to the Technology 
Assessment Protocol. 

It is expected that only appropriate and medically necessary services will be rendered. We reserve the right to 
conduct prepayment and postpayment reviews to assess the medical appropriateness of the above-referenced 
procedures. Some of this Protocol may not pertain to the patients you provide care to, as it may relate to 
products that are not available in your geographic area. 
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