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ATTN: 
Re: Request for Coverage of Responsive Neurostimulation for Intractable Epilepsy
Patient: 
Policy ID#: 
DOB: 
To Whom It May Concern:
I am writing to formally request a prior authorization of coverage for my patient, [INSERT NAME], for responsive neurostimulation for the treatment of intractable epilepsy.  I request authorization for both the physician professional fees and hospital fees associated with this therapy.
The therapy involves the use of the NeuroPace RNS System which received premarket approval from the U.S. Food and Drug Administration (FDA) on November 14, 2013.   The RNS System is a novel, implantable therapeutic device that delivers responsive neurostimulation, an advanced technology designed to continuously monitor brain electrical activity, detect abnormal electrical activity and respond by delivering imperceptible levels of electrical stimulation to normalize that activity before an individual experiences seizures. The RNS System includes a cranially implanted programmable neurostimulator connected to one or two depth and/or subdural cortical strip leads that are surgically placed in or on the brain at the seizure focus.  The implant procedure typically takes place during one inpatient stay.   
The RNS System has Class I evidence for safety and efficacy in patients with medically intractable partial seizures.  The RNS System pivotal trial
,
 and interim results of the 7 year long-term follow-up trial
 have demonstrated clinically meaningful and sustained results supporting the medical necessity of treatment in patients with medically uncontrolled partial onset seizures.  In addition, there is a peer reviewed article
 describing sustained improvements in quality of life in patients treated with the RNS System in the randomized controlled trial and another on neuropsychological outcomes following responsive neurostimulation for partial onset epilepsy.
   

The Pivotal trial was designed to demonstrate safety and effectiveness and was a two year well conducted prospective, double-blinded, randomized, and sham-stimulation controlled trial. Of the 191 patients implanted with the RNS neurostimulator and leads, 98% completed the blinded evaluation period, 95% completed one year post-implant and 92% completed the entire 2 years post-implant. This is a large number of subjects for a medical device study and retention rates are excellent.  Over the 3 month blinded period, there was a statistically significant reduction in seizures of 37.9% in the treated group compared to a reduction of 17.3% in the implanted but not treated controls (p = 0.012). In the final month of the blinded period, the reduction in seizures was 41.5% in the treated subjects and only 9.4% in the controls.  Results of the open label period (all participants were receiving stimulation) were also statistically significant with a 44% median reduction in seizures at 1 year and 53% at 2 years.  

As published in the article on QOL and mood (Meador et al., 2015), treatment with the RNS System was associated with sustained improvements in patients’ QOL including in areas associated with cognition.  Compared to the pre-implant baseline, there were statistically significant improvements in overall QOL and on every composite subscale of the validated QOL inventory (Epilepsy-Targeted, Cognitive, Mental Health, and Physical Health) at 1 year and at 2 years post-implant. There were no adverse changes in mood during the study; in fact a number of patients had modest improvements. These results were particularly impressive in a difficult-to-treat patient population in which QOL and mood is expected to decline over time.

Cognitive impairment is a well-recognized comorbidity of medically intractable partial seizures. Loring et al. (2015) conducted an analysis of neuropsychological data collected from in the randomized controlled trial. The results showed that treatment with responsive neurostimulation had no adverse effects on cognition and in fact was associated with improvements in cognition related to the area of the brain to which the stimulation was delivered: patients with seizures from the mesial temporal lobe had statistically significant group improvements in memory and patients with seizures from other areas had statistically significant group improvements in naming. This is of particular importance because patients with medically intractable epilepsy, as is noted by Dr. Loring, would otherwise be expected to show cognitive decline.

Efficacy is maintained over long-term treatment as demonstrated by the interim data from the long-term follow-up study (Bergey et al., 2015). Two hundred thirty patients treated with the RNS System who were followed prospectively for an average of 5.4 years had median percent reductions in disabling seizures of 60-66% over years 3 through 6 post-implant.  This follow-up is longer than has been provided for antiepileptic medications and for the vagus nerve stimulator 

In addition, the safety data demonstrate that the risks of implantation are low and that treatment is well-tolerated and safe over time. Adverse events were consistent with the known risks of stereotactic surgery and implantation of DBS systems for Parkinson’s Disease and Essential Tremor and of epilepsy surgery.
I have treated [INSERT PATIENT NAME] since [DATE] and I have determined that it is medically appropriate for him/her to be treated with the RNS System for the reasons stated below:

· Describe patient’s medical condition with exact diagnosis and symptoms associated with the disease

· Describe type, severity and frequency of seizure activity. 
· Describe the diagnostic testing and results that led to the decision for RNS

· List failed drug treatments and side effects and other therapies tried and failed. Add Additional Clinical Detail, for example, note why/if patient is not a suitable candidate for resective surgery or other epilepsy surgery.   Be specific and provide details
· Discuss how the patient's quality of life has been affected by epilepsy and what health problems could occur if the patient does not undergo the procedure
· Discuss why the procedure is the most appropriate treatment for the patient’s condition
I have included medical records pertaining to the patient’s medical history, current condition and treatment plan.  In addition, the following billing codes will be used for the RNS System implant procedure and follow-up: [INSERT ICD-10 DIAGNOSIS and CPT CODES].  
I firmly believe that treatment with responsive neurostimulation is clinically appropriate and that [INSERT PATIENT NAME] would benefit from improved clinical outcomes and improved quality of life if he/she were allowed the opportunity to receive this treatment.  Please contact me on 000-000-0000 if you require additional information to ensure the prompt approval for coverage.
Sincerely,

Physician Name
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