[Date of Request]                                                                   Attn: Pre-determination department
[Payor Name]		                                                             RE:   [Patient Name]
[Payor Address]                                                         		          [Patient Date of Birth]
[Claim number, if applicable]					          [Policy Number]


To whom it may concern,

I am writing on behalf of my patient, [Insert Patient Name Here], to document the medical necessity and request for pre-determination of the S.T. Genesis neurostimulation device for treatment of opioid dependence with withdrawal symptoms (F11.23). 

[Patient Name] began using opiates at the age of [age of first use of opiates]. [Patient Name] continued to use until dependence occurred. [Patient Name]’s prior history has included [number of inpatient treatments] previous residential treatments, [number of outpatient treatments] previous outpatient treatment programs, and [number of previous overdoses] previous overdoses. [Patient Name] has also utilized [names of previous MAT tried and failed] to aid in long term sobriety without long-term success. [Patient Name] has also been treated for co-occurring medical and psychiatric conditions including, [medical and psychiatric dx for patient]. [Patient Name] has exhibited previous withdrawal symptoms to include [previous withdrawal symptoms]. [Patient Name] reports these withdrawal symptoms have perpetuated the chronic usage seen in the patient’s history. During my last assessment, [Patient name] had been using [current quantity of use] of [current DOC] daily by [method of use], with last use on [date of last use]. 

S.T. Genesis is an FDA 510(K) cleared Class 2 Medical Device under the newly granted FDA Product Code PZR: Percutaneous Nerve Stimulator For Opioid Withdrawal – (Code of Federal Regulations 21 - 83 FR 5034, Feb. 5, 2018)
FDA Indications for Use:
The S.T. Genesis is a percutaneous nerve field stimulatory (PNFS) system, that can be used as an aid to reduce the symptoms of opioid withdrawal, through application to branches of Cranial Nerves V, VII, IX, and X, and the occipital nerves identified by transillumination.
Due to the fact that S.T. Genesis device was granted FDA clearance under a newly granted FDA product code; there are no existing CPT® codes that accurately describe the form and functionality of the device. The AMA CPT® 2020 Professional Edition Guidance states: for percutaneous electrical stimulation of a peripheral nerve using needle[s] or needle electrode[s] [eg, PENS, PNT], use 64999 - unlisted procedure, nervous system.
As a drug-free, non-invasive intervention, the S.T. Genesis targets specific areas in the central nervous system to reduce withdrawal symptoms over the course of 120 hours. It is well-tolerated, safe, and effective in the treatment of opioid dependence with withdrawal symptoms. Peer reviewed clinical data has demonstrated rapid symptom reduction within 20 minutes. A patients’ average symptom reduction was 84.6% with nearly 80% of patient Clinical Opiate Withdrawal Score (COWS) scores being lower than 3 at 60 minutes post device application. (1)

The patient has exhibited a strong desire to reduce long term impacts of their chronic illness, with detox being the first step in this long-term goal. [Insert Patient Name Here]’s post detox treatment plan has been developed to include the use of extended release opioid antagonist therapy. 

My medically recommended course of treatment, use of S.T. Genesis for opioid dependence with withdrawal symptoms, is aligned with the currently available research supporting the highest transition rate to include 88.8% of the patients were able to successfully transition to antagonist therapy made with the neuromodulation device (2).   

Due to the severity of the patient’s co-occurring conditions and previous history of failed attempts at sobriety, an unsuccessful detoxification is likely to result in catastrophic results with substantial costs for the patient and this carrier. Several of the most notable consequences could include, frequent readmission, long inpatient residential or medical stabilization admission, increased need for emergency services, including ambulances, complications of previously mentioned medical and psychiatric conditions, intentional or unintentional overdose and death. Accordingly, it is my medical opinion is that the use of the S.T. Genesis device is the most appropriate treatment for the management of [Insert Patient Name Here]’s opioid withdrawal symptoms.

In conclusion, based on [Insert Patient Name] history of [multiple failed attempts at sobriety, long term inpatient admissions, failed trials of other FDA approved medication assisted treatments (MAT)], it is my medical opinion the use of the S.T. Genesis device is medically necessary to be used in mitigating the acute symptoms of opioid withdrawal with the goal to be transitioned to extended release opioid antagonist therapy.


Sincerely, 
[Physician/Treatment Provider’s Signature]
[Physician/Treatment Provider’s Name]
[Telephone number]
Enclosures: [Supporting documentation to be determined by physician]
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