Template Letter of Medical Necessity for iovera° Treatment
[Physician practice letterhead] 

[Date] 

[Contact name] 					Re: [Insured patient full name] 
[Insurance company] 					[Patient date of birth] 
[Insurance company street address] 			Policy number: [policy number] [Insurance company city, state, ZIP] 				Group number: [group number]

Attention: Medical Reviewer   
Subject: Coverage request for iovera° cryoneurolysis 

I am writing to request insurance coverage on behalf of my patient, [patient name], to receive outpatient treatment using the iovera° cryoneurolysis system for the management of [low back/hip/shoulder etc pain] associated with [insert diagnosis]. Based on my clinical evaluation and the patient’s treatment history, I believe cryoneurolysis is medically necessary and appropriate for this patient.

Patient history and diagnosis  
[Patient Name] was initially diagnosed with [Diagnosis] on [Date]. [Patient Name] has been in my care since [Date] and has significant pain which limits their function and quality of life. The patient’s symptoms include:
· [Detail the patient's ongoing symptoms, relevant imaging or exam findings, any comorbidities, and reasons for excluding other treatments]
· Previous conservative treatments have included
· [e.g., physical therapy including exercise, heat and cold modalities, massage]
· [e.g., medications (NSAIDs and other oral analgesics)]
· [e.g., lifestyle modification] 
· [e.g., acupuncture]
· [e.g., spinal manipulations]
· [e.g., corticosteroid injections, bracing, TENS therapy]

These measures have provided limited or only temporary relief.
This patient is either:
· A candidate preparing for surgery who requires pre-operative pain management to improve mobility and surgical outcomes;
OR
· Managing non-operative [low back/hip/shoulder etc. pain], where surgery is not currently indicated, but pain interferes significantly with daily activities and quality of life.

Given the insufficient response to standard treatments and the clinical goal of minimizing opioid use, iovera° cryoneurolysis presents a targeted, non-opioid option that is both safe and effective. The iovera° system is FDA-cleared for the temporary interruption of peripheral nerve signals to relieve pain for up to 90 days and is an approved device under the NOPAIN Act starting January 1, 2025, with C-code C9809 when used in outpatient hospital or ASC settings.1,2

Supporting clinical evidence:
· The iovera° treatment applies extreme cold to a pain-causing peripheral nerve— immediately stopping it from sending pain signals. It is minimally invasive, does not require anesthesia, and has demonstrated efficacy in randomized controlled trials by reducing pain and improving mobility in patients with osteoarthritis and those undergoing knee replacement surgery.
· It has a favorable safety profile, helps reduce the need for post-operative opioids, and provides pain relief for up to 90 days.
· Clinical guidelines increasingly emphasize multimodal, opioid-sparing approaches to pain management.

I am requesting insurance coverage for iovera° cryoneurolysis CPT Code: [insert code] and C-code C9809 which applies to this procedure in the outpatient setting. The iovera° system is not experimental. It is an FDA-cleared device for the temporary interruption of nerve signals for pain management. It is a safe, effective, and cost-conscious treatment that can reduce the need for more expensive or riskier interventions, including narcotics or repeat steroid injections.

Given [Patient Name]’s clinical history, failure of conservative treatments, and ongoing functional limitations, I believe that iovera° cryoneurolysis is medically necessary and in the best interest of the patient's health and recovery. I respectfully urge you to approve this request for coverage. 

Thank you for your immediate attention to this important matter.

Sincerely,

[Physician name]
[Physician phone number]
[Practice name]
[Practice address]

Enclosures (suggested):
iovera° 510k clearance: https://www.accessdata.fda.gov/cdrh_docs/pdf22/K220656.pdf 
Clinical trial data: https://pubmed.ncbi.nlm.nih.gov/28336454/, https://pubmed.ncbi.nlm.nih.gov/26875052/ 
Relevant medical records
1. Consolidated Appropriations Act 2023. Accessed October 31, 2024. https://www.congress.gov/117/bills/hr2617/BILLS-117hr2617enr.pdf;
2. CMS.gov. Medicare part B drug average sales price. Updated October 29, 2024. Accessed October 31, 2024.
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