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Re:
Appeal for Denial of Spinal Cord Stimulation (SCS) Procedure

Patient:


Claim No:


DOI:



Dear <
Administrator or Medical Director >:

This letter is being sent to request an expedited review of additional information to appeal the denial of spinal cord stimulation (SCS) treatment for my patient, < patient name >.  I am providing information and rationale below regarding the medical necessity of this treatment for my patient.  I request that a physician experienced in interventional pain management review this request and the materials referenced herein.

Patient and Treatment Background
SCS is an established treatment for chronic, neuropathic pain in which the nerve fibers are injured or impaired, resulting in a change in nerve function causing severe pain even after an injury has healed.  The procedure is minimally invasive, non-destructive, and reversible, enabling pain specialists to conduct a temporary trial to assess whether it is an appropriate treatment before permanent implantation.

According to the Food and Drug Administration (FDA), spinal cord stimulation is indicated as an aid in the management of chronic intractable pain of the trunk or limbs, including unilateral or bilateral pain associated with failed back surgery syndrome, intractable low back pain and leg pain.

The following information regarding my patient, < Mr/Mrs/Ms patient’s name >, supports the medical necessity of spinal cord stimulation treatment.  < State patient’s diagnosis and write a brief description of the medical necessity for SCS including all previously tried and failed treatments and effectiveness in addressing the patient’s needs. 
< Mr/Mrs/Ms patient’s name >,was scheduled for a trial of spinal cord stimulation for treatment of <Insert additional information about the  patient’s diagnosis, original injury that led to the diagnosis, and the type and location of the patient’s pain>.  His/Her pathology was confirmed on a previous MRI of ,<location>, which demonstrated <Insert finding..  The patient has failed conservative methods of pain management including <Insert previous treatments that have been attempted or that are not appropriate for this patient such  as physical therapy, epidural steroid injections, medication trials, back surgeries, nerve injection procedures, nerve ablation procedures, etc.> The patient does not have any existing drug addiction problems and has received <psychiatric/psychological>l clearance that they are an appropriate candidate for spinal cord stimulation. 

Rationale for Appeal
On behalf of my patient, < insert patient name >, I would like to appeal this denial of care that is based on new guidelines published by the American College of Occupational and Environmental Medicine (ACOEM).  Simply put, these guidelines do not represent the views of mainstream medicine and their use by any payer is strongly opposed by prominent national medical societies representing specialists in pain medicine and interventional pain medicine (see the attached joint position statement regarding their strong opposition to use of the ACOEM guidelines issued by the American Academy of Pain Medicine, American Society of Interventional Pain Physicians, International Spine Intervention Society, and North American Neuromodulation Society).  See below for further explanation of the positions of these societies.  
As described in more detail below, spinal cord stimulation is a widely accepted treatment for chronic, neuropathic pain that is covered or recommended by virtually all governmental and private payers in the US, based on the substantial body of peer-reviewed evidence demonstrating its proven clinical and economic effectiveness in relieving chronic pain while improving quality of life and functional outcomes after more conservative treatments have failed.  
Chronic pain is its own disease process. It imposes severe emotional, physical, economic and social stresses on patients and their families. North2 reports, “Because unrelieved pain and suffering are too costly for society and for patients and their families, and because the implantable technologies are known to be efficacious when used appropriately in the context of the pain treatment continuum, not using these technologies because they are deemed too costly by some makes no sense . . . and ultimately increases patients’ and society’s costs.”

Spinal cord stimulation has long been a widely accepted treatment for chronic pain
Spinal cord stimulation has been in use for over thirty (30) years and has helped more than 100,000 patients who have exhausted other methods of pain treatment, including powerful pain medications and multiple surgeries, and who continue to experience severe pain.  The application of SCS has continually evolved and improved during this time.  Indications have been more clearly defined, technology and procedures have improved, and the introduction of percutaneous electrode implantation has enabled trial stimulation.  Over time, a large body of clinical evidence has been published in peer-reviewed journals demonstrating positive benefits of SCS through randomized controlled trials, long-term clinical outcomes studies and cost-effectiveness studies that have led to widespread acceptance of SCS within the medical community.

Pain management physicians and relevant national medical societies agree that spinal cord stimulation is an appropriate treatment for chronic neuropathic pain patients meeting the following criteria:

· Implantation of the stimulator is a late resort or last resort for patients with chronic, intractable pain;

· Other treatment modalities have been tried and failed, or are judged unsuitable or contraindicated;

· Patients have undergone careful screening, evaluation and diagnosis by a multidisciplinary team prior to implantation; and

· Demonstration of adequate pain relief in a trial involving temporary electrode placement precedes permanent implantation.

Citing ACOEM updated guidelines as the basis for denying coverage of SCS is contrary to the standard of care in the relevant medical community and fails to acknowledge the documented benefits of this procedure for patients suffering from chronic pain.

Spinal cord stimulation is broadly recommended as a medically necessary treatment by payers

SCS is a covered benefit under Medicare and other governmental health care programs, all major commercial health plans and most Workers’ Compensation programs across the country.  The Centers for Medicare and Medicaid Services (CMS) provided national coverage for SCS after reviewing evidence that it met the agency’s stringent requirements for medical necessity.  Most major private payers have published formal coverage policies for spinal cord stimulation, including Aetna, Cigna, United Healthcare, Blue Cross/Blue Shield, and Health Net.  The US Military Health System has also established coverage for spinal cord stimulation for active and retired military personnel and their families.

Widespread coverage of spinal cord stimulation under nearly all federal and non-federal health programs does not - and should not - automatically justify coverage for patients under < name of Administration Company >.  However, broad acceptance among insurers speaks to the quality and quantity of data available for review.  Over the years, positive evaluations have been performed by independent health technology assessment organizations such as the Institute for Clinical Systems Improvement (ICSI), as well as the many insurers with coverage policies that have internal processes for review.  It must be acknowledged that intense scientific standards are applied to these technology assessments, which would certainly have revealed unacceptable clinical and/or economic outcomes.

Within the Workers’ Compensation arena, the Official Disability Guidelines (ODG) published by the Work Loss Data Institute recommend spinal cord stimulation for selected patients with multiple chronic pain conditions, including Failed Back Surgery Syndrome and Complex Regional Pain Syndrome.
< Identify which of these conditions is relevant in this patient’s case. >
In stark contrast, ACOEM’s recently published revision to its Low Back Chapter (Occupational Medicine Practice Guidelines, 2nd Edition), recommends against the use of SCS “for treatment of acute, subacute, or chronic LBP; for radicular pain syndromes or FBSS.”   ACOEM cites a lack of available evidence as the basis for this conclusion.  It seems incomprehensible that ODG guidelines would be so dramatically divergent if the Work Loss Data Institute and ACOEM were analyzing the same data for the same purposes.  In fact, it is not a review of the evidence that leads to this divergent opinion but rather the consensus medical opinion of ACOEM’s author panel, which includes minimal representation from interventional pain medicine. 
ACOEM Guidelines are flawed and ignore proven clinical and economic benefits.

Several prominent national pain management societies have published position statements expressing their deep concern with the flawed process by which ACOEM has arrived at its recent recommendations for treatment of Low Back Pain.  These societies include the American Academy of Pain Medicine, American Society of Interventional Pain Physicians, International Spine Intervention Society, and the North American Neuromodulation Society.  In a 2008 Joint Position Statement, they state:

“ACOEM’s recommendations would, if implemented as coverage criteria, dramatically and negatively impact access to widely accepted therapies for injured workers throughout the country.”
“Without a substantial change in ACOEM’s guidelines development process, far greater inclusion of those specialty societies that are considered expert in the very therapies being reviewed, and a more fair and balanced process and product, our organizations do not support the use of these guidelines to guide treatment decisions for injured workers and we strongly oppose their use by insurers, government agencies, and other parties as criteria for coverage or payment of pain-related therapies.” (emphasis added) 
Among the flaws within the ACOEM updated guidelines process, these organizations cite limited expert review, use of incomplete or outdated evidence, and inconsistencies in the application of evidence-ranking criteria as principal areas of concern.

It is clear that the vast body of evidence in the peer-reviewed literature contradicts the negative recommendation for SCS in the updated ACOEM guidelines.  Please refer to the attached bibliography for a list of selected journal references that support the medical necessity of SCS.  I expect that this evidence will be considered as part of the full review of this appeal.  If < name of Administration Company > is unable to obtain any of the references, please advise and I will promptly produce a copy of any requested reference material.

In summary, the updated ACOEM guidelines have failed to adequately review or evaluate evidence supporting the conclusion that SCS is safe, effective, and widely accepted by the medical and insurance communities.  It is particularly important that patients with chronic, intractable pain have access to this treatment since those who are appropriate candidates have exhausted all other treatment options, and  their condition is totally debilitating.  Spinal cord stimulation provides a means to relieve pain and restore function for these patients, and I request prompt approval of this treatment for < patient name >.

Thank you for your consideration of this request.  Please contact me with questions or if you require any additional information.

Sincerely,

<                              , M.D. >
Attachment
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