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My name is Dr. Deborah Tracy.  I have been a CAC member for the JN Jurisdiction for 15 years, representing the Florida Society of Interventional Pain Physicians and have been committed to policy development for coverage determinations. I am double Board Certified in Pain Management by the American Board of Anesthesiology and the American Board of Interventional Pain Physicians. I have a fellowship with sub-specialty certification from the American Board of Anesthesiology in Pain Medicine.   I have managed chronic pain patients full time for over 20 years.  My practice is 90% Medicare.  

Section
Diagnostic facet joint injection procedures (IA or MBB):

Proposed language:
A second diagnostic facet procedure is considered medically reasonable and necessary to confirm validity of the initial diagnostic facet procedure when administered at the same level. The second diagnostic procedure may only be performed a minimum of 2 weeks after the initial diagnostic procedure.
Comment:
Issue #1 requires: ‘2 week minimal interval between diagnostic blocks’
In our opinion, 2 weeks between blocks is unnecessary. Our LCD for the JN Jurisdiction has provided patients and providers with no restrictions of time intervals between diagnostic facet blocks for decades. We are unaware of any literature that requires a minimum of 2 weeks between blocks. Additionally, many physicians discontinue blood thinners for facet injection and ablation, and many more for any deep injection into the cervical spine, which will incur great risk to the patients over and over again.  Numerous Geriatric patients are on blood thinners, the most common include: Plavix, Eliquis, Xerelto, Pradaxa, Coumadin and others. These patients take blood thinners for serious conditions including but not limited to: atrial fibrillation, stroke, clotting disorders, placement of stents, deep venous thrombosis, and peripheral vascular disease.   The current recommendations from the American Board of Anesthesiology include discontinuation of blood thinners for neuraxial blockade for 5 half-lives.  Consequently, the patient would be off their blood thinners for 4 to 10 days at a time for weeks to accomplish a Radiofrequency Ablation. The potential complications of discontinuing blood thinners are serious and include, stroke, deep venous thrombosis, myocardial infarction, pulmonary embolism, and gangrene of the extremities, to mention a few.  These complications are very serious and usually require admission to the Intensive Care Unit.  Please consider eliminating the minimum 2 week interval between diagnostic blocks in the same region. 
Issue #2: ‘mandates 2 blocks for the confirmation of pain relief or increase in functional ability in order to proceed to Radiofrequency Ablation’
Our LCD for the JN Jurisdiction has provided patients and providers with the option to proceed forward with Radiofrequency Ablation after a single session of diagnostic blocks to a region for decades. As per the ASIPP Letter to FCSO the JN jurisdiction statistically demonstrates minimal increase in utilization and a favorable CERT.  If the first block is absolutely confirmatory it is not necessary to perform a second block.  Mandating 2 diagnostic blocks will extend the waiting period for Radiofrequency Ablation and potentially lead to ER visits, further wasting the beneficiary fund. Again it is worth repeating that our Medicare population is eager to seek interventions that will restore their Quality of Life and Functional Ability. Mandating 2 blocks even if the first block was absolutely confirmatory is not necessity and will extend the waiting period to greater than a month for Radiofrequency Ablation.   
Recommended language: 
‘A second diagnostic facet block is only reasonable and necessary if the patient does not achieve a minimum of greater than 50% relief of primary (index) pain (with the duration of relief being consistent with the agent used) or at least 50% consistent improvement in the ability to perform previously painful movements and ADLs.’ 

Section
C. Therapeutic Facet Joint Injection Procedures (IA or MBB):

Proposed Language:
The patient has had two (2) medically reasonable and necessary diagnostic facet joint procedures with each one providing a consistent minimum of 80% relief of primary (index) pain (with the duration of relief being consistent with the agent used) or at least 50% consistent improvement in the ability to perform previously painful movements and ADLs; AND
Comment
Our current LCD for the JN Jurisdiction, last revised 1/8/2019 states:

“If the first set of procedures fails to produce the desired effect or to rule out the diagnosis, the provider should then proceed to the next logical test or treatment indicated.  ….According to ASIPP guidelines, a positive response to the paravertebral facet joint block is noted when a greater than 50% relief of pain is obtained.”

Prior to this revision, including multiple prior revisions, for over a decade, greater than 50% relief of pain was the target to move forward with Radiofrequency Ablation.  While the evidence may support 80% relief to avoid false positives, recognize that the literature predominantly includes patients of all ages and excludes patient with cognitive impairment. Many Medicare patients are beginning to experience cognitive disconnect in trying to explain their pain and or improvement of their pain.  In fact, patients with cognitive impairment are excluded from evidence based studies as these patients cannot reliably report an outcome. 

Recommended language: The patient has had one (1) confirmatory or two (2) if necessary, medically reasonable and necessary diagnostic facet joint procedures with at least one providing a consistent minimum of greater than 50% relief of primary (index) pain (with the duration of relief being consistent with the agent used) or at least 50% consistent improvement in the ability to perform previously painful movements and ADLs; AND

Section
Limitations

Proposed language:
3.  It is not expected that patients will routinely present with pain in both cervical/thoracic and lumbar spinal regions. Therefore, the routine performance of facet joint interventions (both diagnostic and therapeutic) to both spinal regions may trigger a focused medical review.
Comment:
The process of an aging spine leads to cervicothoracic kyphotic deformity and thoracic kyphosis.  This process overloads the facet joints as the center of gravity moves forward. It is not uncommon for a Medicare patient to have both cervical and thoracic pain and or cervical and lumbar pain. In fact, it is not uncommon for the elderly to have deterioration in the entire spine especially the Lumbar and Cervical regions. These restrictions in the LCD will inadvertently lead providers and patients to seek spine surgical consults.  The risk of facet injection is a fraction of the risk for cervical/thoracic spine surgery and fusion.  We should be able to provide a stout solution to the patient’s pain and avoid surgery, opioids, ER visits and increased cost of caring for these chronic pain patients. 
Recommended language:
Delete #3, or allow for Cervical, Thoracic and Lumbar Regions separately.  

Section
Limitations
The following are considered not medically reasonable and necessary:
Proposed language
4. Facet joint procedure performed at a fused posterior spinal motion segment
Comment
Facet joint pain is an inflammatory mechanism; patients that undergo fusion can proceed to neuroma formation and inflammation of the facet joint.  Many patients who have undergone fusion respond favorably to Radiofrequency ablation.  Removing this therapeutic option will drive patients to implantable therapy or repeat surgery, which may not be necessary. 
Proposed
Delete #4
Section
Limitations
Proposed language
6. One or two levels, either unilateral or bilateral, are allowed per session per spine region. The need for a three-level procedure may be considered under unique circumstances and with sufficient documentation of medical necessity on appeal.
Comment
The limit to one or two (2) joints, either unilateral or bilateral is overly restrictive and may significantly limit treatment options. Medicare claims analysis indicates that most qualified pain physicians include three (3) joints per session. If patients have Facet Syndrome at multiple levels with pain in the reference zone at these levels and with provocative maneuvers it will take them months to get the entire region treated incurring greater risk. Consequently, we request the language to include three (3) joints for diagnostic blocks and (4) four joints for Radiofrequency Ablation. The current JN, LCD for paravertebral facet joint destruction last revised 11/28/19 states:

“It is not expected that paravertebral facet joint destructions (median branch) will exceed five (5) levels, unilaterally or bilaterally on the same date of service.”

Additionally, providing one side at a time either right side or the left for a three (3) joint diagnostic injection allows the contralateral side to serve as a control. Again this is more important in the Medicare population than the general population.  Medicare patients frequently return with dramatic relief on the treated side and report excruciating pain on the untreated contralateral side.  

Recommended language:
Three (3) joints for bilateral procedures and four (4) joints for unilateral are allowed per session per spinal region. A session is a time period, which includes all procedures, medial branch block (MBB), intraarticular injections (IA), and RFA ablations performed during one day.

Section
Covered indications 
A. Facet joint interventions:

Proposed language:
Neck or low back pain
Comment:
The rest of the entire proposed LCD addresses the Cervical/Thoracic, and Lumbar spine.Thoracic spine is not included in this statement. Entry level policy staff may read this and not recognize that thoracic pain is covered in this LCD. (See top of page 5 of 27.)
Recommended language: 
Cervical/thoracic and low back pain


