Facet joint interventions for pain management speaking points 

Harold Cordner, MD
Florida Society of Interventional Pain Physicians
Former CAC Representative, FCSO
Regarding: Proposed local coverage determination (LCD): Facet Joint Interventions for Pain Management (DL33930)

My name is Dr. Harold Cordner.  I have previously been a CAC member for the JN Jurisdiction for many years, representing the Florida Medical Association and have been committed to policy development for coverage determinations. I am Board Certified in Pain Management by the American Board of Anesthesiology and the American Board of Interventional Pain Physicians. I have sub-specialty certification from the American Board of Anesthesiology in Pain Medicine.   I have managed chronic pain patients full time for over 27 years.  My practice is 82% Medicare.  

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 lumbar pain

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 my 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. The study by Manchikanti showed that patients may get weeks of relief with medial branch bocks and they suggest allowing that time to have the patient’s pain return to baseline. The purpose of the diagnostic block is to see how much pain relief the patient gets for the duration of the local anesthetic. This relief, in my experience, is short-lived and a second diagnostic block should be performed when the patient can determine if the second block will relieve their pain. That may be hours to days, but should not be restricted to a 2 week interval and should be left to the determination of the physician and patient. Other have also pointed out that discontinuing blood thinners during this time can lead to disastrous complications, including stroke or death. Additionally, many of our patients are “snowbirds” and doing 2 diagnostic blocks and 2 radiofrequency procedures all 2 weeks apart would take 6-8 weeks plus scheduling time. This is an unreasonable and impractical demand that patients wait in pain for months to have radiofrequency treatment when it could be done in a much shorter time period and provides no cost savings.

Solution: delete language requiring 2 weeks between blocks, but require that they should not be performed on the same day

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 >80% pain relief, 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 >80% relief is not necessity and will extend the waiting period to greater than a month for Radiofrequency Ablation.   Studies by Derby and Cohen suggested that 70% relief would decrease false-positive and 2 blocks at 50% pain relief was also diagnostic with reduced false-positives and this algorithm has been in use for decades. The same studies also showed no difference in outcome for radiofrequency ablation between 50% and >70% or at any amount of pain relief. 

Recommended language: 
A second diagnostic facet block may be reasonable and necessary if the patient does not achieve a minimum of greater than 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.

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.  Studies by Derby and Cohen suggested that 70% relief would decrease false-positive and 2 blocks at 50% pain relief was also diagnostic with reduced false-positives and this algorithm has been in use for decades. The same studies also showed no difference in outcome for radiofrequency ablation between 50% and >70% or at any amount of pain relief.  It is my belief that >80% pain relief is too high a bar to determine if the facet joints are the main source of pain. Most of our patients are in their 70’s and 80’s and do have spinal stenosis and degenerative disc disease that also contribute to their pain. To deny a patient a radiofrequency procedure because they only received 75 % pain relief is arbitrary and unreasonable. Any chronic pain patient would be happy with that result and would deny almost 50% of the patients that received between 50 and 80% pain relief from getting the correct procedure for their facet related pain. Remember also, that RFA i=s the procedure of choice for facetogenic pain and there is no other good procedure for treatment. Spinal fusion would be considered but has high failure and complication rates as well as morbidity and cost.


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; 

Section
Limitations

Proposed language
 
7. Repeat medically reasonable and necessary therapeutic intraarticular injections or RFA at the same site of a previously treated facet joint may be done without additional diagnostic MBBs if prior treatment was within past 24 months.
 
Comment:
 
This language may be unclear

Solution: leave language as stated or add the following language. If the physician is confident that the pain is identical and requires facet injections or RFA it may be repeated without diagnostic injections. However, if there is uncertainty or a change in presentation or pathology, repeat MBB or diagnostic injections may be performed to confirm that the pain is due to facet joints before proceeding to therapeutic injections or RFA.


Proposed language

8. Therapeutic intraarticular facet joint are not covered unless there is justification in the medical documentation on why RFA cannot be performed. 

Solution

This was discussed in the ASIPP letter in therapeutic intraarticular and facet joint nerve blocks section extensively. Facet joint injections may be therapeutic and avoid having to do a radiofrequency procedure.  Consequently, this restriction may be removed or appropriately modified.

Not reasonable and necessary 

4. Facet joint procedure performed at a fused posterior spinal motion segment. 

This seems to be unnecessary. Facet joint pain is not based on instability, rather it is an inflammatory mechanism, which may be somewhat related to the instability or fusion. Consequently, this sentence may be deleted. Very often after fusion, there is extreme inflammation and tissue damage that occurs in areas innervated by the medial branch nerve. The medial branch runs medially and around the lateral aspect of the lumbosacral facet joint. The medial branch then innervates the capsules of the lower 2 to 3 facet joints, and the spine, skin, muscles, and ligaments medial to the facet joint line. The medial branch runs medially and around the lateral aspect of the lumbosacral facet joint. The lateral branch descends and merges into the S1 dorsal ramus. The medial branch then innervates the capsules of the lower 2 to 3 facet joints, and the spine, skin, muscles, and ligaments medial to the facet joint line.he spine, muscles and ligaments medial to the facet joint are almost always damaged during a posterior fusion and can cause pain.

Solution: delete this section

Proposed LCD Language
Definition: 

Region: The segments of the back involved will be defined in this policy as two regions:
Cervical/thoracic region = C1-C7/T1-T12
Lumbar/sacral region = L1-L5/S1-S5

Problem: cervical and thoracic regions should be separate regions of the body. In the Medicare population, many patients have facet degeneration in the cervical and thoracic region as well as lumbar region. Patients who have had thoracic compression fractures or degenerative facet joint disease in the thoracic spine should be able to have treatment in the thoracic spine as well as cervical spine. In the limitations section of the proposed LCD #3, it states: “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.”

In the Medicare population it is very common for patients to present with facet joint degeneration and pain in the cervical, thoracic and/or lumbar region. Facet joints do not know to stop at a specific level. Degeneration occurs in the entire spine.  It is unreasonable to combine cervical and thoracic regions which account for 19 spinal levels.

Solution: regions should be defined as: 
Cervical
Thoracic
Lumbar
Proposed LCD:
Limitations #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.

Problem: in the Medicare population it is very common for patients to present with facet joint degeneration and pain in the cervical, thoracic and/or lumbar region. Facet joints do not know to stop degeneration or pain at a specific level. Degeneration occurs in the entire spine. Patients who have had thoracic compression fractures or degenerative facet joint disease in the thoracic spine should be able to have treatment in the thoracic spine as well as cervical spine, or lumbar spine. It is unreasonable to combine cervical and thoracic regions which account for 19 spinal levels.

Solution: see above Proposed LCD definition regions. It should be allowed to perform facet interventions, including injections or RFA at the cervical, thoracic and lumbar regions independently. It is reasonable to require that they not be done on the same session, however it is not true that patients will not present with pain in both cervical/thoracic and lumbar spinal regions. This is discussed previously.
Section
Limitations
Proposed language
[bookmark: _GoBack]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, I request the language to include three (3) joints bilaterally for diagnostic blocks and (3) three joints bilaterally for Radiofrequency Ablation. A fourth level would be unusual but may be medically necessary in some patients with extensive or severe disease. Supporting documentation should be written in the chart and submitted if requested.  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 radiofrequency procedure is necessary as many patients cannot tolerate being in the prone position for an extended period of time. Patients with pulmonary or cardiac conditions, obesity very often have a difficult time lying prone and cannot tolerate a bilateral RFA procedure. Quite often the local anesthetic may make the ipsilateral leg weak and it is difficult for the patient to leave the facility or ambulate with one weak leg. If bilateral leg weakness occurs, the patient cannot ambulate at all and is extremely high risk for falling and serious injury. Requiring RFA to be done bilaterally is not recommended and I request that language not be included.
Recommended language:
Three (3) joints for bilateral procedures and/or three (3) 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. A fourth level would be unusual but may be medically necessary in some patients with extensive or severe disease. Supporting documentation should be written in the chart and submitted if requested on appeal.
Thank you again for all your dedication. I hope these comments will be helpful in revising the LCD, which will be acceptable to all involved, which will not only improve the patient care, but within the parameters of Chapter 13 of Medicare Program Integrity Manual and Medicare’s promise to provide appropriate care to elderly. 


