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PRESENTATION

Operator
Hello, and thank you for joining us for today's First Coast Open Meeting. All participants will be in listen only mode. Should you need assistance, please signal a conference specialist by pressing the "*" key followed by "0". Throughout today's meeting registered presenters will have the opportunity to speak with us about proposed LCDs. First Coast Contractor Medical Directors will then have an opportunity to ask questions. 

Please note this meeting is being recorded. I would now like to turn the conference over to Dr. Juan Schaening, First Coast Contractor Medical Director. 

Juan Schaening
Good afternoon. I would like you to welcome everyone to First Coast November Open Meeting. And I am Dr. Juan Schaening. I am the Executive Medical Director for First Coast Service Options. And on the phone with me today is my colleague Dr. Alicia Campbell, Medical  Policy Coordinator Nathalie Mohler. And joining us from Novitas are Executive Contractor Medical Director Andrew Bloschichak, Dr. Sunil Lalla, Dr. Jyme Schafer, and Dr. Leslie Stevens. And Medical Policy Analyst Jan Green. 

We are holding today's open meeting to discuss the review of the evidence and the rationale for two proposed LCDs as the result of the health (INAUDIBLE) process. The proposed LCD topics for today's meeting are the facet joint interventions for pain management and cardiology non emergent outpatient stress testing. During today's meeting interested parties will make presentations of information related to the proposed LCDs. Please remember as stated by the host that today's call is being recorded and we request that all formal comments be submitted in writing before the end of the comment period on December the 12th. 

At this time I would like to turn it over to Natalie Moeller to provide a brief forward view of the proposed revisions for facet joint interventions for pain management. Natalie could you proceed please?

Nathalie Mohler
Thank you, Dr. Schaening. Good afternoon, everyone. First Coast currently provides limited coverage for facet joint blocks for patients who are experiencing chronic pain that has been present for at least three months. Limited coverage is also provided for destruction of facet joint nerve using fluoroscopic guidance for patients who have undergone diagnostic median branch block and who failed conservative treatment. The LCDs addressing these services are effectuated via procedure to diagnosis code editing. 

The proposed LCD was developed as an all Medicare Administrative Contractor LCD as well as consolidation of First Coast and Novitas' LCDs. Also to comply with the 21st Century Cures Act, summary of evidence and analysis of evidence sections were added. This proposed LCD provides limited coverage for facet joint interventions like diagnostic, therapeutic and facet joint denervation performed under CT or fluoroscopic guidance for patients who are experiencing pain for three months and who have failed conservative treatment. 

The indications for facet joint denervation require that the patient has undergone two medial branch blocks with at least 50% improvement in performing ADLs. Non-thermal modality, including chemical and low grade thermal energy will be considered not medically reasonable and necessary. The proposed LCD includes frequency limitations to allow four diagnostic joint session, that is, injections performed on one date of service for spinal region per spinal region per rolling 12 months, four therapeutic injections per spinal region per rolling 12 months. Two radio frequency sessions per spinal region per rolling 12 months. And two facet cyst aspiration/rupture sessions. Effectuation of the LCD will be via pre-pay. Procedure to diagnosis and frequency editing. 

Thank you and back to you Dr. Schaening. 

Dr. Juan Schaening
Thank you Nathalie. And our first presenter is one of the members of our Contractor Advisory Committee, Dr. Deborah Tracy from Florida. Could you go ahead stating any conflict of interest Dr. Tracy?
Dr. Deborah Tracy
Can you hear me Dr. Schaening?

Dr. Juan Schaening
I can hear you clear. How are you doing Dr. Tracy?

Dr. Deborah Tracy
I'm doing great. No, I have no disclosures. 

Dr. Juan Schaening
Okay. Then proceed with your presentation. Thank you. 

Dr. Deborah Tracy
Thank you Dr. Schaening. My name is Dr. Deborah Tracy. I have been a CAC member in the J9 jurisdiction for 15 years representing the Florida Society of Interventional Pain Physicians and have been committed to policy development for coverage determinations. I've worked with Dr. Schaening for several years prior to that Dr. Corcoran and now with Dr. Leslie Stevens. 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 and subspeciality certification in pain medicine. I managed chronic pain patients full time for over 20 years and my practice is 90% Medicare. I would first like to address problems that I see in the proposed LCD. In the first section, covered indications, B diagnostics of facet joint injection procedures, brackets IA or MBB, closed bracket. The proposed language is a second diagnostic procedure is considered medically reasonable and necessary to confirm validity of the initial diagnostic procedure when administered at the same level. 

The second diagnostic procedure may only be performed a minimum of two weeks after the initial diagnostic procedure. I'm reading and speaking slowly so the transcriptionist will be able to understand and transcribe properly. My comment--I have two issues with this language. One is the two week minimum and two is the mandated requirement for two blocks. 

So, for issue number one quote, "Two week minimum interval between diagnostic blocks". In our opinion, two weeks between blocks is unnecessary. Our LCD for the J9 jurisdiction has provided patients and providers with no restrictions on time intervals between facet blocks for decades. We are unaware of any literature that requires a minimum of two week between blocks. Additionally, many physicians discontinue blood thinners for facet injections and ablation and many more especially for deep injection in the cervical spine, which will require great risk to the patients over and over again. 

Numerous geriatric patients are on blood thinners. The most common include Plavix, Eliquis, Xarelto, 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 by the American Board of Anesthesiology include discontinuation of blood thinners for neuraxial blockade for five half-lives. 

Consequently, the patient would be off their blood thinners for four to ten days at a time for weeks to accomplish radio frequency ablation. The potential complications of discontinuing blood thinners are serious and include stroke, deep venous thrombosis, myocardial infarction, pulmonary embolism, gangrene of the extremities, to mention only a few. These complications are serious and usually require admission to the intensive care unit. Please consider eliminating the minimum two week interval between diagnostic blocks. 

Issue number two mandates two blocks for confirmation of pain relief or increase in function ability in order to proceed to radio frequency ablation. Our local coverage determination for the J9 jurisdiction has provided patients with the option to proceed forward with radio frequency ablation after a single session of diagnostic blocks to a region for decades. As per the ASIPP letter to First Coast Service Options for the J9 jurisdiction, it's statistically demonstrated that there is very low increase in utilization and a favorable CERT in the J9 jurisdiction. 

If the first block is absolutely confirmatory it is not necessary to perform a second block. Mandating two undiagnostic blocks will extend the waiting period for radio frequency ablation and potentially lead to ER visits, further wasting the beneficiary fund. And I would like to say that for my patients when they get that relief then their pain returns the pain feels much more unrelenting than it did previously. And some of them do think that they have to go to the ER because they're worse. 

But of course this is explained to them before we go forward with the procedure. Again, it is worth mentioning that our Medicare population is eager to seek interventions that will restore quality of life and functional ability, mandating two blocks even if the first block was absolutely confirmatory is not necessarily. And we'll extend the waiting period to greater than a month for radio frequency ablation. Again, because we're mandated to two blocks we face the complications of using blood thinners as I previously explained. Also increasing the cost at least in the J9 jurisdiction and wasting the beneficiary fund in the J9 jurisdiction. 

So as a recommendation we would like to recommend that the language change. That a second diagnostic facet block is only reasonable and necessary if the patient does not achieve a minimum of--and we're going to talk about this 80% in the next sentence--relief of primary pain. Or at least 50% consistent improvement in functional ability to perform previously painful maneuvers and ADLs. 

Any questions?

Dr. Juan Schaening
Thank you, Dr. Tracy. Any questions or comments from the CMDs?

Dr. Deborah Tracy
Okay. I have further comments to make then if I may go forward. 

Dr. Juan Schaening
Yes. Give me a pause. No questions at this stage. So yeah. Yeah. Go forward. 

Unknown
No questions. Thank you, Dr. Tracy, but no questions. Thank you. 

Dr. Deborah Tracy
Okay, thank you. Section C, therapeutic in the same location. Therapeutics are facet injection procedures, IA or a medium branch block. Proposed language: the patient has had two medically reasonable and necessary diagnostics and set procedures with each one providing a consistent minimum of 80% relief of pain. The duration of relief being consistent with the agent used or at least 50% improvement in the ability to perform previously painful movements and ADLs. 

My comment on this is our current LCD for the J9 jurisdiction last revised in 1A 2019 states quote unquote, "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." Unquote. Prior to this revision multiple--including multiple prior revisions for over a decade greater than 50% pain relief was the target to move forward with radio frequency ablation. 

While evidence may support 80% relief to avoid false positives, recognize that the literature predominantly includes patients of all ages and excludes patients with cognitive impairments. Many Medicare patients are beginning to experience cognitive impairment or at least short term memory loss in trying to explain their pain and or improvement in their pain. In fact, patients with even minimal cognitive impairment are excluded from evidence based studies as these patients cannot reliably perform outcome questionnaires. 

Recommended language then, the patient has had one confirmatory or two if necessary medically reasonable and necessary diagnostics facet joint procedures with at least one providing a consistent minimum of greater than 50% relief of primary pain or at least 50% consistent improvement in the ability to perform previously painful movements in ADL. 

I have another section if there's no questions I will go on to the next section. 

The next section is the limitations. The proposed language in number three. It is not expected that patients will routinely present with pain in both cervical thoracic and lumbar spinal regions, therefore the routine performance of both spinal regions may trigger a focused medical review. My comment is the process of an aging spine leads to cervical thoracic kyphotic deformity and thoracic kyphosis. 

The process overloads the facet joints as the center of gravity moves forward. It is not uncommon for a Medicare patient to have both cervical thoracic and or cervical 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 in advertently lead to providers and patients to seek spine surgical consults. 

The risks of facet injection is a fraction of the risk of cervical thoracic spin 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. 

My next section in the limitations--so my recommendation on that is to delete number three or allow cervical, thoracic, and lumbar regions to be addressed separately as separate regions. 

My next section in the limitations is number four. The following are considered not medically reasonable and necessary. Facet joint procedure performed at a fused posterior spinal motion segment. My comment is facet joint 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 radio frequency ablation. Removing this therapeutic option will drive patients to implantable therapies or repeat surgery which may not be necessary if they respond favorably to radio frequency ablation. The proposal here is to delete number four in the limitations. 

My next comment has to deal with the limitations expressed in number six. 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 with significant documentation of medical necessity on appeal. My comment is the limit to one or two 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 joints per session. If patients have facet syndrome at multiple levels with pain in the reference zone of these levels with provocative maneuvers it will take them months to get the entire region treated, incurring greater risks. Consequently we request the language to include three joints for diagnostic blocks and four joints for radio frequency ablation. 

Again, the J9 LCD for paravertebral facet joint destruction last revised on 11/28/19 state it is not expected that paravertebral facet joint destruction will exceed five levels unilaterally or bilaterally on the same day of service. Additionally providing one side at a time either right or left for a three level 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 side treated and report excruciating pain on the untreated side. 

So the recommended language would be three joints for bilateral procedures and four joints for unilateral procedures are allowed per session per spinal region. A session is a time period which includes all procedures, median branch blocks, interarticular injections, and radio frequency ablation performed on the same day. That all being said, I have no other comments. 
Dr. Juan Schaening
Thank you Dr. Tracy. Are there any questions or comments from the CMDs?

Dr. Leslie Stevens
Well I would like to say Dr. Tracy thank you so much for your years of service as a very valued CAC member and also your great sense of patient advocacy. I appreciate all you do and we appreciate all you do for our Medicare beneficiaries. And I also wanted to point out for those that are listening that Dr. Tracy sat on the SME panel, so that's a subject matter expert panel, for this national workgroup policy and wanted to thank you for that as well. 

Dr. Deborah Tracy
Thank you, Dr. Stevens.

Dr. Juan Schaening
Any other questions or comments from the other CMDs?

Unknown
No questions. 

Dr. Juan Schaening
Okay, thank you Dr. Stevens. So Dr. Tracy even though this meeting is being recorded and minutes are being taken we will greatly appreciate if you could share your comments in a written format with any relevant references that you can provide to support your recommendations. Because remember, as previously mentioned this is a collaborative MAC LCD so those written comments can be shared with the other contractors so they may have them on their response to comments of their--respective LCDs. 

So just making note of that. We appreciate your presentation and your time. Thank you. 

Dr. Deborah Tracy
Thank you, Dr. Schaening. 

Dr. Juan Schaening
Okay. So moving forward let's go to the next presenter. The next presenter is Dr. Harold J. Cordner. He's the President of the Florida Pain Management Associates. Dr. Cordner please go ahead stating any conflicts of interest. Thank you. 

Dr. Harold Cordner
My name is Harold Cordner. I do not have any conflicts of interest on this topic. Can you hear me okay?

Dr. Juan Schaening
I can hear you perfectly well, Dr. Cordner. 

Dr. Harold Cordner
Thank you so much. 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 thank you for allowing me to speak today. I have been practicing pain management in Florida for over 27 years. 

My practice is about 82% Medicare at last analysis. I am board certified in anesthesia by the American Board of Anesthesiology and also have some specialty certification in pain medicine from the American Board of Anesthesiology. And I'm also board certified in interventional pain medicine by the American Board of Interventional Pain Physicians. And also by the World Institute of Pain. 

So I would like to thank Dr. Tracy for her great presentation and I'm going to try in the interest of time to not duplicate what she's already said. So in the section with diagnostic facet joint injection procedures where Dr. Tracy discussed a two week minimal interval between diagnostic blocks I would have to agree with Dr. Tracy on that in that I think two weeks between diagnostic blocks is unnecessary. There was one study presented which showed that there was some extended relief of pain with diagnostic medial branch blocks. 

However, the intent of diagnostic injections is to see if the patient--well pain relief for the duration of the local anesthetic which is quoted in both the literature as well as the LCD. The duration of the local anesthetic typically is hours and those diagnostic blocks are able for the patient to determine whether they had relief of their pain during the local anesthetic duration. It does not take two weeks for them to determine that and by that time in my experience the patients have usually returned to their baseline pain. Which is the interest of everybody.

Additionally many in Florida--many of our patients are snowbirds and toward the end of their stay here they're trying to get back up north or coming back down and taking two diagnostic blocks two weeks apart plus two radio frequencies all two weeks apart would take at least six to eight weeks to accomplish that. And that's without scheduling delays or being able to be evaluated in the office first. So I think that these patients could have the same treatment in a much shorter duration of time and it provides no cost saving to extend it out for two weeks. 

So the solution or recommendation to delete the language requiring two blocks but require that they should not be performed on the same day to avoid any confusion in that. There are other societies that also make those same recommendations. 

The next section, C, therapeutic facet joint injection procedures. The proposed language states that the patient has had two medically reasonable and necessary diagnostic facet joint procedures with each one providing a consistent minimum of 80% relief of primary pain or at least 50% consistent improvement in the ability to perform previously painful movements. As you all are very well aware this is very controversial between recommendations of societies and literature on 50% versus 80% relief of pain. 

It is my opinion and based on studies looking at multiple diagnostic blocks the intention is to prevent false positives so that the patients go on to have a unsuccessful radio frequency because of a false positive block. There are numerous studies looking at the difference between 50% relief, 70% relief, and 80% relief. And all of those studies also show that given the reduction of false positive there was no difference in outcome for radio frequency despite using a higher level 

The other issue is that many, many patients may have 70 to 75% pain relief and that would exclude them from having treatment where 75% pain relief on any bar is an excellent result. So it is my opinion that these 80% is not reliable. It sets too high of a bar and would not enable many patients to proceed with a procedure that would greatly help them. 

It is also very difficult for patients to determine whether that pain is 70% or 80% relieved and that's been my experience after doing tens of thousands of these procedures asking the patients their percentage of pain relief. I think it is reasonable that if the patient has had one confirmatory block greater than 80% that has been proven by literature to be a reliable number with good reliability for reducing false positives or they could have greater than 50% pain relief with two diagnostic blocks. 

I think it's a good compromise to reduce the overutilization of blocks as well as to provide the needed services to these patients. I will go on to the next. Where--this is in proposed language limitations number seven which states quote, "Repeat medically reasonable and necessary therapeutic interarticular 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 the last 24 months. 

I think the problem with this is that the language is just unclear. And that I agree with the intent of this is that if the patient had a previously good radio frequency procedure and returns with the same pain that you could go straight to a radio frequency without doing a diagnostic block. However, my concern is that the patients very often will return 18 months or two years later with pain that may be similar but they've now had a new disc herniation or advanced degeneration that may also be contributing to that pain or causing that pain. 

And in those cases the physician may be unsure if the patient still is having facet joint pain or it's related to something else and a diagnostic injection in that circumstance would help to delineate whether that patient needs to repeat the radio frequency procedure cause it's due to the facet joint disease or this new pain or changed pain or similar pain it may be different. And in those cases it is justified to repeat a diagnostic block in the cases where either the pathology has changed or the physician is thinking that he needs to do a diagnostic block.

So I would urge to either leave the language as stated or add the following language. Quote, "If the physician is confident that the pain is identical and requires facet injections or radio frequency ablation it may be repeated without diagnostic injections. However, if there is uncertainty or a change in presentation or pathology repeat medial branch blocks or diagnostic injections may be performed to confirm that the pain is due to facet joints before proceeding to therapeutic injections or radio frequency."

The next section would be in proposed language under limitations number eight where it says quote, "Therapeutic interarticular facet joints are not covered unless there is justification in the medical documentation on why RFA cannot be performed." I am aware of the letter by ASIPP being sent regarding therapeutic interarticular and facet joint nerve blocks. This has been studied extensively and there is very good evidence that therapeutic interarticular facet joints do work. 

It has also been my personal experience that I've seen many patients have therapeutic facet joint injections that may last for months or years at a time not necessitating radio frequency. There are other societies that will entertain that radio frequency ablation as the targeted therapeutic procedure. And that if you do a diagnostic injection you should proceed straight to radio frequency and not provide therapeutic interarticular facet joints. 

It is just logical that we do interarticular injections of shoulder joints, knee joints, hip joints, every joint in the body. And the facet joint is an articular joint just like any other joint and does respond and there is good evidence that it does respond to therapeutic injections in some patients. And I believe that we should strike that language and allow for therapeutic injections. 

The next point is under limitations number four. Facet joint procedures at a fused posterior spinal segment. I believe Dr. Tracy was very correct about that. And also when patients have had a lumbar fusion or laminectomy there is much destruction around the facet joint, the multifidus muscles, ligaments, and skin around that area. The medial branch nerve not only innovates the capsules of the facet joints but it also has branches to the spine, skin, muscles, and ligaments medial to the facet joint line. And those are most often the structures that are damaged during these fusions. And patients very often will get tremendous pain relief from that procedure. 

As most things that we talk about the alternative to not allowing that would be a repeat operation or implantable spinal cord stimulator. Which is much more costly and fraught with complications rather than allowing a less costly and less invasive procedure to be done that may benefit the patient. 

One point in the proposed LCD language under definitions, the definition is under R for region. It states the segments of the back involved will be defined in this policy as two regions: one is the cervical slash thoracic, C1-7 slash T1-12. And two, the lumbar sacral region L1-5 and S1-S5. The problem is that the cervical and thoracic regions should be separate regions of the body. In the Medicare population many patients have facet degeneration in the cervical spine, the thoracic spine, as well as the lumbar region. 

Patients who have had thoracic compression fractures or thoracic facet disease should be able to have treatment in the thoracic spine as well as the cervical spine. In the limitation section in the proposed LCD number three it states it is not expected that patients will routinely present with pain in both cervical, thoracic, and lumbar spinal regions. In the Medicare population however, in my experience it is very, very common for patients to present with facet joint degeneration in all of the cervical, thoracic, and or lumbar regions. 

Facet joints do not know to stop at a specific level. Degeneration occurs in the entire spine including the thoracic spine, cervical spine, and lumbar spine. I believe it is unreasonable to combine the cervical and thoracic regions which accounts for 19 spinal levels and limiting the 19 levels to three joints per region I believe is too limiting. 

I'll move on to another section on proposed language limitations regarding the levels. Dr. Tracy made a very good argument that two levels is very limiting and that the analysis shows that most physicians use three levels. I believe that three levels is reasonable. And I will now address the unilateral and bilateral procedures. 

It has been proposed that unilateral radio frequency should not be done if the patient is having bilateral procedures. The radio frequency procedure is quite lengthy. It can go anywhere from 25 to 45 minutes per side. Our Medicare population here in Florida we have many patients have a pulmonary or cardiac conditions, obesity. They have a very, very difficult time lying prone for a lengthy painful procedure for 30 to 45 minutes at a time. Many of these patients have a very difficult time just laying down period. And it is unreasonable in those patients to think that they can lay down for 45 minutes to an hour and a half having a procedure done. 

And in addition, when we inject a local anesthetic quite often it can get onto the spinal nerve root and make their leg weak. If they have one weak leg they are able to at least ambulate slightly and leave the facility or go home. If we do two or bilateral procedures and both of their legs get numb the patient cannot stand up. They cannot leave the facility. And they're at extremely high fall risk for when they do return home. 

I would suggest that requiring RFA to be done bilaterally is not recommended and request that that language not be included. 

In the cervical spine, if you do bilateral cervical radio frequency in the upper cervical spine those patients will get dizzy and off balance for weeks at a time. If you do them unilaterally it does not happen. So I would suggest that we do not require procedures be done bilaterally. 

The only last thing I'm going to address is limitations number two. Where it states quote, "General anesthesia is considered not medically reasonable and necessary for facet joint interventions. Neither conscious sedation nor monitored anesthesia care is routinely necessary for interarticular facet joint injectors or medial branch block and are not routinely reimbursable." I would suggest that that language be revised that conscious sedation or monitored anesthesia care may be administered in circumstances where the patient has anxiety, underlying medical conditions that would require sedation or observation with an anesthesiologist or anesthesia provider. 

Again, many of these patients are elderly in their 80's with significant cardiac and pulmonary comorbidities. Many patients have anxiety about having a painful procedure done and request sedation for these procedures. I have in my experience seen many, many patients not even want to go into an MRI scanner because of extreme anxiety. And we now have to either give them sedation in the hospital or send them to an open MRI. 

That's without having any interventions done on them. There are many, many patients and has been a surprise to me over 27 years seeing how many of these patients are extremely anxious about having a procedure done, especially in the cervical spine. And to require that they do not get some (INAUDIBLE) license for sedation I think is unnecessary and those patients should be afforded the opportunity to have a stress free and smooth procedure done. 

And that is the end of my presentation. And if there are any questions I'd be happy to answer them. And I think the staff and the carrier for allowing me this opportunity. 

Dr. Juan Schaening
Thank you, doctor. We really appreciate your presentation. And as I previously commented I want to emphasize that we will appreciate you sending your written comments and the studies that you made reference to will be  you know, very welcome. 

Dr. Harold Cordner
Thank you. 

Dr. Juan Schaening
Do any of the CMDs have questions for the presenter?

Dr. Leslie Stevens
I don't have a question. This is Dr. Stevens. But I wanted to thank you Dr. Cordner, both you and Dr. Tracy are definitely clinicians practicing in the field with a wealth of knowledge that sometimes is not really clearly stated in the literature. And we will be as Dr. Schaening had referenced earlier we will be taking all of these response to comments to our national work group to discuss as this is a national policy. And thank you again for being so thoughtful in your responses. 

Dr. Harold Cordner
Thank you. 

Dr. Juan Schaening
Any other comments or questions? 

Dr. Deborah Tracy
Well Dr. Schaening, I do have a question for Dr. Cordner. 

Dr. Juan Schaening
Go ahead. 

Dr. Deborah Tracy
This is Dr. Tracy. And Dr. Cordner, my understanding of the paragraph you read about general anesthesia that paragraph only included for diagnostic injections and now for radio frequency ablation. So I'm not sure if the medical directors want to comment on that or is my understanding not accurate?

Dr. Harold Cordner
I'll read it to you again. The quote says, "Neither conscious sedation nor monitored anesthesia care is routinely necessary for interarticular facet joint injections or medial branch blocks. And are not routinely reimbursable. Individual consideration may be given on redetermination appeal for payment in rare, unique circumstances. If the medical necessity or sedation is unequivocal and clearly documented in the medical record frequent reporting of these services together may trigger focused medical review."

So it is quite common for patients undergoing facet injections or one of your branch blocks to have extreme anxiety, to have severe cardiac problems, and especially when we're dealing with injections in the cervical spine where it is extremely--I've seen many cases that I've reviewed for medical legal purposes of death, paralysis, seizures. After injections even lumbar facet injections or cervical facet injections. And to have a anesthesiologist who's trained in resuscitating these very deadly complications is safe. And I think that it should not be taken away. That the patient one, has the ability to have sedation but two also to have a qualified anesthesia provider to assist in resuscitation if necessary. 

Dr. Deborah Tracy
Okay. So it did not include radio frequency ablation.

Dr. Harold Cordner
Correct. 

Dr. Deborah Tracy
Thank you. 

Dr. Juan Schaening
Alright. Alright. Any additional questions or comments? So (INAUDIBLE) thank you again Dr. Cordner. We really appreciated your time and your presentation. 

Dr. Sunil Lalla
Dr. Schaening?

Dr. Juan Schaening
Yes, go ahead Dr. Lalla. 

Dr. Sunil Lalla
I do just have one question for Dr. Cordner. Dr. Cordner what percentage of your patients seem to require fentanyl, versed, or propofol or some sort of a sedation for these types of procedures?

Dr. Harold Cordner
So typically not propofol. Usually anxiolysis or versed or fentanyl. The radio frequency especially is a very painful procedure both placing the needles during the procedure as well. For many years I didn't really provide sedation for those but I have an anesthesiologist that does sedation for my cases and I am shocked at how many patients want sedation or anxiolysis. I would probably say 20 to 25% of patients will ask for sedation or demand sedation. 

So it's a much higher number than people think. But my estimate would be 20 to 25%.

Dr. Sunil Lalla
And you're administering the conscious sedation yourself is that correct?

Dr. Harold Cordner
No. No, no. I have an anesthesiologist--

Dr. Sunil Lalla
--Or do you have a CRT or something--

Dr. Harold Cordner
--I have an anesthesiologist for that purpose. And again, you know, I for over 27 years I've learned that bad things can happen quickly. And it's always good to have someone there that can help to resuscitate these patients when things happen. I do review cases for the board of medicine and I've seen like I said earlier everything from seizures to deaths in very simple facet joint interventions. 

So I think it is important enough that the patients really will demand it many times. 

Dr. Sunil Lalla
Thank you so much. 

Dr. Harold Cordner
Thank you. 

Dr. Deborah Tracy
This is Dr. Tracy. I would just like to add that the--especially the cervical facet injections and ablation are in the prone position. And we all know how difficult it is to manage an airway in the prone position. Thank you. 

Dr. Juan Schaening
Thank you for that comment Dr. Tracy. Any additional comments or questions for Dr. Cordner?

Okay. Here and now then we can move to our next presenter, the third and last presenter of the afternoon. It's Dr. Byron Schneider. He is from the research division Vice Chair of the--

Unknown
--Your time and patience. Please stay on--

Dr. Juan Schaening
Dr. Schneider, please go ahead stating any conflict of interest. 

Dr. Byron Schneider
Yeah thanks for having me. I am speaking on behalf of the Spine Intervention Society and these points reflect the views of the Society as a whole and not my own. As mentioned I am the Vice Chair of the research division. I'm also Vice Chair of the evidence analysis committee for the spine intervention society. 

I do not have any financial disclosures pertinent to this LCD per se although I do have grant funding from SIS pertinent to research on facet intervention and I whether it's pertinent or not have positions of leadership within the North American Spine Society who I am not representing today. But those do include membership on the coverage committee as well as the Chair of the Interventional Spine section and Vice Chair of the Interventional Spine and Musculoskeletal Medicine Fellowship Oversight Committee. 

And have been in part asked to represent SIS for this. With having had experience I've published the only prospective randomized control file on the interarticular facet steroid injections and also the first author on the most recently published systematic review of lumbar radio frequency neurotomy which can be found in pain medicine. And it was published I believe in June of this year. 

I for full disclosure I guess though it's not a conflict of interest I do also do medical legal work for insurance companies in the state of Florida pertinent to at times over utilization and fraudulent use of these procedures. 

And I would like to also state that as a representative of the Spine Intervention Society that the stated mission of SIS is to develop and promote the highest standards for the practice of interventional procedures and that the vision of SIS is that interventional procedures are correctly indicated, competently performed, and beneficial to our patients. 

So while SIS is certainly an advocate of patient access to appropriate or in medically needed procedures we are equally an advocate for the appropriate and judicious application of these when science supports it. 

So on that note, going through the proposed wording in this LCD the first thing that SIS would like to address is pertinent to the frequency and threshold for performing diagnostic facet procedures we agree that a second diagnostic procedure is medically necessary before proceeding with a therapeutic radio frequency neurotomy. This is as all speakers have mentioned somewhat opinion and much debated in the literature .And I think the panel will have to decide, you know, this threshold is really--hinges on what outcomes we're looking for for our patients. 

I will freely grant that if the goal is to have outcomes on the order of 50% pain relief there is evidence that supports using a 50% threshold or even a second block. May be able to achieve that but that if the goal of the treatment is to achieve higher degrees of pain relief such as 80 or 100% pain relief obviously at that point if there's 100% pain relief there is no need for any additional medical care for that patient. Then the only available evidence suggests that at 80% our thresholds or a higher threshold is used and that two blocks are done. 

The best available evidence using a single block paradigm--the best available outcome in that study is 50% relief after neurotomy. The next thing we would like to address is the interval between diagnostic blocks. We agree with the previously mentioned comments that an interval of two weeks is not needed and not founded in any medical rationale. The purpose of a diagnostic medial branch block is to see if their pain is immediately relieved after anesthetic is applied to the innervated joint. 

So whether lidocaine or a slightly longer acting anesthetic such as Marcaine is used the expected onset should be within a few minutes to 30 minutes at most and is only expected to last between four and 24 hours. So while there may be unexplained cases where patients have prolonged relief after a block that would be the exception and obviously performing a second diagnostic block on someone whose pain has not yet returned it would not be indicated.

Working under the assumption that for the average patient the duration that is expected for their pain to return be two weeks is completely unfounded. As we know that the actual effect of the anesthetic will have been worn off within 24 hours. And so accordingly for a patient who this is following the expected pattern an interval of 48 hours or more only would be needed to maintain the validity of the test. And delay and access to care. 

The--sorry, my Power Point or my notes keep slipping off here. The next thing we would like to discuss is the criteria for a diagnostic second injection. Again we support that a second injection is needed and that a threshold of 80% or more is needed. Again, this is founded on a systematic review of outcomes when looking at what thresholds were used when defining success after radio frequency neurotomy. SIS does have concern with the proposed wording that an alternative is at 50% objective improvement and ADLs also be allowable. 

This is concerning on many fronts and we are concerned that it would open the door to significant over-utilization of the second block. So radio frequency neurotomy primary be because the threshold of 50% in ADLs has not been validated. From the scientific literature that the outcome measure used to define this is not clearly stated in this LCD and as worded now could probably or likely be used simply as a subjective measure of someone saying they feel 50% improved objectively. Or, sorry, 50% improved subjectively regarding their ADLs. 

And having a non-validated, non-quantitative, non-objective way of measuring the outcome of a block would be fraught with enough potential abuse. 

The next point SIS would like to address is the concern or the wording regarding therapeutic procedures. There is a very clear delineation between what a therapeutic interarticular injection with Cortical steroid is and the therapeutic radio frequency neurotomy. As mentioned I am one of the authors on the only prospective randomized control trial showing that interarticular facet steroid injections are not therapeutic. 

And despite that my position and the position of the Spine Intervention Society is that there still may be a role for a therapeutic interarticular steroid injection that may provide relief. But given that there is no prognostic role of diagnostic injections in selecting patients for therapeutic cortical steroid injection the idea of having two diagnostic injections before having a therapeutic cortical steroid injection is not founded in the scientific literature. 

And at least in theory as previously mentioned a successful interarticular cortical steroid injection may negate the need for additional blocks and radio frequency generative procedures. 

We would also like to point out that while there is a similar CPT or the same CPT code for (INAUDIBLE) blocks an interarticular injection that this recurrent document does not differentiate between these two and SIS does not believe that there is any therapeutic role for a medial branch block. And that there should be no coverage for therapeutic medial branch blocks with or without cortical steroid. 

So similarly, understanding the difference between those two we contend that the essentially restrictions on who gets a therapeutic in charge of each of their injection and when they're a candidate should not apply to the treatment paradigm between diagnostic medial branch blocks and therapeutic radio frequency neurotomy of the medial branch nerve. 

The next point we would like to address is the candidacy of patients for facet denervation. Again, this is rehashing the point I just made on who is a candidate for a second diagnostic block. We again agree that the threshold for being a candidate for a therapeutic radio frequency neurotomy would be that you've since had two responses to diagnostic medial branch blocks with a minimum of 80% relief of index pain. And again, contest the proposed wording that a 50% improvement in ADLs is a valid way to select patients for radio frequency neurotomy and suggest that this criteria is eliminated from the LCD. 

Our other point that we would like to address as a society are regarding the limitations. We believe there is some inconsistency on the wording between when a repeat medial branch block is or isn't needed or when it will or will not be covered. We agree that a minimum of six months of relief after a radio frequency neurotomy is the minimum duration of relief that should be expected before considering a patient for our repeat neurotomy. 

If a patient's pain is indeed concordant when the pain returns we agree that diagnostic medial branch blocks may not need to be repeated. Though I agree with the previous speaker that in the setting of a different clinical presentation there are certainly times that they may be indicated. But then moreover the wording that if the pain returns greater than 24 months later that repeating medial branch blocks is needed is completely arbitrary. 

So if a patient gets a year and a half of relief with a neurotomy they can equally be as expected to have their pain relief restored with a repeat neurotomy as when their pain relief exceeds two years. And this recommendation that blocks are not needed at less than 24 months but are needed at greater than 24 months. There is no sound literature supporting these time thresholds and that this should largely be left up to the clinician on when a block is or is not needed to be repeated if pain returns after a successful radio frequency neurotomy. 

The next limitation that we would like to address was the documentation on who needs or does not need a therapeutic interarticular facet injection. Again it is our position that using the same criteria to select patients for a therapeutic interarticular cortical steroid injection should not be the same as selecting patients for a therapeutic radio frequency neurotomy. As all available literature looking at the prognostic utility of medial branch blocks is only pertinent to neurotomy and not pertinent to interarticular cortical steroids. 

Our last point that we have formally submitted was on the provider qualifications the current wording states that--uses the word healthcare professionals and SIS believes that this should be replaced with the word physicians. Physicians are the only medically trained professionals that have the requisite training to safely and accurately perform these procedures to correctly and accurately select patients and to immediately recognize, evaluate, and address any potentially complications pertinent to this procedure. 

Most physicians performing these treatments including anesthesiologists, podiatrists, interventional radiologists, and others have either years of dedicated training during residency or more commonly at least one year of dedicated fellowship training in the application of these treatments which far exceeds any training that a non-physician would have when doing this. 

While this is obviously, you know, SIS would like to also state when we agree with other proposed coverage guidelines within this LCD. So I think it's worth noting that we agree with the restrictive use of sedation for diagnostics facet blocks. This would be for a number of reasons. Firstly that the entire purpose of the block is to assess if a patient's pain is relieved immediately after the procedure. And this is obviously greatly confounded.

If you're looking for pain relief post block which if done with lidocaine is only gonna last for two or three hours if the patient has also had versed or fentanyl it becomes very difficult to accurately assess if they've had pain relief. And SIS is very much on record stating we do not believe the routine use of sedation is needed for any actual procedures. 

We also agree with the proposed restrictions on the number of levels addressed per session. There is good sound medical evidence demonstrating that about 40% of the positive lumbar facet joints is at L4/5 and an additional 40% is at L5/S1 and that these two levels alone account for over 80% of the putative joints when facet arthropathy is the cause of someone's pain. Then that--while there may be exceptions that additional levels may be causative. But this certainly is the exception not the rule. 

We also do not contest the idea that these should routinely be separated into unilateral procedures. We believe that these can be done safely as bilateral procedures and that while there may be exceptions to this the rationale that there's any safety when performing unilateral versus bilateral procedures is again not founded in published medical literature and while there certainly can be complications of procedures that have unexpected results there is no published case reports of paralysis or deaths in technically accurately performed (INAUDIBLE) interventions. 

(LAUGHTER)

And then lastly while--there's none published. 

And then lastly we agree with the proposed recommendation to not cover these when targeting segments that have already been surgically fused citing that there is only one single paper that looks at outcomes after doing this procedure in a surgically fused segment. And that there is equally one or two papers that bring up safety concerns regarding the application of radio frequency heat at a segment where there is surgical hardware as a significant portion of those cases will incidentally result in heating the pedicle (screw) to the same temperature and potentially causing complications depending on where that radiofrequency is placed. 

So those are the positions and recommendations of SIS and I thank you for entertaining our opinions. 

Dr. Juan Schaening
Okay. Thank you, Dr. Schneider. We greatly appreciate your presentation on behalf of the Spine Intervention Society. Do any of our contractor medical directors have comments for Dr. Schneider? 

Dr. Leslie Stevens
Dr. Schneider this is Dr. Stevens. And I know that ASIPP has sent letters in to the other contractors. Have you done this presentation for the other contractors? I haven't been able to listen in to their open meetings. 

Dr. Byron Schneider
Yes this is the second time SIS has commented on this and we plan on heavily presenting to all of them including another scheduled for tomorrow. 

Dr. Leslie Stevens
That's Novitas so it'll be us again. We look forward to hearing you again. But thank you again for presenting this to us. 

Dr. Byron Schneider
Thank you. 

Dr. Juan Schaening
Any further comments or questions for Dr. Schneider?

Dr. Deborah Tracy
This is Dr. Tracy. I do have a comment or a statement in that--thank you Dr. Schneider for your wonderful presentation. But I do have a comment about in the beginning you said you had problems with the 50% threshold, improvement in painful movements in ADLs, and you saw that to be subjective. But we routinely use provocative maneuvers to evaluate facet joints including flexion, extension, rotation, both and lateral flexion. And these are not subjective movements. 

In fact, I perform these movements before and after every block. So if I do a successful block and I ask the patient to flex and extend and rotate they can definitely tell me and I can definitely see in an objective fashion that they have improvement in their abilities to perform these maneuvers. Now, how is this subjective?

Dr. Byron Schneider
So our position would be two fold. One is that while there may be clinical utility in that the current wording does not say the 50% improvement in measured range of motion. It generically states that 50% improvement in any ADL. And again, without a clearly stated definition of what outcome measure is being used and then subsequently once that outcome measure is identified then defining what the clinically important difference is in that measure. I mean--this is a currently as stated is an arbitrary outcome.

I agree with you as a clinician that assessing function is very important. But again our position is reflective of the current literature base. And similar to that all outcome paper assessing or demonstrating the effectiveness or efficacy of radio frequency neurotomy have all used that paradigm which is that pain relief after a diagnostic medial branch block. And while there are a very limited number of abstracts that have been published that have attempted to correlate things like range of motion and pain relief there is not a single paper that demonstrated any predictive validity of any other outcome other than pain relief and identifying properly patients that would benefit from radio frequency neurotomy. 

Dr. Deborah Tracy
Also, Dr. Schneider, I would like to agree with you that the statement providers be changed to physicians. I know advertised there are many courses that allow providers of any kind to go to a three day arthroscopy interventional injection course and get a certificate that says they're allowed to do interventional procedures. So I would agree with you with that. And I would also like to state that although you stated there were no literature and commentary on disasters that happened during these blocks, the American Society of Anesthesiology has extensive literature that--or extensive documentation that most of these are settled in closed claims. 

Dr. Byron Schneider
Yes, I'm aware of the closed claims database. And I certainly agree that safety is of the utmost importance for these procedures. But a properly placed needle or a properly placed electrode should not be in the vicinity of any vulnerable structures and it's the position of SIS at least if these are properly performed the risk of catastrophic complications is, you know, it's not completely rare then that complication more often arrives due to technically--deficiencies on the technical performance of the procedure itself. 

Again, I'm speaking on behalf of SIS. I've appreciated everyone else's comments today. But we are attempting to simply present what we believe to be the evidence based rebuttal to the LCD today.

Dr. Deborah Tracy
Mm-hm. 

Dr. Juan Schaening
Alright. This is Dr. Schaening. We certainly appreciate and value when societies express their opinions. So this is going to be reviewed by all the MACs as previously stated. We already have your comments and presentation but as I mentioned through the conversation as we have been participating there have been additional comments. If any of those additional comments you want to capture and write in and tell me they will be shared with all the contractors. And they completed these LCDs coming up on December the 12th. So any additional comments in written format are welcome. 

So any other questions or comments--

Dr. Harold Cordner
--I do have a question. I have a question. This is Dr. Cordner. Dr. Schneider, thank you for your presentation. You've mentioned that when you look at incident studies 40% of facet joints are at L5/S1, 40% at L4/5. And that would account for 80%. So at the L3/4 level would account for the other 20% I'm assuming. But that wouldn't be considered rare to be 20%. Would you agree with that?

Dr. Byron Schneider
The other 20% yes would constitute L1/2, L2/3, or L3/4. This coverage, you know, this covers both cervical and lumbar segments. So I think the better identified science is pertinent to the cervical spine wherein there have been a number of studies that looked at this in a very systematic way and patients were subjected to blocks essentially one joint at a time or at times two joints at a time and until the appropriate segment was found. 

And in those studies most often one segment was identified and then if additional segments are identified it wasn't necessarily additive. So for example on the cervical spine, C4/5 is found almost rarely in isolation. And if it is putative it will occur with C5/6. But then it's almost like on a distribution curve so, you know, if two joints live together and are a cause of a pain the likelihood of additional segments also being putative decreases as they're dispersed. 

So I would argue that certainly 20% even if L3 occurs in 20% of the time so that would most likely then at that point mean that the causative joints are L3/4 and L4/5 or maybe L3/4 in isolation. But certainly does not mean that it is then L3/4 L4/5 and L5/S1. And that most often it's a single level or two levels that are the most likely causes of pain. 

Dr. Juan Schaening
Thank you. An excellent comment. And we really value the conversation that we have had today. And this is exactly what we want to achieve on this open meetings to have evidence based comments from societies and stakeholders and we really value the time and information provided. Any additional literature that you want to provide it would be welcome. 

If there are not any further comments or questions from the CMDs then we can move forward to addressing the next OCB. Are there any questions?

Getting none. So at this time I would like to turn it over to Janice Green to provide a brief overview of the proposed revision for cardiology non-emergent outpatient stress testing. Janice could you go ahead with your review please?

Janice Green
Yes, thank you Dr. Schaening. Good afternoon everyone. This LCD has been revised to create a uniform LCD for Novitas and First Coast. Once this revision to the LCD becomes effective the current First Coast LCD, L38396, for cardiology non-emergent outpatient stress testing and related billing and coding article A56952 will be replaced with this revised policy.

Non-invasive testing in the outpatient setting to assess for coronary artery disease, CAD, and left ventricular, LV dysfunction may be accomplished by utilizing conventional exercise, stress testing without imaging or by utilizing exercise or pharmacologic stress testing with imaging. 

A pharmacologic stress test may be performed when patients are unable to exercise. Pre-test probability is used to determine if cardiovascular stress testing is appropriate and whether cardiac imaging is also appropriate. The pre-test probability of CAD is based on age, gender, and symptoms. Types of stress testing with imaging addressed in this LCD includes stress echocardiography, single photo emission computed tomography or SPECT, myocardial perfusion imaging, MPI, positron emission tomography, PET--MPI and cardiac magnetic resonance imaging, CMR. 

Stress echocardiography, SPECT, MPI, PET MPI, and CMR are considered equivalent diagnostic tests. However in addition to myocardial ischemia, stress echocardiography can provide information that is not obtainable with MPI such as valve function, assessment of pulmonary pressure, and assessment of dynamic obstruction. 

Multiple guidelines, meta-analysis, and appropriate use criteria are available for cardiovascular stress testing with and without cardiac imaging and were utilized in developing this proposed LCD. Thank you and I'll turn it back over to you Dr. Schaening. 

[bookmark: _GoBack]Dr. Juan Schaening
Thank you Jan. And since there are no presenters for this LCD I would like to thank everyone for their participation in today's open meeting. This meeting is adjourned. Have a beautiful day and thank you all for your time and your comments and first impressions. 

Operator
Thank you. The conference is now concluded. Thanks for tuning into today's presentation. You may now disconnect your lines. 


