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PRESENTATION

Operator
Good afternoon my name is Mandy McGarvey and I'll be your webex producer for today's open meeting. Before we get started I wanted to take a moment to remind everyone that this meeting is being recorded. At this time I'm going to go ahead and turn things over to contractor medical director for First Coast, Dr. Juan Schaening. Dr. Schaening.
Dr. Juan Schaening
	Thank you Mandy. Good morning. I would like to welcome everyone to First Coast June open meeting. My name is Dr. Juan Schaening. I am First Coast Executive Contractor Medical Director. On the phone with me today is my colleague. Dr. Alicia Campbell. Joining us from Novitas are Executive Contractor Medical Director, Dr. Andrew Bloschichak, Dr. Jyme Schafer, Dr. Leslie Stevens, Jan Green, and Connie Martz. Please be aware that First Coast Service Options is recording this virtual open meeting to comply with the CMS guidelines. By remaining logged in and connected via telephone or webinar you acknowledged that you have been made aware that this virtual open meeting is being recorded and you are consenting to the recording. If you do not consent to being recorded, please disconnect from this virtual open meeting. We are holding today's open meeting to discuss the review of the evidence and the rationale for two new LCDs and one revision as the result of LCD reconciliation request. The proposed LCD topics for today's meeting are platelet-rich plasma, pharmacogenomics testing and epidural procedure for pain management. 
During today's meeting, interested parties will meet presentation of information related to the proposed LCDs. Please remember today's call is being recorded and we request that all format comments to be submitted in writing before of the end of the comment period on July 24, 2021. At this time, I would like to turn it over to Connie Martz who will provide a brief overview of the proposed LCD for platelet-rich plasma. Go ahead Connie.

	[silence] Well, Mandy, can you hear me?

	Mandy McGarvey
Dr. Schaening. I can. I'm trying to get a hold of Connie. It looks like she's just dialed in, so I'm going to try to locate her line here. Connie, are you able to speak yet? Connie, are you with us? I have all of the phone lines unmuted.

	Dr. Juan Schaening
Okay. Since, apparently, Connie is having some technical issues, I'm going to go over the overview of the proposed LCD. A platelet-rich plasma is defined as a platelet-rich concentrate with platelet levels greater than the usual baseline platelet count in whole blood. This autologous derived substance, also referred to as autologous platelet-derived growth factors, platelet gel, platelet-rich concentrate, autogenous platelet gel, plasma rich in growth factors, or platelet release has been proposed for the treatment multiple conditions to enhance healing.
A number of factors, excuse me. Thank you, sorry about that. A number of factors have contributed to the growing popularity of biological therapy despite the dearth of high-quality clinical data supporting their use. Platelet- rich plasma is currently being utilized for a multitude of conditions, including musculoskeletal conditions. Platelet-rich plasma has the appeal of a simple minimally-invasive treatment with little regulation, which can be easily administered via local injection by clinicians. In addition, the biotechnology companies that manufacture the equipment used to assist in production of these therapies have concluded nationwide market directly to clinicians and consumer doubting success with high-profile athletes. 
The systems used for preparing autologous platelet-derived growth factors are Federal Drug Administration approved under the 510(k) process. While the technology to obtain PRP is FDA-approved, PRP itself is currently not indicated for direct injection. 
The use of autologous biologics to replace or restore damaged tissue is a relatively new area of medicine that has yet to substantiate its outcomes. Platelet-rich plasma is a general term describing a therapy with no standard of preparation or administration technique. This heterogeneity and the small number of controlled trials make it difficult to assess the efficacy of PRP for any disorder. There is a lack of standardization of the preparations of PRP amongst the trials with varying concentration of platelet, frozen versus fresh preparations, and the filtrations of white cells. While the body of evidence of utility for platelet-rich plasma is large, the overall quality of the evidence is low. The studies are relatively small, observational studies, often confounded by lack of treatment control, precluding cause and effect conclusions. The lack of level I evidence, no clinical practice guideline endorsement, as well as no commercial coverage, argue strongly against current platelet-rich plasma coverage as reasonable and necessary for the treatment of Medicare patients. Therefore, platelet-rich plasma injections and/or applications, are considered not medically reasonable and necessary for any use outside of the national current determination 270.3 blood-derived products for chronic non-willing wounds. So, since there are no presenters for this LCD, I would like to turn it over to Jan Green to provide that brief overview of the proposed LCD for pharmacogenomics testing. Jan, please, go ahead.


Jan Green
	Thank you. Thank you, Dr. Schaening. Can you hear me okay?

	Dr. Juan Schaening
I can hear you just fine, thank you.

	Jan Green

	Oh, good. Okay. Okay. This is a new part A and part B LCD developed to create a uniform LCD and associated billing and coding guideline for Novitas and First Coast. The scope of this LCD includes testing to determine how genes affect the body's response to certain medicines known as pharmacogenetic or pharmacogenomic or PGx testing. Genetic testing holds the potential to provide great value in improving health outcomes by assisting to individualize drug therapies to maximize the beneficial outcomes and minimize adverse events and lack of effect. 
This LCD addresses single genes, multi-gene panels, and combinatorial tests aimed at determining an individual's drug response. PGx testing will be considered medically reasonable and necessary if the patient has a condition where clinical evaluation has determined the need for a medication that has a known gene-drug interaction or interactions, for which the test results would directly impact the drug management of the patient's condition and the test meets evidence standards for genetic testing as evaluated by a scientific, transparent, peer-reviewed process, and determined to demonstrate actionability in clinical decision making by the clinical pharmacogenetics implementation consortium or CPIC guidelines, level a or b. Or, is listed in the FDA table of known gene-drug interactions, where drug data support therapeutic recommendations or a potential impact on safety or response or the FDA label. 
Limitations include genetic testing, where either analytical validity, clinical validity, or clinical utility has not been established and pharmacogenomics tests are considered germline testing, and therefore only allowed once per lifetime. For true improved health outcomes, the tests must be actionable and then be successfully integrated into patient care by the clinician. Sources available to provide guidance for clinicians in interpreting genetic test results for gene therapy tests results for drug therapy improvement include FDA drug labels, the FDA table of Pharmacogenetic Associations and the CPIC. Back over to you Dr. Schaening thank you.


Dr. Juan Schaening 
Thank you Jan. Since there are no presenters for this LCD, I will turn it back to you for a brief overview of our next proposed LCD for epidural procedures for pain management. Go ahead Jan.
Jan Green
	Okay, thank you Dr. Schaening. This LCD has been revised to create a uniform LCD with other MAC jurisdictions. Once this revision to the LCD becomes effective, the current First Coast LCD, L33906 Epidural and the related- billing and coding article A56651 will be replaced with this revised policy which is applicable to both part a and part b. This LCD addresses the use of epidural steroid injections or ESIs, as a non-surgical modality to treat low back and neck pain. These procedures typically involve the injection of a solution containing anti-inflammatory agents, corticosteroids, and or anesthetic, into the epidural space, although saline may be included at times. The ESI can be performed in three ways: interlaminar, or IESI approaches the epidural space from the posterior spine between the two vertebral laminae, near the midline.

	In the transforaminal approach, or TFESI, the injectant is delivered through the neuroforamen dorsal to the nerve root, within the intervertebral foramen. The caudal approach, or CESI, enters through the sacral hiatus at the sacral canal to access the epidural space. A multi-jurisdictional contractor advisory committee meeting of subject matter experts, or SMEs was convened on February 11, 2021, regarding epidural injections and procedures. The transcript, voting results, and audio are available on each MACs’ website. The panel consisted of academic and clinical experts in pain management including anesthesiology, and physical medicine, and rehabilitation as well as neuroradiology, internal medicine, and a certified nurse anesthetist from throughout the United States. The input from this panel of SMEs has been incorporated throughout the review of evidence to correlate the evidence with expert input. Back to you Dr. Schaening. Thank you, everyone.



Dr. Juan Schaening
Thank you, Jan. So our first presenter is Dr. Harold Dalton from the Florida Society of Interventional Pain Physicians and a Florida CAC member. Please go ahead and state any conflicts of interest. Go ahead, Dr. Dalton.

Dr. Harold Dalton

	Good afternoon folks. I'm Dr. Harold Dalton. I'm actually a D.O., not an M.D. The only issues I have as far as conflict of interest are my membership related to my membership in FSIPP. To give you a little bit of background, I'm based in Fort Lauderdale, Florida. I've been a CAC member for First Coast Options for the greater part of the last decade. I am the past president of the Florida Society of Interventional Pain Physicians I've had the opportunity as when I was present and traveled throughout the state with hundreds of pain physicians, to get a really good concept of what the standard of care is in the community. I was on the SME call as an observer, and quite frankly this SME call was one of the most contentious SME calls that I have ever listened to. There was quite a bit of disagreement throughout the subject-matter experts, and we'll kind of talk about that a little bit more, as we move through this presentation. I also  back in 2015 provided testimony up at Silver Spring, Maryland, at the FDA, regarding the safety of epidural steroids when there was consideration of limiting the use of steroids in the epidural space, which eventually the FDA did not do. And again, my disclosures is previously mentioned. Next slide, please. I want to thank the leadership and the staff of First Coast, the multi-jurisdictional contracting advisor committee, for all the work that they've put in trying to put an LCD together, regarding the significant divergence of research and opinions on this. I want to thank the subject-matter experts, who took the time and effort to really try to clarify how epidural steroids are used and what the research is really trying to show. And I also want to thank the members of the FSO peer advisory council for their time and effort in listening to this today.

	Next.

	This very busy slide is actually the second paragraph on the analysis section. It's on page 1925 for those of you that want to follow along. And it really, I think summarizes the problems that we have in trying to come up with a unified policy regarding epidural steroids. I'm going to go ahead and read it even though you guys can do that just to put into the record. There's a lack of well-defined control studies that are conducted for the effectiveness of epidural steroids. The subject-matter experts did not agree on the definition of placebo or with an extensive discussion surrounding the concept of local anesthetics, or saline. Whether they were equally effective to steroids it cannot be counted as a placebo. To further complicate the issue there are multiple randomized controlled studies that show an inferiority of local anesthetics alone compared to local anesthetics with epidural steroids. There's a lack of standardization amongst the studies including in the route of administration, the type of steroid you use, what combination was used with the steroids, whether it'd be local anesthetics and steroid or just steroid itself, the amount of steroid you use, the type of needle you use, the type of energy, the indications for the procedure, the frequency of the injections and the comorbidities. There are significant problems interpreting literature. And quite frankly, we know as pain physicians that the literature is very poor for pain overall. And that has to do with we're trying to study a purely subjective sensation, which is pain, based on anatomical and pathoanatomical findings. And it's a very difficult thing to study. There's a causative evidence that can afford the existing data, the paucity of evidence addressing the long-term effectiveness or quality of life outcomes. There are some new studies how our most of these reports or systematic reviews and not designed to answer the questions that are posed by this LCD. Now, thankfully, we were able to review the medicinal literature and focus on nationally accepted standards for the grading of this evidence. Quite frankly, the grading of the evidence is not good. There's transparency with the now assisting evidence, which is very well put out through the LCD and they also there's the societal guidance. Which has been very helpful, to help guide in the decision-making of this LCD. So the science is poor. The societies, quite frankly, don't necessarily agree on the subject matter of this LCD and so I think it's, I think that the group has done a good job of trying to put this together. But there are specific concerns and limitations that we have directly related to this LCD. Next slide, please.

	So we have some significant concerns on how this going to affect the, our patients. The Medicare population. As well as the Medicare trust fund. If this LCD is implemented as it is currently written, it is going to, unfortunately, cause uneccessary pain and suffering within the Medicare population by delaying needed service for extended periods of time. Up to one month for the initial treatment and up to three months for follow-up treatments. Which is just not based in current practice, nor is it based in the science, nor recommendations of the societies. It's going to cause a marked increase in spinal surgeries. I actually took the opportunity when this proposed LCD came out and showed it to some of my spine surgery colleagues and they started laughing and I kind of asked them why they're laughing. They said, "Well we're laughing all the way to the bank. Because if you're not going to be able to provide pain relief for our patients, then we're going to be doing a tremendous amount more surgeries." And actually I think this is really true. And unfortunately, with the delays that are embedded in this LCD, the delays of care, there will be a marked increase in opioid usage in this already at-risk population.

	Next slide, please. So I'm going to go through the written LCD, just the policy itself. I am going to provide a written outline before the deadline of July 22 for the remainder of the analysis. But this is just the written LCD as it is on page four and page five. When we talk about the covered indications, epidural steroids have been considered medically reasonable and necessary, with three requirements. Okay? That are met. We've fully agreed that history in physical examination with concurrent radiological image-based diagnostic testing that supports the following: lumbar, cervical, and thoracic radiculopathy and or neurogenic claudication. Now, we agree with that and that has been really the overall subject of this LCD, but I think the LCD gets off the pathic points at certain points where they exclude what is really neurogenic claudication. Also in the definitions of the term radiculopathy or radicular pain is not defined. There is a definition of radicular back pain, but not radiculopathy or radicular pain itself. We strongly recommend that the word central as far as disc herniation in this LCD be omitted. Most discriminations that will cause a radicular type components are going to be either para-central or pyramidal and this can be captured with just the elimination of the word central. Also, when we are talking about spinal stenosis, the neurogenic claudication, spondylolisthesis needs to be included in the overall definition, and in what we're finding from the image base findings. Because clearly in multiple cases this will cause not only central but pyramidal narrowing. Next slide please. So again, I talked about radicular pain not being defined. We should also add into this neurogenic claudication because those are the two symptoms that are being defined in the overall LCD. We agree that it needs to be severe enough to cause a significant degree of functional disability, locational disability. But we are, the wording on this particular paragraph is confusing. And I think it's very clear that we want to be able to measure pain before and after this procedure. And we want to be able to measure function before and after the procedure. But it's not clear in that first paragraph, and I would recommend that it be rewritten.

	You may want to go back and look at the LCD for facets to try to get better terminology as far as requiring those pain scales and functional scales. It states that the functional assessment scale must be performed at baseline. When is baseline? Please give us some guidance on this. Is baseline when the patient first comes into the office to see us. Is baseline after they've had their MRI? Is baseline right before we do the injection.

	When is baseline? And we also need to be clear, is we talk about this, that pain through neurogenic claudication is different than radicular pain or radiculopathy. Radicular pain is really related to one specific neuro segment, however, pain through neurogenic claudication which is primarily from spinal stenosis will affect all the neuro segments below the level of compression, because of the choke point that occurs within the spinal canal. The nerves are all compressed at this area and will be affected. This is why patients when they describe their pain from spinal stenosis the difficulty standing and walking that they have in their legs. They consistently describe that their entire legs feel weak, and so this is why it's important to include the term neurogenic claudication in the above paragraph. Next slide, please.

	So one of our biggest concerns as we look at this LCD is that there's a requirement for a duration of four weeks to pass before using an epidural steroid. I'm not sure whether the “and” that is after the first comma is meant to be an “or”. Because if we're able to show the inability to tolerate non-invasive conservative care that would make much more sense. If we are requiring our patients to wait four weeks, which is really appropriate for non-specific low back pain, quite frankly this is not appropriate for these specific diagnoses that we see. To require a patient to suffer with a herniated disc that is causing severe pain and disability to wait for a month to put steroids next to this nerve quite frankly it is going to cause a lot more opioid use as I've previously discussed, and it's going to cause many more surgeries because patients aren't going to wait that long. The other concerning factor that I have throughout this entire LCD is that there is no discussion about the concurrent neural deficits that we see with these pathologies. So if we're just talking about pain in itself waiting four weeks is not appropriate however, if we're talking about pain with a concordant neurological deficit. Be it abnormal sensation changes. Be it motor weakness. Waiting this long puts patients at the risk of permanent neurological damage or neural scarring. The four-week wait is just not appropriate. Next slide, please. Now the epidural steroids must be done with appropriate image guidance and with contrast we have no concerns with that whatsoever, and we encourage this. Transforaminal injections looking at a maximum of two levels and one spinal region is considered medically reasonable and necessary however the next sentence it is not accurate. If we understand the pathoanatomy of neural compression from paracentral disc herniations or disc herniations which this LCD covers. We know that they are going to affect not only the dexing nerve on that side but also the traversing nerve as it travels by that compressed segment. One must also understand of the flow patterns associated with epidural steroids, particularly transforaminal epidural steroids where the majority of the injectate travels superiorly if you go in at the level of compression and not at the level, in addition to it, the level below, many times you will miss the underlying pathology because the spread won't get there. So many times, it is appropriate to do epidural steroids, particularly transforaminal injections which we're talking about here, at two levels to treat the symptoms. We agree that caudal epidural steroids and intralaminar injections should be done at one level. Transforaminals are a different entity, and it is considered medically reasonable and necessary to perform transforaminally bilaterally, only when clinically indicated. That makes perfect sense. I would also caution the writers of this, using the term CESI for caudal injections can be very confusing to the physicians who perform these procedures because in the vast majority of the pain literature, CESI is used as cervical epidural steroid injection, but in caudal is usually spelled out in the literature, as opposed to using this particular acronym. So I want to make sure that this is a clear and concise as it can be for the physicians who are going to move forward and use this LCD. Next slide, please. Another concern that we have is the requirement that this LCD puts in of 50% pain relief dating for at least three months following the initial epidural. The standard of care in the community, quite frankly, is much, much shorter than this. And while the studies look at following patients at different increments, clinically, patients are followed up at two weeks, four weeks, and six weeks and the standard of care is not repeating any epidurals sooner than two weeks, but at the two-week timeframe, at least in the state of Florida, that is clearly the standard of care. Also, the 50% threshold is not considered standard in the majority of the literature. For the vast majority of literature in pain overall, 30 percent pain relief is considered a success. When we're looking at a 50% threshold, we must understand that again we are dealing with a purely subjective complaint, which is pain, and many of our Medicare population have pain generators outside of what the epidural will treat. They will also, in addition to the neurogenic claudication of the radiculopathy that we are dealing with, also have facet pain, discogenic pain and pain coming from other structures in the spine that can complicate these patients' subjective response to any intervention. Patients have difficulty differentiating overlapping sources of pain which clearly exist in the spine. The 50% threshold is too high and the 30% improvement in symptoms is the standard in the vast majority of pain literature. Waiting three months is not recommended by any of the societies. Again, this is going to lead to a significant amount of opioid use, it's going to a significant increase in the number of surgeries, it's not the standard of care where this question was not asked directly to the subject matter expert panel. And again, as we look at the literature, and we look at what happens clinically, three month wait for these individuals is just not appropriate. There's clearly cited literature within your LCD that shows that there's increased pain relief and increased duration of relief with repeated epidural steroids. And again, I strongly encourage you to revisit the standards of the 50% pain relief and the three-month wait to have to repeat an epidural steroid. Next slide, please.

	So, number seven. And in the introductory discussion, it was talked about using corticosteroids, anesthetics, and anti-inflammatories as well as contrast agents. What anti-inflammatories are you guys using? As you go through the rest of the-- or considering here. I shouldn't say using. I'm unaware of any non-steroidal anti-inflammatories that are injected into the epidural space on a consistent basis. As you go through the LCD, it clearly states, and we'll just talk about it in a little bit, that none of the biologics are FDA approved. And so I'm just curious as to where in the anti-inflammatories, whether that's even necessary to be placed in that sentence. As a physiatrist as my primary specialty, we always agree that there should be some type of conservative treatment and rehabilitation programs, however, in the Medicare population, that is not always possible. Many times we run into problems of cognitive impairment and other medical issues which would prohibit patients from undergoing rehabilitation programs or exercise. And unfortunately, while we want everyone to do this, it is not always possible. And I think this should be a strong recommendation, however, not a requirement. And when you look about the data that's cited, the rehabilitation folks and restoration studies are done in younger non-Medicare-based populations.

	Next slide, please.

	So the limitations as far as the injections go, we, for these, we really agree. I would caution the authors of this in number two, where it states that epidural steroids are performed with biologicals or other substances not designated for this use are not medically reasonable and necessary. No steroids that we're talking about are designated by the FDA for use in the epidural space. They are all used off-label. And so as we start using, whether something is designated for use by the FDA, the whole procedure we're talking about is not FDA approved. However, it's clearly been proven safe and effective for decades. We agree that performing multiple different procedures at one time, with the exception of the facet joint synovial cyst structure, is definitely reasonable. And we also agree that the use of sedation should be used in exceptional cases. 
Next slide, please. We agree that using epidural steroids to treat non-specific low back pain, axial spine pain, CRPS or all these other pathologies listed here are, it's inappropriate to use. There is some early evidence that cervicogenic headache may benefit from epidural steroids, however, quite frankly there's not enough for me to hang my hat on and push for that issue. Limiting epidural steroids to a maximum four per spinal region in a rolling 12-month period we think is reasonable. It is not necessarily reasonable for more than one spinal region to be injected at the same session. However, some of my membership raised concerns that if we have to pull patients off anticoagulants and/or sedate and they have more than I Level pathology, it may be reasonable to treat both at the same time to decrease the risk that anticoagulation and sedation pose. However, in general, we agree with this. We don't want to look at more than two nerve roots at a time for transforaminals. We should not be doing more than one caudal or a interlaminar at the same time. We know of no indication that it would be appropriate to perform a bilateral serv or what is written here as a caudal epidural or interlaminar bilaterally, I would fully agree with that. And it has been known for decades now that it is not reasonable or necessary to perform epidural steroids in a series. 
Next slide, please. Another concern we have is that this LCD mandates the amount of steroids that can be used. The FDA doesn't mandate the amount of steroid that can be used for this purpose and I'm not sure why one particular study that recommends this is now being imposed as the standard of care because quite frankly, treating pain is not a standardized process, one size does not fit all. We always want to use the lowest dose, but quite frankly, in reality, in clinical practice, it's not always practical to do so. Some patients require more water on the fire than others. Again, we only have one citation recommending this. The steroid doses in other disease states require higher doses of steroid and longer duration with no such formal limitation placed on these disease states. This should be a recommendation and quite frankly a strong recommendation, but there should not be a required limit on the amount of medication used to treat this underlying pathology. 

	Next slide, please. So limitation 13, it would not be considered medically reasonable and necessary for treatment of epidural steroid to beyond 12 months. Quite frankly, when we look at the citations here, they are linked to low back pain and ridiculopathy caused more by dis-related pathology, not the spinal stenosis and neurogenic claudication that we see in the vast majority of our Medicare population. The process of spinal stenosis, the degenerative cascade that is well documented in the literature is something that progresses and gets worse with time. And in the majority of cases, this does not get better. As you go through the LCD there's a statement that says, "Spinal Stenosis may get better." Well yeah, it may get better. But that's probably in less than 5% of cases. This is a graduated process, it gets worse with time, not better. And having physicians who treat the Medicare population, hoping and keeping these people away from surgery require, looking at a focused medical review beyond 12 months, quite frankly is overreach, and it is not appropriate. We agree that the pain should be severe enough to cause a significant functional disability, but functional disabilities. We will agree with the studying of improvement, and pain, and disability. We still have significant concerns with the 50% threshold for pain relief as well as the three-month duration. And as we go through here, there are some rationale for continuing epidural steroid injections. High-risk surgical candidates, they don't want surgery, recurrence of pain in the same level. And I think these are reasonable. But having again patients wait three months again is an unreasonable timeframe for these patients that are suffering in pain, and unable to perform, not only activities of daily living but abilities, or the things that they want to do throughout their lives. And then the last bullet point where it states the communication from the primary care provider is required for a patient's candidacy for prolonged repeated after their steroids use. Well, what happens if they don't have a primary care provider. Again, here in South Florida, not all of our patients that find their care providers, they have multiple specialists that they see. And while I think it is appropriate to always be in contact and in communication with the patients' care team, I think that may need to be reworded. Next slide, please. So in summary, we're very concerned with that LCD if implemented and without the recommended changes that we've just discussed. We'll call harm and suffering to the Medicare beneficiaries. The way increased costs to the Medicare Trust Fund. And, quite frankly, if you implemented any of these three issues by delaying treatments for four weeks, or having the lowest dosage possible, or requiring a three-month delay for repeat injections, any of these will cause a increase number] of surgeries, and will cause an increased opioid usage. Both of which will costs the Medicare Trust Fund much more than the savings that they would see like this particular local coverage determination.

	Thank you. Again, I've already stated, I will provide a summary of the analysis] of the rest of the 24 pages of the LCD in a positional statement from FSIPP, and again, this will be delivered before the July 22nd deadline. Thank you very much.



Dr. Juan Schaening
Thank you. We greatly appreciate your very detail presentation. Do any of our CMDs have any questions for Dr. Dalton?
Dr. Leslie Stevens
	Yes, this is Dr Leslie Stevens. Thank you, Dr. Dalton for that great presentation and for really taking part in the national pain management work group for interventions with Dr. Meredith Loveless and Dr. Duerden and we appreciate your thoughts and comments. We will be reviewing these together as a group. I thank you for taking the boots on the ground approach and bringing this policy throughout Florida. It's always a little tricky when you're doing a national like-minded policy to make sure that you do protect all Medicare beneficiaries, but certainly you've given a lot of good thought to the things that you're concerned about. And it will be much appreciated, and we look forward to having a response to your comment. Thank you.

	Dr. Harold Dalton
And thank you. And thank you for your time and effort in working and putting this all together.

	Dr. Leslie Stevens
Thanks.



Dr. Juan Schaening
Any other questions for Dr. Dalton? Hearing none. I will like then to get the opportunity to our next presenter. It's Dr. David Kennedy from Vanderbilt University Medical Center. Please go ahead, state in any conflicts of interest

Dr. David Kennedy
Hi, I am super happy to be here. My name is DJ Kennedy. I'm professor and chair of the Department of PM&R at Vanderbilt University Medical Center. I am also the incoming president for the Spine Intervention Society. And that is probably my biggest conflict that I actually do these procedures as part of my life and do have a societal representation here. Otherwise, I have no relevant disclosures. That's the next slide. I will say my background is that I've published over 100 peer reviewed papers on this topic, looking specifically at safety and efficacy of these procedures. And I do I want to thank everyone, staff, expert panel, everyone going through this, its a very challenging group spattered with heterogeneity and difficult things to come through. So you know I do have some comments and I will-- where Dr. Dalton and I agreed which is a vast majority.
	I'll try to minimize by reemphasizing some. And some of them are minor wording changes but they're still fairly important. So, if we go to the next slide, history number one covered indications. Radiculopathy is spelled out, again, with no definition. And we recommended changing to radicular pain. Most patients have severe radicular pain and exam abnormalities. But neurologic deficits which are the hallmark of the word radiculopathy, meaning strength loss, neural reflex change or sensation deficits you know, are different than just radicular pain which is the nerve root irritation. Most studies actually looking at this have an enrollment criteria of radicular pain not necessarily radiculopathy. If you read through what they are enrolling. Other things like straight legs raises a specific test for radicular pain but is not sensitive and it's often not precedent. And effect for spinal stenosis, it's very rarely present. Fellow the lecturer, most important patients with radicular pain who do not have a positive straight leg raise or neurologic deficits are just as likely to respond epidurals, it's those who do not. So to go to the next slide, our suggested rewording is history physical diagnostic imaging supporting one of the finding lumbar cervical or thoracic radicular pain instead of radiculopathy. If we go to the next slide. which are requirements of four weeks duration of pain. Dr. Dalton hit on this substantially. I think that we have to realize that pain comes in a whole variety of presentations, even in the Medicare population, with some people that do have chronic pain that are managed with these conditions to an acute pain condition such as disc herniation. The acute pain conditions with this herniations are among the strongest evidence for epidurals and in fact, epidurals have some of the best evidence for this treatment of the and making them wait four weeks with severe pain would be similar to saying someone with a broken leg should wait four weeks until they have definitive treatment on it. Because if we look at their studies a year later, they're all the same, and it's not appropriate to deny treatment in that early phase when people are severe. So we actually recognize that this should be more rare, but it's-- we recommend the addition, with the exception for severe radicular pain, where a four-week delay cannot be tolerated. These are people that can't tolerate therapies requiring opioid medications, showing up to the emergency room. And they do exist. We go to the next slide. The requirement of contrast under number two, we do fully support the use of contrast. Obviously, this is something that's really important. However, there are instances where people have documented contrast allergies or are pregnant, and fluoroscopic guidance during a pregnant patient is challenging. In those very unique and very infrequent circumstances, we recommend ultrasound guidance without contrast may be considered. We recognize there are difficulties with that, but the other option for the patient is to be bedbound, or, potentially, undergo a more invasive surgery. Again, just looking through, not highly likely to affect this patient group because of the age considerations, but something that, to be more accurate scientifically, we better. Go to next slide. Repeat injections. This was one Dr. Dalton hit one and I will agree with. The three month required after an initial injection really isn't consistent with not only practice patterns but also the literature in terms of how these are done. This assumes that all conditions are some chronic condition that you must wait three months and they should get three months because you're going to be injecting them every three months or four months. What about these people that do have an acute or subacute that is not responding or unable to tolerate conservative therapy? The goal may be to do an injection or two and then they have a resolution or are not needing them longer term. So requiring a waiting of three months really doesn't fit and I agree it would drive more people to use more utilization, more surgery, etc. And I think you can quite bluntly just limit the number of injections in an annual time period and you'll get the same result. So that's probably a little easier.

	Go to the next slide. We suggest rewording this to, repeat ESIs are appropriate when one to two prior ESIs provided prolong reduction of radicular pain with a condition treating. ESIs should not be repeated within 14 days. That is what we're consistent with. If the patients fails to respond to a single ESI, a repeat ESI can be performed using a different approach and/or different medication. With the rationale of medical necessity for the second ESI document and medical record, we know people's responses to different medications are different. Some people respond to Ibuprofen, some people will respond to Naproxen. So you know why, considering that we can change different medications and changing approach if someone isn't responding in hopes of avoiding a more costly and more invasive and more risk surgery, I think this is a reasonable approach if something has changed and it's documented. Next slide. The ESI injectate under number six, it's if the injections don't include steroids, then they're not really epidural steroids. So we're suggesting replacing ESI injectate with epidural injectate. The current wording is somewhat confusing and stipulates anti-inflammatory is required and contrast is not where it says and/or contrast, so a way that this could be changed wording is, the epidural injectate must include contrast agent unless patient has a contraindication contrast. Injectate may also include corticosteroids, local anesthetic like saline and/or anti-inflammatories. Although I will agree with Dr. Dalton, I'm not aware of anyone injecting anti-inflammatories other than corticosteroids into the epidural space. Can we go to the next slide? So the requirement of other conservative treatment. So I say this as a professor of physical medicine and rehabilitation who frequently orders other and there are clearly people that will benefit from multimodal treatment. Those studies were done again on young patients coming through. But we have studies. I've actually done studies where we've hit 80% success at six months with complete resolution of pain or 80% or higher resolution of pain with no conservative treatments in addition to this. So requiring an additional conservative treatment to a group of people that may be treated well with a single therapy is just more costly. So we suggest rewording to indicate that ESI's may be performed in conjunction with conservative treatments. And I think this will give the appropriate guidance without mandating something that is not intended. Can you go to the next slide? We do propose a new indication, a diagnostics spinal nerve block suggests the following: Diagnostics spinal nerve blocks are performed by injecting anesthetics onto a single spinal nerve to confirm or rule out the source of a patient's pain often to assist in surgical planning. These blocks utilize the same CPT codes as transferring all epidural steroid injections and should be allowed in patients that had failed therapeutic epidural steroid injections when medical necessity is documented in medical records. So the difference here is one of them is putting in a corticosteroid, trying to maybe a couple levels. This is really just putting in an anesthetic block and it's generally used for surgical planning so someone may have failed an epidural, and the surgeon is feeling they're appropriate and they have MRI diagnosed pathology at L5-S1 that they're going to operate on. But also pathology at L4-5 that could be important and contributing. And the surgeon will say, "Please do an L4-5 epidural or selective nerve root block specifically to determine if that is playing into this and I should be doing surgery at that level." So this has to be spelled out and it should be limited, but there is a time and place for that. And this plays into some of the recommendations that will come later in terms of number of blocks. So if we go to our next slide. So limitations again, injections number one. Injections before without image guidance or by ultrasound. We do suggest the line ultrasound in those very select patients to have a contraindication, to contrast media coming through. In the limitation of 4-SIS in 12 months, suggest rewording to 3-ESIs in six months or 6 ESIs in 12 months to be concordance with published society guidelines from society such as North American Spine Society. This also factors into the fact that someone may have therapeutic injections that are failing to give results, and they may need a diagnostic injection with the same code. And I think that's it. Although this should be very rare that someone would need this many injections in a 12 month period if it would be very rare. You can go on to the next slide. A series of ESIs, we definitely do not support a series of three, but we do support repeat injections if previous injections were successful in achieving pain relief and functional improvement or only one prior injection was unsuccessful. So we suggest rewarding as followed. It is not medically reasonable and necessary to prescribe a predetermined number of ESIs. We think setting somebody up for a series of three does not make sense, but you can have repeats as needed, which may be the best series. Next slide. Steroid dose. As mentioned by Dr. Dalton, where the dosages recommended are really inaccurate and have been inappropriately extrapolated here to the interlaminar injections, and we do suggest rewording to steroid dose should be the lowest effective amount not to exceed and we've listed the amounts. These are published literature amounts from studies that did do safety afterwards, and they are consistent with local practice guidelines, and I've practiced in the state of Florida, the state of California, and the state of Tennessee, and they are consistent across all three of those states. Next slide. Treatment exceeding 12 months. The documentation requirement to add justification for it, as well as requiring the pain physician to communicate with the primary care provider to discuss whether the patient is eligible, this doesn't entirely make sense or isn't entirely concordant with most specialists and how they practice medicine, I think in the ideal world, we do communicate and have that, but as Dr. Dalton pointed out, there are many people without primary care doctors, we do rely on the interventional specialists to have a level of knowledge beyond the primary care physician regarding their specific technique and what they are injecting. And they should have a knowledge of steroids beyond what most primary care doctors are having given they're injecting them into the epidural space. So we feel that an arbitrary requirement to communicate with a primary care provider is not reasonable. And also what timeframe does this fall under if you've successfully treat somebody and they come back 18 months or two years later, for recurrent pain? Are they now beyond the 12 months or is it different and it's not clear or very challenging? We go to the next slide. We also lastly, consider replacing healthcare professionals with physicians. There is a push to have nonphysicians doing these procedures. And given the number of procedures that are done annually, there's clearly not a lot lack of available providers to provide these procedures. Physicians have prerequisite training required to accurately select patients, safely perform technical demanding procedures, immediately recognize, evaluate and address potentially serious life altering complications. Someone with two years of postgraduate training and no specialization is not the same as someone who went to four years of medical school, did an entire residency and generally a fellowship to learn to do these procedures. Given my career has focused on preventing complications, in the absence of a deficit in access, I think we should absolutely require a high level of training to do these. Next slide. So we recommend the following language, "Patient safety and quality of care mandate that healthcare professionals who perform epidural injections, procedures for chronic pain, not surgical anesthesia, are appropriately trained by an accredited allopathic or osteopathic medical residency and fellowship program in an ABMS or an ALA accredited specialty which core curriculum includes the performance and management of procedures addressed in this policy. If the practitioner works in a hospital facility at any time and/or is credentialed in a hospital for the procedure, the practitioner must be credential to perform this same procedure in an outpatient setting. At a minimum, training must cover and develop an understanding of anatomy and drug pharmacodynamics and pharmacokinetics as well as proficiency in diagnosis and management chronic pain-related disease, the technical performance of the procedure, and the utilization that requires associated imaging modalities. Next slide. So lastly is society guidance. It should be noted the north American spine society revised their coverage policy recommendations in 2020, and they could be reviewed and replaced with the 2013 and 2011 references on pages 25 and 26. So there is a more accurate and more current reference. There also typos in the following societies name, American Society of Anesthesiologists, American Association of Neurologic Surgeons, and Congress of Neurologic Surgeons and Spine Intervention Society. Next. I really thank you for the opportunity to make this presentation, and I thank you for taking the time to do this. This is a lot of work and we recognize it is not easy, and I can understand where the contention comes from. We will submit formal written guidance that will mirror this presentation, and you will have those in the deadline. And if there are other questions, we have contact information that will reach me. And I'm happy to take questions if needed.



Dr. Juan Schaening
Thank you, Dr. Kennedy. We greatly appreciate your excellent presentation. And I also like to take advantage of what you saying in reminding the audience and all the presenters that all former comments should be submitted in writing before the end of the comment period that is July 24th, 2021. Do any of the CMD have any questions for Dr. Kennedy?

Dr. Leslie Stevens
	This is Dr. Stevens again and no questions. Thank you, Dr. Kennedy. Thank you for serving on as one of our SME panelists and for all of your thoughtful comments as we in the workgroup try to tackle this very complex intervention for pain management. I also wanted to let you know that tomorrow I know you're going to be speaking for the Novitas open meeting. And you will be the only presenter tomorrow, at least as of now for tomorrow. So we will probably get started a little bit earlier closer to the 10 o'clock hour because you're in Vanderbilt right now, right?

	Dr. David Kennedy
Yes.
Dr. Leslie Stevens


	Okay. Just wanted to let you know that. So maybe [inaudible] for tomorrow. But again I want to thank both presenters and particularly you Dr. Kennedy for your ongoing invaluable input to the committee and your advocacy for patients.



Dr. David Kennedy

Thank you, Dr. Stevens. And I'm thrilled to be here. And again if this were easy we wouldn't have to put this amount of time, effort coming through to it. So it is a challenging thing and a lot to take and to get it right is worth the effort. And I apologize in advance for giving you a second presentation tomorrow that will be highly redundant of my today but—

Dr. Leslie Stevens
	No. Don't apologize. We're happy here.

	Dr. David Kennedy
Perfect. Have a wonderful day and thank you for your time.


Dr. Juan Schaening and Dr. Leslie Stevens
	Okay, thank you.

	Thank you, thank you.
Dr. Juan Schaening
 Any additional questions or comments?



Dr. Harold Dalton
Yes. This is Dr. Dalton. I would also like to thank Dr. Kennedy for his time and service to the profession. I would also like to strongly agree with his concept of ending a different terminology in here for the selective nerve root blocks. And quite frankly, to be very specific, trying to ferret out the difference between an L3 and L4 radiculopathy can be very difficult. And using a selective nerve root block, particularly, in surgical planning will save patients more invasive surgery than without this particular information. It is highly valuable. It's something that we use in partnership with our surgical team all the time. And I absolutely agree with his suggestion of selective nerve root blocks. I would also like to concur with his concept of looking at a limitation of well, epidural steroid injections within a given twelve-month period no matter what spinal region we're dealing with. Currently, as written, the LCD allows for 12 injections in a 12 month period, and quite frankly, that's inappropriate. I think the limitation of 6 within a 12 month period is the right way to go. And again, thank you to the entire team who is working on this. And again, thanks to Dr. Kennedy.

Conclusion

Dr. Juan Schaening
	Thank you, Dr. Dalton, for those excellent comments. Any additional comments or questions? Okay.  Hearing none and since there are no additional presenters for this LCD, I would like to thank everyone for their participation today in this open meeting. With that, this meeting is adjourned. Thank you all. Have a beautiful day.

	Dr. Leslie Stevens
Thank you.





