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PRESENTATION
Monica McKenzie
[bookmark: _Hlk223003168]Welcome. Welcome. My name is Monica McKenzie, and I'll be your WebEx host for the Novitas Solutions and First Coast Service Options, JH, JL, JN, contractor advisory committee meeting on sacroiliac joint nerve blocks and sacroiliac joint destruction procedures. In accordance with the internet only manual, IOM 100-08 Program Integrity Manual Chapter 13, Section 13.2.4.3, we are holding today's meeting to promote communication between the MAC and the healthcare community to discuss evidence that may be used in LCD development.

At this time, I also want to take a moment to remind everyone that this meeting is being recorded. CMS requires all MACs to record each CAC meeting and maintain it on their respective websites. By remaining logged in and connected via webinar, you acknowledge that you have been made aware that this CAC meeting is being recorded, and you are consenting to that recording. If you do not consent to being recorded, please disconnect from this virtual CAC meeting. Otherwise, your continued connection to this meeting constitutes your consent to this recording. This meeting is open to the public to observe. CAC panelists participating in today's meeting have signed conflict of interest and disclosure to publish forms on file. Please be advised all panelists and CAC members must verbally state their conflict of interest during their initial introduction. In addition, please make sure to identify yourself prior to speaking to ensure the audio file captures all panelists and CAC members' comments for the transcript. During the meeting, we ask panelists to use the raise hand button located at the bottom of the screen, or by using the keyboard shortcut Ctrl-Shift-R to make comments during each question. Please note the chat will only be available for technical support during the CAC meeting. At this point, I'm going to turn things over to Dr. Peter Goldzweig.

Dr. Peter Goldzweig
Thank you, Monica. Good evening and welcome everybody. We are pleased that you are participating in tonight's CAC meeting. My name is Dr. Peter Goldzweig and I'll be facilitating the CAC discussion. By way, I am a board certified anesthesiologist and I sat in your seat for about 20 years as a New Jersey CAC rep, so I understand and appreciate everything that you guys have done. We have an excellent panelist group who have graciously volunteered their time to discuss a certainty of evidence.
Supporting Sacroiliac Joint Nerve Blocks and Sacroiliac Joint Destruction Procedures. We also have other contractor medical directors participating and listening in, and I want to thank them for being part of this process and there's follows. Doctors Anitra Graves, Janet Lawrence, Eric Kerstman, Timothy Owolabi, Sameer Siddiqui, Kate Sayeed and Megan Landsverk. Also at this time, I would like to allow the panelists to introduce themselves, also mentioning what states they're from and stating if they have any conflicts of interests. So why don't we start off with, we're gonna go right down the list in order. I know there are a couple people out and I will try to point those out. David.

Dr. David Lichten
Yes, my name is Dr. David Lichten. I practice at a Performance Spine and Sports Physicians in Pennsylvania. I'm the president of the Pennsylvania chapter of ASIP. I have no conflict of interest. I am delighted to be a participant in today's meeting. I am Duly board certified in both physical medicine and rehabilitation and through the American Board of Pain Medicine. Thank you.
Dr. Peter Goldzweig
Thank you. Is Sean on? I don't believe so. Stephanie.
Dr. Stephanie Jones
Hi. Good evening, everyone. I'm Dr. Stephanie Jones. I am a board certified in anesthesiology and interventional pain management. I'm currently practicing in Texas. I'm an associate professor at University of Texas Southwestern and currently serve as the Program Director for the Pain Management Fellowship. I'm on the board of directors for the Texas Pain Society, which may be a conflict. I'm not quite sure, but other than that, I have no other conflicts to report.
Dr. Peter Goldzweig
Thank you. Allen.
Dr. Allen Dennis
Dr. Allen Dennis, I practice at Advanced Pain Care in the central Texas area. I serve on the board of directors with American Society of Pain Physicians as well as the Texas Pain Society. No commercial conflicts.
Dr. Peter Goldzweig
Appreciate it. Mahendra and I apologize if I mispronounced.
Dr. Mahendra Sanapati
Hi. Thanks, everybody. Thanks. Good evening, everybody and thanks for this opportunity. I'm Dr. Mahendra Sanapati. I'm the current vice chair and COO for ACIP. I practice in the states of Indiana, Kentucky, and Tennessee, and our practice is called Pain Management Centers of America. I don't have any commercial conflicts. I'm board certified in anesthesiology and also subspecialty certified in pain management. Thank you.    
Dr. Peter Goldzweig
Thank you. Zachary?
Dr. Zach McCormick
Can you guys hear me, okay?
Dr. Mahendra Sanapati
Yes
Dr. Peter Goldzweig
Yes.
Dr. Zach McCormick
Yeah, Zach McCormick. Thanks for having me. I'm a physical medicine rehab physician, also board certified at pain medicine. I practice at the University of Utah. I'm a tenured, full professor here. Also run a large clinical trials program and serve as a department vice chair. I do have, I guess, relevant conflicts. I have no consultancies, equity, stock options, anything like that with industry, but our research program does receive grant funding from some commercial entities including Medtronic, Boston Scientific, and Avanos Medical. All of this is paid directly to the University of Utah, not to me, but I'll just make that transparent as a disclosure.
Dr. Peter Goldzweig
Thank you. David
Dr. David Provenzano
Hi. Thank you for having me. I'm David Provenzano. I practice in Pittsburgh, Pennsylvania. I'm a board certified anesthesiologist and also board certified in pain medicine. The past president of the American Society of Regional Anesthesia and Pain Medicine and able to speak on their behalf tonight via their permission and also able to speak on behalf of the Pain Medicine Coalition via their permission. I have consulted with companies that have performed SI joint radiofrequency ablation in the past, including Avenos, Boston Scientific, and Medtronic. And we've also received funded research in our pain program, where we do clinical trials from Avenos, Boston Scientific, and Medtronic.
Dr. Peter Goldzweig
Thank you. I think William's out, Allison's out. Paul.
Dr. Paul Hubbell
Hello? 
Dr. Peter Goldzweig
Paul. We can hear you now.
Dr. Paul Hubbell
Okay. Hi. Paul Hubbell. I'm an interventional pain physician in New Orleans area. I'm board-certified in interventional pain, pain medicine, pain management. And I am representing the Louisiana Society of Interventional Pain Practitioners-- physicians, excuse me, as a CEO of that entity and a past president. And no paid consultancy or anything like that.
Dr. Peter Goldzweig
Thank you.  And Deborah?
Dr. Deborah Tracy
Good evening. I'm Dr. Deborah Tracy. I'm a board-certified anesthesiologist, fellowship trained in pain management with a subspecialty certification by the American Board of Anesthesiology, also a bit board-certified and a fellow of the World Institute of Pain. I was appointed to serve on the Medicare Carrier Advisory Committee, First Coast Service Options, representing the Florida Society of Interventional Pain Physicians in 2007. Since that time, I've participated with the development of coverage determinations and served as a subject matter expert for kyphoplasty facets and epidural steroid injections. I have no disclosures.
Dr. Peter Goldzweig
Thank you. Thanks again for all the introductions and stating all your conflicts of interest that you might have had. As many of you may be aware, the OIG in July of 2025 came out with a publication. And within the publication, they mentioned two MACs that do not have an LCD in place for SI injections. So here we are. We are the two MACs. And this is part of the reason for this discussion. I'll go through the questions. And I'll ask the panelists to raise your hands. I will try to go around and make sure those that want to be heard are heard. And we'll just go down the list answering the questions. So with that, what clinical criteria or validated scoring system should be required to confirm SI joint pain prior to authorizing interventional procedures? David Lichten, I see your hand.
Dr. David Lichten
Thank you. And I think this is a very important question that needs attention. The literature supports a multimodal diagnostic approach that includes history, physical examination, exclusion of competing pathology, and confirmatory image-guided diagnostic blocks. There's no single physical examination maneuver that's diagnostic by itself. The best evidence supports using a cluster of provocative maneuvers, particularly at least three positive tests such as FABER's, thigh thrust, compression, distraction, and Gaenslen's testing. Imaging can help exclude other causes of pain but is often not diagnostic for symptomatic SI pathology by itself. Fluoroscopically guided diagnostic anesthetic injection remains the reference standards. I also believe functional measures are extremely important. Documentation should include pain scores, Oswestry Disability Index, walking tolerance, sitting tolerance, sleep disturbance, and impact on activities of daily living. Given the ongoing opioid epidemic, as we all know, it is important to identify appropriate interventional candidates who may benefit from opioid-sparing therapy supported by evidence-based medicine. Thank you.
Dr. Peter Goldzweig
Appreciate it. Zach, anything to add?
Dr. Zack McCormick
Yes. So NASS, North American Spine Society, has coverage policy recommendations that have been they were published some time ago, and they're really quite reasonable. And of course, they could be adapted slightly, but it really touches on pretty much everything from elements of history, physical exam, diagnostic blocks, that would aim to select the right patients for sacroiliac joint RFA. So I don't know that we need to reinvent the wheel necessarily. They could be probably tweaked, but I mean, they're evidence-based. NASS put together a rigorous effort to review all the evidence already and put together coverage guidelines. So I can pull them and I'm happy to share them. But because there's so much nuance here, it would take probably the whole session to get into the literature and evidence appraisal for each element of what's been recommended. So I would just say that the work's already kind of been done, and it's good work.
Dr. Peter Goldzweig
Yeah. No, Zach. So A, I appreciate it. B, I will tell you, we have read through. We're very familiar with the document. So a couple of us have read through it from top to bottom. So thank you for referring to it and standing by it. Deb, anything other? Anything new to add?
Dr. Deborah Tracy
Well, I just wanted to confirm that consistent with LCD 39383 of 2023, ACIP guidelines, and as Dr. McCormick said, NASS coverage recommendations, the criteria should include chronic axial back pain in the SI region for at least three months, failure of conservative therapy, as already stated, at least three positive provocative maneuvers, exclusion of competing primary pain generators, image-guided diagnostic blocks demonstrating concordant pain relief. And validated scoring systems could include those already identified and supported by CMS, the numeric rating scale, the visual analog scale, pain function score, Oswestry Disability Index, and the Roland Morris Disability Questionnaire. Thank you.
Dr. Peter Goldzweig
No, thank you. And also, we are very familiar with the LCDs for the SI joint across the other MACs. So with future questions, if you believe that that is correct, all you do have to do is mention that LCD, you agree with it for that point. And the same thing with the NAS guidelines because I think it was about an 80-page document as well. So as I said, we have all of that, and we are familiar with it. So thank you. Anybody else have anything to add? Otherwise, we'll move on.
Dr. Mahendra Sanapati
I would recommend adding also CT guidance. This is Dr. Mahendra Sanapati. We discussed about fluoroscopy guidance, but I think fluoroscopy and CT guidance both need to be approved.
Dr. Peter Goldzweig
Thanks. And just in the future, because there's a lot of people here, just please just raise hands, please. Next question, are there validated outcome measures specific to SI joint interventions that should be required for documentation of treatment of response?
Dr. Deborah Tracy
Well.
Dr. Peter Goldzweig
I see David had his hand up first.
Dr. David Lichten
Yes. Commonly used outcome measures include the numeric rating scale, pain scores, the visual analog scores, Oswestry Disability Index. In addition, you can utilize the Patient Global Impression of Change. And you can also look at functional variables such as the quality of function metrics.
Dr. Peter Goldzweig
Thank you. Deb?
Dr. Deborah Tracy
Well, clinical experience suggests that better outcomes occur for therapeutic blocks, when you have positive diagnostic blocks, patients who have the pain as previously stated, localized to the SI joint area. Post-lumbar fusion patients have been identified in the literature, evidence-based. Mechanical SI joint dysfunction and degenerative arthropathy. The worst outcomes might occur in untreated widespread pain syndromes, active litigation with secondary gain or other secondary gain, severe centralized pain, diffuse polyarthritic inflammatory disease, and significant untreated psychiatric disorders.
Dr. Peter Goldzweig
Thank you. So, Deb, those answers we'll put with the other questions that will be more specific to that. This was just specific for measures and seeing a response. Zach?
Dr. Zach
Yeah. Thank you. So I don't know that this needs to really be any different or to divert at all from what would be required for facet joint, lumbar facet joint RFA. Realistically, many use Roland-Morris or ODI. And of course, we talked about VAS or NRS, but I think that similar, if not identical, language could be adopted to what gets measured around lumbar facet denervation. It really should be parallel.
Dr. Peter Goldzweig
Perfect. Thank you. Okay. I think that's-- David?
Dr. David Provenzano
Yeah. The only thing I would say compared to lumbar facet, and I think this was even debated when we did lumbar facets, I don't know if we're going to talk about this now or later, but the cutoffs chosen when you're progressing to certain techniques for the measurements, whether you use 50%, whether you use 75%. I don't know if you want to discuss that now or you want to discuss that later.
Dr. Peter Goldzweig
If you want to talk about that point now, go for it, and then we could skip it later as we [crosstalk].
Dr. David Provenzano
Yeah, so I actually published a study looking at lumbar facet testing and some people suggest that when you use a higher stringent cutoff that you may get better outcomes in the long term. But the reality is, is when you break 50% pain relief on these scores with regards to numerical rating score or VAS, these patients traditionally do well with these procedures. So I think if we make the cutoff too high as we published with lumbar facet pain, you end up excluding many people that would benefit from a therapy.
Dr. Peter Goldzweig
Okay. Thank you. Yeah. And what would be helpful later to please send us that study. I see Allen with his hand up.
Dr. Allen Dennis
What I'd add on to what Dr. Provenzano just said is when you look at some of the diagnostic aspects of things, that there's maybe a 20% false positive rate with the initial diagnostic block. However, about a very high sensitivity and specificity with it. I would argue against a double diagnostic block that at some point we're adding a significant amount of cost to add a second procedure in to weed out a very small amount. And as Dr. Provenzano said, most patients that break the 50% barrier traditionally do very well with this.
Dr. Peter Goldzweig
Perfect. Thank you. Any other.
Dr. David Provenzano
Can I just add one thing to that? So I don't know if my hand's still up. I'm having a little trouble at the computer here, but that is exactly right. And actually, I'll send you the paper that we published. If people got, for example, it's really high with 80%. If you got over 80% relief with your first block, the chance of you not having a positive second block was less than 3%. And when you had a 50% positive block, the statistics were also very high that you were going to have a positive second block. So it is a significant burden on a patient to undergo a second block when most prediction models would demonstrate that they're going to basically have the same outcome as I did on the first block.
Dr. Peter Goldzweig
Thank you.
Dr. Deborah Tracy
I would like to add that supporting what Dr. Provenzano stated and Dr. Dennis that the ACIP guidelines of 2023 recommend greater than 50% relief.
Dr. Peter Goldzweig
Thank you.
Dr. Deborah Tracy
And not 80.
Dr. Peter Goldzweig
Anything new or additional to be--
Dr. Paul Hubbell
I believe that the most important factor in the assessment of percent reduction of pain should be limited to the expected time that the local anesthetic is expected to work. I think that questioning a patient when they return a week later or two weeks later from a block is not adequate. I think it needs to be done the day of rather than within hours of the block because otherwise you're going to get a different percentage of relief with the memory of the patient only as a control.
Dr. Peter Goldzweig
Okay. Next set of questions. Is there updated literature to support any patient-specific factors, age, duration, symptoms, psychosocial factors that influence the success rates of the SI joint nerve blocks? And I know Deb, a lot of what you said before certainly can go into this question and the next. David, is your hand still raised or is that not raised?
Dr. David Lichten
No, that's not raised at this point.
Dr. Peter Goldzweig
Gotcha. Paul.
Dr. Paul Hubbell
No, I'm trying to figure out how to get it unraised.
Dr. Peter Goldzweig
Okay. No worries. All good All righty. If nobody has any comments, I'll move on to the next. Specific comorbid conditions that predict better or worse outcomes following an SI joint nerve block?
Dr. Paul Hubbell
Other than the ones that we need to rule out which send pain to the same area? Is that what you're getting at?
Dr. Peter Goldzweig
Could be the same area or, as I said, examples here, prior to spine surgery.
Dr. Paul Hubbell
Oh yes.
Dr. Peter Goldzweig
Examples.
Dr. Paul Hubbell
Previous lumbar fusion. The fact that 25% of all low back pain is SI pain, up to 26%, I think, by the most recent article. So 65% to 75% of the SI joint pain occurs in people who have already had a lumbar spine fusion, especially a lower lumbar spine fusion.
Dr. Peter Goldzweig
Allen?
Dr. Allen Dennis
So there is a little bit of breakdown in the literature that kind of looks at different comorbidities that can predict better or worse outcomes with this. However, the evidence in the literature is kind of moderate at best. Prior lumbar fusion is a little bit higher prevalence of doing well; inflammatory arthropathy, a little bit worse. The one best evidence that might interfere is moderate to severe depression.
Dr. Peter Goldzweig
Zach?
Dr. Zach McCormick
Yeah. I just wanted to clarify. So this mentions SIJ nerve blocks. Is that referring to sacral lateral branch blocks? And if so, we typically think of that as a diagnostic procedure or prognostic but not therapeutic. I just want to make sure we're all talking about the same thing.
Dr. Peter Goldzweig
This is more for therapeutic.
Dr. Zach McCormick
Oh, okay. So I would just share then that we might do ligamentous injections to help with posterior ligament pain. But if we're talking about sacral lateral branches, like actually blocking those nerves specifically, that's really thought of as a precursor or a way of selecting patients for sacral lateral branch RFA. So we might obviously do an intraarticular injection into the joint, which is not the same, or we might do therapeutic injections into the ligaments. But I would say that doing therapeutic injections of the sacral lateral branches isn't really evidence-based.
Dr. Peter Goldzweig
What evidence exists regarding the long-term outcomes of SI joint blocks in patients with prior lumbar fusion, as I said, and how should these patients follow a modified diagnostic or therapeutic path? So I don't know if that helps you, Zach.
Dr. Paul Hubbell
That helps you Zach. If you have a response to a therapeutic sacroiliac joint injection in a patient with a previous lumbar spine surgery and they have. 75 % or greater pain relief and some of them it's even 50 for the two or 3 h 4 h that the local's gonna work, but you don't get a response with the cortisone effect that last three months. That's not predictive of an injection being able further injecting, being able to provide relief. That's usually thought of as next step is to go to a diagnostic side joint injection, and then unfortunately we gotta repeat a second diagnostic, even though we might get 80 % or greater relief. So there's three injections required to prove that then this patient's not gonna get better except for a fusion. Now with the lateral branches, which I thought part of this meeting was supposed to include, those, as mentioned before, those are just diagnostic blocks to prove that the patient gets significant pain relief and increased function. To lead to, if not providing long term relief, meaning weeks and months, then that leads to the radio frequency treatment of those lateral branches to give you the greater than six months relief or long or longer. So I, I don't I don't think that the blocks or the ligament injections, I would consider the ligament injections to be an SI joint injection per se, and if it doesn't provide three months relief, I don't think there's any indication anywhere that it should be repeated.
Dr. Peter Goldzweig
Thank you, Stephanie?
Dr. Stephanie Jones
Yeah, I just wanted to echo. So is the question asking about the long-term outcomes of lateral branch nerve blocks as though it's therapeutic? I guess--
Dr. Peter Goldzweig
I guess any type of SI joint blocked with patients with prior lumbar fusion.
Dr. Stephanie Jones
So that would include intraarticular injection?
Dr. Peter Goldzweig
As I said, any SI joint block.
Dr. Stephanie Jones
Okay. Okay. Thanks for clarifying. I think in agreement with the other panelists, SIJ blocks as in SIJ nerve blocks, including the lateral branch blocks, are not typically utilized as therapeutic. They're used more for prognostic value prior to ablation.
Dr. Peter Goldzweig
Who hasn't had it is- I think Deb and I just want to make sure- she has not had a chance to talk on this yet.
Dr. Deborah Tracy
Yeah. Patients with prior fusion have altered biomechanics that increase the stress on the sacroiliac joint. So the sacroiliac joint is particularly prevalent among post-fusion patients' pain. I think I favor the literature published by Cohen et al in 2013, Hanson in 2007, and the [NAS?] recommendations that if patients demonstrate provocative testing, positive response to diagnostic blocks, favorable response to therapeutic injections, then, rather than requiring a modified, more restrictive pathway, I would like to recommend that these patients may derive some of the greatest benefit from SI joint interventions. Thank you.
Dr. Peter Goldzweig
Thank you. Zach, is your hand still raised or is that new?
Dr. Zach McCormick
Yeah, this is for this current question. So I would very much agree with the last comment. I think if anything, the question is around, should you [inaudible] the diagnostic or therapeutic pathway? And the answer is no. If anything, patients with either lumbar fusions or a fusion down to the sacrum, as noted, have a higher chance, greater likelihood of having SI joint pain. So if anything, those patients are more likely to be the right ones to benefit from whether it be an injection treatment into the joint or an RFA procedure of the sacral lateral branches.
Dr. Peter Goldzweig
Thank you. And I see, David, is your hand still up or is that new?
Dr. David Provenzano
Yeah. Well, I think most of the items that I was going to report have been stated. I'll just say that patients you know who underwent lumbar fusion frequently respond well to SI joint intervention. So the diagnostic blocks followed by the thermal denervation certainly should not be excluded from treatment pathways simply because they have undergone prior spine surgery.
Dr. Peter Goldzweig
Thank you. 
Dr. Paul Hubbell
I would like to add that any SI joint injection, whether it be lateral branches or intraarticular that provide three months or longer improvement in function and pain relief of greater than 50% can be viewed as therapeutic. But those that do not provide that need to be thought of as a diagnostic to proceed to another procedure, whether it be radiofrequency ablation of the lateral branches or SI joint fusion.
Dr. Peter Goldzweig
Yeah. And we are going to get to radio frequency and some other options as well in the next few slides. Okay. Next slide. Thank you. What does the evidence indicate regarding the appropriate frequency of SI joint injections and recommended limitations on the total number of injections over a defined period?
Dr. Paul Hubbell
I believe that, again, the lateral branches that we would consider--
Dr. Peter Goldzweig
Well, if you don't mind, just raise your hand because I want to make sure everybody gets their turn here.
Dr. Paul Hubbell
My phone is not showing me the hands any longer. I apologize.
Dr. Peter Goldzweig
Gotcha. No, no, no. Listen, as I said, I'm just trying to make sure everybody gets heard, so thank you. So go ahead. Finish.
Dr. Paul Hubbell
Sure. No. If we do diagnostic lateral branch blocks for the SI joint, again, if you get three months of relief, basically four times a year, if you get that functional improvement in pain relief from those lateral branches, that'd be the only time to be repeating them other than the two that are required prior to going to radiofrequency. And that's the only reason to do the lateral branches, you wouldn't use the lateral branches to predict SI joint fusion, and you wouldn't be doing that as a therapeutic block unless you got three months of relief, which is very unlikely. And likewise, the intraarticular SI joint injection therapeutic. If it doesn't last three months, then your next option should be to go to a diagnostic block. And then if that's providing 75%, 50% relief, whichever you want to use. But not long-lasting, then that's when you move to no more blocks other than the second diagnostic and you move to a procedure that will help with the SI joint like a fusion.
Dr. Peter Goldzweig
David.
Dr. David Provenzano
Yeah. I mean, so I just want to be clear. I think it just was clarified there. But the sacral lateral branch blocks are really for diagnostic purposes. Yes, there is some evidence that extraarticular injections with corticosteroids have some slightly stronger efficacy than intraarticular. And again, as Dr. McCormick discussed, I mean, we could discuss forever extraarticular and intraarticular sources of SI joint pain. But the reality is for therapeutic benefit, you're not going to be doing local anesthetic sacral lateral branch blocks. So I think that that is purely a selection process for radiofrequency ablation when you think a a lot of the pain is coming from the extra-articular or posterior portion of the joint.
Dr. Peter Goldzweig
Yeah. And we're going to get to both of those points also later with intra-articular and extra-articular and also with the RF. David. The other, David.
Dr. David Lichten
I guess my hand is still raised from previous, but I certainly can comment. I would just-- I think one of the doctors had indicated that most evidence-based guidelines support limiting therapeutic SI injections to approximately three to four injections annually, depending on the clinical response and certainly the functional improvement. Clearly, repeated injections without durable pain relief or functional benefit are not supported by the literature. I think the emphasis should always be on the objective improvement in function rather than simply temporary reduction in pain scores.
Dr. Peter Goldzweig
Thank you. Deb.
Dr. Deborah Tracy
Yes, we are responding to the first question on this slide, correct, about frequency?
Dr. Peter Goldzweig
Correct.
Dr. Deborah Tracy
All right. Okay. So I think the current LCD limitations remain reasonable, which is for therapeutic SI joint injections per 12 rolling month period. And that was supported by ASIP in its publication of 03/19/23, and that the literature demonstrates that therapeutic steroid injections generally provide weeks to months but vary in durability and depend on pathology. So I think that repeating injections only when prior benefit is documented is reasonable and limiting excessive repetitive injections would not be appropriate. Thank you.
Dr. Peter Goldzweig
Thank you. Allen.
Okay. I thought I saw his hand up earlier. Also, I know just recently joined us is William Mauck. So if he could just take a second, just introduce himself, state, as well as any conflicts of interest would be great.
Dr. William David Mauck
Thank you. This is Dr. William David Mauck. No conflicts of interest. I am a pain medicine specialist at Mayo Clinic. And yeah, thank you.
Dr. Peter Goldzweig
Thank you. Next question.
Dr. Allen Dennis
[bookmark: _Hlk233650890]Sorry, I was on mute there for a minute. So when we're looking at frequency of the therapeutic SI injections, and this is pretty well set up with no more frequency every three months and three to four max per year. We're looking at both total body of steroid as well as localized application of steroid there. I think literature is fairly solid at three months there. I want to say the most current guidelines is limiting the steroid dosing to approximately about 200 milligrams of equivalents per year there. So I would recommend keeping it into that area. If you're looking at a patient that has multiple pain areas, that's a time that you can start looking at interventions that do not require steroid. We have no evidence that steroid aspires benefits such as RFA.
Dr. Peter Goldzweig
Thank you. Next question. Would a repeat diagnostic block be indicated after a prolonged period with SI joint treatment? And if yes, what duration of time would you consider a prolonged period? David?
Dr. David Provenzano
Yeah, I think this requires, I mean, some clinical interpretation. So if you have patients that come back that you've done a radiofrequency ablation on, and they come back and tell you it's the exact same pain, and they did well for an extended period of time. And you have excluded other sources via physical exam. And if you feel that a repeat x-ray is important, you can do that. But I think it's hard to find an exact cutoff when you would say that another block is needed. I think that should be really reserved for if you think that there's another source that is possibly causing this new source of pain. If it's the exact same source of pain, I think it's repetitive to put people through diagnostic blocks.
Dr. Peter Goldzweig
Thank you. Deb?
Dr. Deborah Tracy
I think that the principle is already accepted within the Medicare coverage determinations on facet injection policies, L38803, and repeat diagnostic blocks may be reasonable when pain characteristics change, new trauma occurs, additional spinal surgeries occur, or more than 12 to 24 months have elapsed with uncertainty.
Dr. Peter Goldzweig
Thank you. Zach?
Dr. Zach
Yeah. So I think sort of agree in a lot of ways with both Deb and Dave Provenzano, Dr. Provenzano. But if there's going to be a period that's selected, it probably makes sense to just align it with what's required for facet denervation as well as noted. I will agree, though, with Dr. Provenzano that I see a lot of waste where we are having to go through dual diagnostic medial branch blocks all over again when the likelihood that they're going to be positive is very high. If two years and one month has elapsed since a beneficiary has had their last RFA. So I would also just share Dr. Provenzano's perspective that it's worth thinking through if it really makes sense that if two years elapses that you have to go through diagnostic blocks all over again. Assuming that there hasn't been a status change otherwise.
Dr. Peter Goldzweig
Mahendra?
Dr. Mahendra Sanapati
Yes. I would agree with Dr. Provenzano. Two years is a reasonable time. This is already tested in the facet joint injections and blocks. So to repeat the diagnostic block, I agree with two years is a reasonable time.
Dr. Peter Goldzweig
Thank you. Allen? Allen, if you're talking, you're on mute.
Dr. Allen Dennis
So the difference I point out between this and our facet interventions is the examination findings that have such a strong specificity and sensitivity for sacroiliac pain. If we have a patient that we've already put through the exam, the diagnostic blocks before that proved it, they had benefit from a therapy before. If it's been within two, three years, what have you, and the exam is still replicable, that this is a sacroiliac, then we still have a good point to this. And two years at minimum, I think is reasonable, but certainly not more often than that. And I think we can even maybe look at, do we even need to repeat it at two years?
Dr. Peter Goldzweig
Thank you. And I believe the next question's has already been answered. I don't know if anybody has anything additional with the past positive diagnostic blocks sufficient to proceed without further interventions. If anybody has anything new or different to add to that, happy to hear it. But I think you guys have covered that very well. Next slide, please. Thank you. Is there evidence-based guidance on when to transition from therapeutic SI joint nerve blocks to RFA, a certain number of injections, degree of relief? And I know we've kind of touched on it but a little bit more specific would be great.
[silence]
I see a couple hands, but they were also up from before. Are they new comments?
Dr. Zach
Yeah. I can chime in, Peter. So I know everyone's kind of hammering this home, but just to clarify, this says therapeutic SIJ nerve blocks, but I think, hopefully, we're talking about intra-articular steroid injections into the joint because, again, we don't really think about doing therapeutic lateral branch blocks. They're really prognostic. But let's just say that we're talking here about steroid injections. And whether it's into the ligaments, extracapsular, or whether it's into the joint, I think most would likely agree that if somebody is not getting at least three months of relief from the steroid injection, that potentially moving towards an RFA would make a lot of sense.
Dr. Peter Goldzweig
Thank you. Anybody? William?
Dr. William Mauck
Yeah. Thank you. I would also echo, I think one of the other physicians mentioned this, too, about a cumulative exogenous corticosteroid use in a rolling, 12-month period, anywhere in the body, quite honestly. And whether we choose that number to be 200 or 240, it's in [inaudible]. But that's also an indication to get away from corticosteroid injections and move on to a non-corticosteroid intervention.
Dr. Peter Goldzweig
Allen.
Dr. Allen Dennis
What I look at here is a modification of what multiple societies currently recommend for the transition from sacroiliac joint injection to sacroiliac fusion. Generally, that transition point is when relief is greater than 80% but lasts less than three months. Where I would throw the transition to ablation in is there are multiple reasons that we have relative contraindications to do fusion for patients. And that's when I would look at transition, where my therapeutic injection is providing less than three months, there's a contraindication to fusion, then that's when I would lean toward transitioning to RFA. Again, the caveat here is fusion is a much more invasive procedure with a higher complication rate. So it warrants having a higher percent relief on your diagnostic injection, where most of the literature shows 50% relief threshold generally provides good relief for the RFA.
Dr. Peter Goldzweig
Thank you. Go ahead. David, is your hand still up or new comments?
Dr. David Provenzano
It's a new comment. So if you look at the RCTs or Steve Cohen's work with regards to SI joint RFAs, some of them have been done following an intraarticular steroid injection. And then also, as we discussed, there may be some better prognostic capabilities with sacral lateral branches with regards to progressing to forward to radiofrequency ablation. And I think the challenge that we have when we're looking at fusions-- I'm not anti-fusion, but the reality is there are some placebo responders to these blocks. And I think, to take people right to a fusion, we have to contemplate, as was discussed before, the morbidity associated with the fusion. And I think the criteria should be stricter than progressing forward with the sacral lateral branch radiofrequency ablation.
Dr. Peter Goldzweig
Thank you. And are there any specific comorbid conditions that predict better or worse outcomes following radio frequency? Or are they pretty much going to be the same list that we talked about for the prior slide with the injections?
Dr. Peter Goldzweig
Mahendra?
Dr. Mahendra Sanapati
Yes, I would comment on this. Especially if the patients have inflammatory arthropathies, if they have active sacroiliitis, they respond very well to sacroiliac joint injections. And when we are looking at prior spine surgery, if they had lumbar fusion, these patients tend to differ from other causes because of the adjacent segment disease. They have accelerated degeneration in the SI joints. They initially respond to the sacroiliac blocks very well, but they tend to deteriorate very fast. They will be poor responders quickly. Usually, they don't tend to do better after six months. So this question was posed before, if you modify your approach to diagnostic or therapeutic procedures, if they had prior lumbar fusion, I think these patients seem to be progressing to SI joint fusion procedure quickly, the patients who had fusion before compared to the other causes of SI joint pathology [inaudible]. And also, metabolic disorders like obesity, diabetes, mellitus, these patients seem to have earlier recurrence after these procedures. So they tend to have worse outcomes. And also, hypertension, cardiac disease, they also tend to do worse if they have uncontrolled metabolic disorders and conditions.
Dr. Peter Goldzweig
Thank you. Zach?
Dr. Zach McCormick
Yeah. So respectfully, that isn't what the data says. It might be consistent with experience, but the evidence, one, sacral lateral branch RFA, there aren't any high-level studies that have ever used inflammatory arthropathy as a selection criterion. So it's not been studied. And when you look at the results in well-done randomized controlled trials where a patient has a fusion or doesn't, there isn't a difference in the outcomes or the durability, whether they have fusion or not. So it doesn't appear to be an outcome predictor in terms of how well you can expect the chances of a treatment response and the durability of that response. And I'm not aware that there's ever been any correlation with cardiac disease, obesity, etc. I would agree that just in general, people that are smokers, have diabetes, have cardiovascular disease, etc., just in general, are going to have a tougher time with anything. But there isn't any data specific to sacroiliac joint RFA that would indicate that these are negative prognostic indicators.
Dr. Peter Goldzweig
Thank you. David?
Dr. David Provenzano
Yeah, so I would just like to echo what Dr. McCormick said. So when you look at the SI joint specifically, and you look regard the prognostic factors, you really have to start because the studies are not really there. You really have to start extrapolating from other predictors with regards to looking at pain interventions in general. And so you do some generalization, but again, as Dr. McCormick discussed, there's no exact literature showing that cardiac function or high blood pressure is actually going to limit your response rate to this. However, when you look at pain injections in general, and you look at therapeutic injections in general, and you look at things like SI, you look at radiofrequency abrasion in general, and you look at spinal cord stimulation, there's no doubt that people that smoke have-- they don't have the greatest degree of pain response reduction as people that don't smoke. We also do know that obesity affects outcomes in general when you look at pain interventions. We obviously know that work status also has influence. And I think when you look at psychological variables, one of the worst is pain catastrophizing.
Dr. Peter Goldzweig
Thank you. Next slide, please. What does the evidence indicate regarding the appropriate frequency of SI joint RFA and any recommended limitations on the total number of RFA over a defined period? And with that, along the lines of, do you believe that the duration and frequency of two RFAs in only 12 months is appropriate? Simply said, "If not, what would you suggest that the literature and the data support?" Zach?
Dr. Zach McCormick
Yeah. So I think you're probably aware-- I think it's cited in the bibliography that was sent out, but there at this point is a 27-multi-society international guideline on sacroiliac joint intervention, diagnosis, and treatment. And when you dig into specifically the literature on sacroiliac branch RFA and expected outcomes-- when patients are selected according to much of what we've already been talking about this evening, but then the procedure itself is performed according to anatomically validated techniques. And those are discussed in the guideline. We expect that these treatments should last for at least six months and potentially up to a year or longer. But the recommendation really is that it could be repeated up to every six months, which would be consistent with facet joint denervation procedures as well. And so I think that would really make the most sense.
Dr. Peter Goldzweig
Thank you. David?
Dr. David Provenzano
Yeah. Six months, and I don't think it should be repeated at less than six months, as Dr. McCormick discussed. And the other thing is, I think when we get to this further, I think if you do develop the guidelines, I think you should specifically express a anatomically validated technique. I think with any radiofrequency ablation technique, if it's not validated and it's not anatomically correct, you'll have high failure rates.
Dr. Peter Goldzweig
Appreciate that. Deb?
Dr. Deborah Tracy
Yeah, thank you. I would say again that Medicare's existing policy on facet joint RFA, which permits two radio frequencies in a 12-month rolling period, and that there should be consistency across medically accepted spinal denervation procedures like this that are similar. Thank you.
Dr. Peter Goldzweig
Thank Mahendra?
Dr. Mahendra Sanapati
Yes, I agree with two episodes of RFA treatments in a 12-month period-- rolling 12-month period.
Dr. Peter Goldzweig
Thank you. And I know we touched upon this earlier, and it's been brought up by a couple of folks. Is there a way to determine intra versus extraarticular pathology? And if there is, have it. Zach.
Dr. Zach McCormick
Yeah, I think the group has done a great job of articulating this already, but just to be very clear, sacral lateral branch blocks. Anesthetize the dorsal ligaments in the posterior joint capsule. And that's really our test to understand if there's posterior extraarticular pathology or pain, I should say, as opposed to an intraarticular sacroiliac joint injection into the joint. If there's relief with lateral branch blocks, we expect that there must be a pain generator in the dorsal structures. We don't have a good way of anesthetizing or treating anterior extraarticular structures, but at least posterior capsule and then ultimately prognosticating for RFA. I mean, that's how we do it.
Dr. Peter Goldzweig
Thank you. Stephanie?
Dr. Stephanie Jones
I just wanted to agree with this comment that an intraarticular injection confirmed with low-volume injectate into the SI joint using fluoroscopic guidance. Looking at the outcomes of that is more consistent with intraarticular pathology, and that injecting the lateral sacral branches is more consistent with extraarticular pathology with a positive response.
Dr. Peter Goldzweig
Thank you. Deb? Deb, if you're talking, you're on mute.
Dr. Deborah Tracy
Oh, thank you. Sorry. No single test is definitive. The SI joint pain generators can be intraarticular, extraarticular, posterior ligamentous, or mixed, and that current CMS definitions recognize the complexity of the innervation of the SI joint, that the LCD should recognize both intraarticular and posterior SI complex pain and restricting treatment to intraarticular pathology is anatomically incomplete and inconsistent with modern SI joint literature. Thank you.
Dr. Peter Goldzweig
Thank you. Mahendra, do you have something additional to add?
Dr. Mahendra Sanapati
Sure. Yes, thanks. So the physical examination part, we may get some idea whether the patient is intraarticular or extraarticular. It may not be 100% relabeled. But especially if the 14-finger test and the provocative tests are positive, it's more likely the pain is coming from the SI joint. But if the extraarticular pathology, it's more sensitive along the long posterior sacroiliac ligament and sometimes the sacrotuberous ligament.
And also, if the pain is worse with specific weight-bearing shifts, it also points to the ligamentous problem in the back that's more extraarticular. And when it comes to the success of the image-guided, either fluoroscopy or ultrasound injection of the local anesthetic into the joint space, if the provocative tests are negative after the injection, that's most likely intraarticular. But if the joint is numb, but there's a pain during provocative maneuvers, it's most likely extraarticular. So this is what I wanted to add. and [crosstalk] also-- sorry, if I'm interrupting. During the imaging also, if it's intraarticular, the MRI image show subchondral bone marrow edema and joint effusion in the intraarticular. If it's extraarticular, the MRI may show edema in the ligament attachments and also ligament thickening. When it comes to CT scan, if it is intraarticular, it shows joint space narrowing, subchondral sclerosis, and osteophytes. With extraarticular, it measures bone spurs at the ligament attachments. This is all I wanted to add. Thank you.
Dr. Peter Goldzweig
Thank you. Next slide, please. What are the comparative complication rates for SI joint nerve blocks and SI joint RFA and does the evidence suggest specific procedure precautions to reduce the risk? You can feel free, if there's no answer, we can-- certainly, you could email us later on. But oh, Zach?
Dr. Zach McCormick
Yeah. I'm happy to weigh in. So the reality is that the risks of these procedures, if they're performed correctly, if someone is well-trained and they understand the anatomy are exceedingly low, ultimately, and again, I'm interpreting this SIJ nerve blocks to mean sacral lateral branch blocks. Ultimately, there's more than one technique for doing this, but you could slip into the foramen and potentially, be within the sacral canal and hit a nerve root, but ultimately, performed properly and understanding the anatomy and proper imaging, you're essentially, touching down to a bony backboard or the dorsal aspect of the sacrum. So infection rates are incredibly low and there really isn't anything that can bleed back there dramatically. So if there's a needle misadventure and one ends up in the sacral canal, in theory, you could have an epidural hepatoma, and someone could correct me, but I'm not sure that's ever been described. It may be in the medical legal realm, but I don't know in the public literature it's ever been described. And this would hold for the validated techniques for sacral lateral branch RFA as well as prognostic or diagnostic blocks of those nerves. I mean, and this is important, I suppose, because when we look at risks of medication management, of repeated steroid injections, or of fusion surgery, in a lot of ways, it's arguably much greater than sacral lateral branch targeted procedures.
Dr. Peter Goldzweig
Thank you. Allen.
Dr. Allen Dennis
So Zach covered the vast majority of what I was going to say, so thank you much. When we're looking at bad things that can happen, complications of this procedure, it generally, involves getting into the sacral foramina, or when you're trying to go after the L5 paradorsal rami that is sometimes described with this, proceeding too far forward and catching the L5 dorsal root, these can be mitigated by good imaging in a lateral position as well as the neural testing that we always do with our RFA procedures. Now, the risk with this procedure is incredibly low and are there anything that would suggest, hey, the patient has this condition versus that, therefore, you should exclude them from having the procedure. I would say that's not really welded enough described in the literature to say no.
Dr. Peter Goldzweig
Thank you. Deb, anything new or different to add?
Dr. Deborah Tracy
Well, yeah. Well, I say that we use the same safeguards that we use in every procedure, which is image guidance, contrast when appropriate, motor testing, which we have the luxury of with radiofrequency ablation, avoidance of intravascular injection, sterile technique already mentioned, review of anticoagulation, documentation of baseline before and after the procedure. And for FSIP, we would avoid chemical neurolysis because that would come with many, many complications.
Dr. Peter Goldzweig
And we will talk about—
Dr. Deborah Tracy
Thank you.
Dr. Peter Goldzweig
We will talk about chemical soon. I promise. It's up and coming. David, do I see your hand up?
Dr. David Provenzano
Yes. So as everyone's discussed, these procedures are very safe. And when you look at the comparisons, their safety profile is very strong. The one thing that I would say with radiofrequency ablation, especially with many of these needle techniques replacing our needle perpendicular to the bone, that we do know that the lesion gets actually pushed towards the skin. So especially when you start to lesion-- anatomically validated techniques and very thin individuals, and you start to use more aggressive lesioning techniques, you do have to be careful with skin burns, which have been documented in the literature. So I think you have to look at body habitus. And if someone is very thin, you should contemplate the type of radio frequency that you're going to do.
Dr. Peter Goldzweig
Thank you. Is there literature supporting any specific post-procedure care protocols that may improve the durability of relief after the SI joint nerve block or RFA?
Dr. Paul Hubbell
I don't believe.
Dr. Peter Goldzweig
Okay. If somebody thinks of something down the road-- okay. There we go. Zach.
Dr. Zach McCormick
I don't think anything that's evidence-based. I don't think that's been studied. It's all just been, I think - what's the way to put it? - intuitive practice with how you would handle any patient who's had an injection procedure or an RF procedure.
Dr. Peter Goldzweig
Okay. Yeah. Yes, clinical evidence would be best. Deb?
Dr. Deborah Tracy
I really don't favor burdensome post-procedure mandates as we have for some procedures. But structured conservative care continuum, I would say, home exercise, return to activities, stabilization, gait posture correction. But managing physical therapy, some of my 90-year-olds start crying when I tell them they have to go to physical therapy. So I would say that that should not be mandated. And then—
Dr. Paul Hubbell
In addition, many patients will tell you that they're back to full function with no limitations after having this done. And that would be a waste of time if they really are able to turn to full function.
Dr. Peter Goldzweig
David.
Dr. David Provenzano
Oh, yeah. No, I think, honestly, there's no evidence to support any postoperative protocol. We don't have it. And so I think someone has to do it before we can actually state that there is evidence.
Dr. Peter Goldzweig
Thank you. Next slide, please. As promised, what evidence exists to support the use of cryoablation, cryoneurolysis, or chemical destruction in the treatment of SI joint pain? And if the answer is none, that's okay too.
Dr. Zack McCormick
Yeah, the answer is none. And I think it was mentioned-- I think Deb mentioned, but chemical neurolysis, I would be concerned about just because the chances of leakage of a neurolytic agent into the sacral foramina is tangible, and that could lead to neurologic injury.
Dr. Peter Goldzweig
Deb.
Dr. Deborah Tracy
Yeah. Let's make sure I'm not on mute. Okay, good. Well, I have to say that the sacral nerve roots, particularly S2 through S4, provide critical autonomic and somatic innervation to the urinary bladder, the external urethral sphincter, the rectum, the anal sphincter, and the pelvic floor muscles. Unlike radio frequency, where in radio frequency, we can localize very well. Once injected, phenol, alcohol, or whatever is used for a neurolytic substance. There's no control over the spread of the substance, as in RFA, where the lesion, the lesion size can all be controlled. And so, we're at risk of urinary retention, urinary incontinence, fecal incontinence, sexual dysfunction, and pelvic floor weakness. So the take-home message is lesion sizes controlled with RFA. Motor testing can be performed. There's no uncontrolled spread, and there's a lower neurological complication risk. Thank you.
Dr. Peter Goldzweig
Thank you. William.
Dr. William Mauck
Thank you. I just wanted to clarify as we go forward that these terms here are not the same as cooled radio frequency ablation. And I bring that up. I'm sure this group knows that. But in practice, that has been an issue in lumbar RFA and other places where it's been misinterpreted as a non-thermal lesion. And it is cooled radiofrequency ablation is indeed a thermal lesion, not to be confused with these cryoablation, cryoneurolysis, or any other sort of misnomer. And that's going to be important because it is a validated it is a validated technique that if we do talk about, so.
Dr. Peter Goldzweig
William, yes. No, thank you for pointing out. And we agree with what you just said that cold RFA is not to be confused with cryoablation and cryoneurolysis. So to me, when we're talking about RFA, that's where the cold fits in that you're referring to. David.
Dr. David Provenzano
Yeah. Just to talk on top of that, too. I think the safest way to describe cold radiofrequency ablation as it would be related to the studies that show a positive effect, I would recommend that we just call it internally cooled electrodes because that's what it is. It is a thermo RFA lesion with an internally cooled electrode. And I think that would solve much of the questions regarding the wording.
Dr. Peter Goldzweig
And yes, so I just want to be clear. This question is specifically for cryoablation, cryoneurolysis, or chemical destruction. It is not for cold RFA. Okay. So based on what I'm hearing, I think you've answered the next three bullets of that question. I'll move on to the next. Oh, sorry, Deb.
Dr. Deborah Tracy
Well, question 16, you have what evidence exists to support the use of cooled RFA, cryoneurolysis, and chemical destruction. So I think we're all of the opinion that this session does include cooled RFA.
Dr. Peter Goldzweig
Yeah. So Deb, I corrected that and pulled it out to make this clearer, so hopefully you're avoiding all the confusion. So I apologize, and I should have pointed that out before going through this question.
Dr. Deborah Tracy
So you're saying I have an older version of the question?
Dr. Peter Goldzweig
We edited it, and I should have pointed it out. So again, this question now moving forward is specific for cryoablation, cryo neurolysis, and chemical destruction, not cold RFA.
Dr. Deborah Tracy
Okay. So now, do we address unipolar versus bipolar as well?
Dr. Peter Goldzweig
We do not need to now. If we are getting to that point as we go down the road with the RFA, we will certainly get-- we will certainly reach out to individuals, and I'll go through that as well at the end.
Dr. Deborah Tracy
Thank you.
Dr. Peter Goldzweig
Thanks. Next slide, please. So, first of all, thank you in closing, and I appreciate all of our subject matter experts and individuals that participated in the contractor advisor panel today. I also want to thank the entire team at Novitas or First Coast for help organizing the meeting and the possible draft of the LCD to happen. As you can see on the slide, Novitas or First Coast work in tandem together to determine if an LCD is warranted for this particular topic. We'll consider everything that was said at the meeting, and I want to point out that, once again, First Coast or Novitas does not have an existing SI joint LCD. So sometimes things were referred to that LCD.
Those were other myths. So I just want to be clear on that part as well. And when submitting comments, if you are using an LCD, please put all policy numbers with it to help us so that we can track, validate, and follow those other items. You will be receiving emails, and you'll be contacted from First Coast and/or Novitas. And all the folks who have turned in this evening, thanks again for taking your time out to listen and to participate. And also, if you have any additional questions or comments when you were listening, please send them in. And obviously, any clinical evidence you have to support it is always very, very beneficial to all of us.
So with that, I just want to say thanks. Continue to watch our website for additional information as this concludes our meeting, and hopefully everybody has a great evening. Thanks again.
Dr. Paul Hubbell
Thank you.
Dr. Mahendra Sanapati
Thank you.
Dr. Deborah Tracy
Thank you.
Dr. Peter Goldzweig
Thank you. Goodnight.
Dr. Allen Dennis
Goodnight.
Dr. Zach McCormick
Thank you. Have a good evening.
Dr. Peter Goldzweig
Thank you, everybody. 
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