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PRESENTATION
Operator
This is the conference operator. Thank you for your patience and welcome to the JN Open Meeting Conference Call. All participants will be in a listen-only mode. Should you need assistance, please signal a conference specialist by pressing the Star key, followed by zero.

Please note this event is being recorded. I would now like to turn the conference over to Dr. Juan Schaening. Please go ahead.

Dr. Juan Schaening

Thank you. This is Dr. Schaening I am the Executive Medical Director of First Coast Service Options and this is our open meeting for the JN MAC. I appreciate you participating on this meeting and the patience. We had some technical difficulties getting connected as a matter of fact, I appreciate your patience.

Due to the time constraints, I’m just going to emphasize from our part that we are a GuideWell Source company that is composed of Novitas that is Medical Contractor for the JH and JL jurisdiction. And, we are the JN MAC First Coast Service Options. Both companies are sister companies that are owned for--by GuideWell Source and we are responsible for paying Medicare Part A and Part B claims.

Now, to continue the agenda and keep it within the allotted timeframe, I’m going to pass the conference to Dr. Leslie Stevens, who’s going to go over the analysis--briefly over the analysis of why we’ve revised our Vertebral Augmentation.
Dr. Leslie Stevens

Thank you. I’m going to put you on speaker because we have an audience here and we’re having technical difficulties. Can the people on the phone hear me?

Operator
Yes ma’am, I can hear you clearly.

Dr. Juan Schaening
Give me a second.

Dr. Leslie Stevens

Thank you all. I see a lot of familiar faces out here. Thank you for enduring our technical difficulties and we do have a speaker that is--we’re very proud to have one of our CAC members here that’ll be speaking later, and I think I’ll just have to come up and hold the phone for them and help with all these snafus.
What we’ll do is just quickly go through why this policy was developed and basically--and this is, I think, an important thing to note from a national standpoint, that we went back and revised an existing LCD, our LCD L34976, vertebralplasty, vertebral augmentation, percutaneous, to bring our policy in alignment not only with our sister company, Novitas, but also with other MACs. That is a direction we’re certainly getting from CMS and the revision included redefining indications for acute osteoporotic compression fractures utilizing either PVP or PVA.

And, this is based on a review of new literature during a multi-jurisdictional contractor advisory committee via a WebEx, which did not, I don’t think, have as much technical difficulty as our WebEx is having now. And, that was back in March--on March 20th in 2019. That’s why we did this to this particular policy. Our sister company, Novitas, is coming out in the next couple of days in their open meeting, or next week, with a similar policy.

Originally, in 2009, there were two randomized controlled trials with methodological controversy that--which found no benefit for treatment of vertebral osteoporotic--I want you to know our policy includes malignant indications as well--but osteoporotic compression fractures with PVP or PVA. Studies since that time are reviewed with subject matter experts during this multi-jurisdictional CAC in 2019.

Many of the other MAC contractors have revised their policies after the analysis of the literature in March and with the input of the subject matter experts and they have already either written their policy and taken it all the way to fruition or they are working in the process of releasing it to allow limited coverage of acute osteoporotic compression fractures with PVP or PVA.

With that, what I would like to do is--do we have you on the line, Dr. Beale? 

Dr. Beale

Yes, I’m on the line.

Dr. Leslie Stevens

Okay. What I’d like to do--we have two presenters for this topic, and I think we’re trying to be mindful of everyone’s time. We’ve got your slides up here in the audience and, if you could start off--if both of you would start off with declaring your conflict of interest. And, since you can’t see me, I will maybe clear my throat or something to let you know when ten minutes have gone by, because we’re limiting the presentation to 15 minutes. I don’t want to be rude. I want to just give you a heads up because you do have a lot of slides. Is that okay?

Dr. Beale

Yes, that’s fine. It won’t take nearly that long.

Dr. Leslie Stevens

Okay, great. Okay, well then go ahead and get started and we’ll advance as you speak. I didn’t have your credentials, if you could, first, tell us about your conflict of interest and brag about yourself, and then get started, that’d be great. Thank you.

Dr. Beale

Sounds good. I’ve submitted my conflicts of interest. I have conflicts of interest in terms of consulting, speaking, in terms of stock holding. I’ve submitted these formally. There’s numerous conflicts of interest.

In regard to qualifications, I’ve been in practice 20 years. I’m an intervention radiologist specializing in minimally invasive spine intervention. I’ve treated thousands of patients with vertebral augmentation and written dozens of articles and have published the New Comprehensive Guide on Vertebral Augmentation, which is exactly that. It’s a definitive work that is in press and being published by TEMA.

I’ve just recently completed an entire book on this subject. I’d like to go ahead and go over the next slide. On Slide number 2--and I’ll reference the slides according to slide number, and that should be the same as a PDF document. I was present on that call on March 20th of 2019 that we referred to previously and the LCD that was coming out isn’t the same as Novitas. I’ve read that too and there’s nothing representative of that that was covered in the conference call. These things are completely different and there’s essentially four salient changes that you see here in terms of inclusion/exclusion criteria.

The summary of where I think this LCD falls incredibly short is probably just a misconstruing of the information. I’d like to go ahead and go over the next slide, which is number 3. The three particular things I had, we’re going to start off with the timeline for fracture treatment. The timeline for the fracture treatment, it eliminates subacute fractures and it includes acute fractures.

Let’s go on to the next slide. All of the LCDs previously throughout the country included only subacute fractures, not acute fractures. These, in the current LCD, have been eliminated, which makes no sense because there are dozens of randomized control articles and 3,000 total articles in vertebral augmentation that support the inclusion of subacute fractures for treatment.

What it was probably intended to do was use the new information--and this is listed as references number 1 and 2. That’s the Wang trial and the Vapor trial that support treating acute fractures. Instead of including acute fractures, acute fractures were included, and the subacute fractures were excluded, which I consider something that was intended to be good but turned out to be a great mistake.

Let’s go on to the next slide, which is number 5. And, I think what they tried to do is include--and this was published in 2018. The--using UCLA/RAND methodology for appropriateness criteria. This was a multi-specialty panel that recommended clinical treatment pathways, including the treatment of acute fractures.

Going to the next slide, and these are the seven salient clinical elements that are designed to be included for patients with acute fractures. I’ll call your attention that vertebral compression fractures are the only fracture and the only bone in the body that has an arbitrary and capricious timeline according to treatment, the only one. We know that certain patients with acute pain, if they don’t get treated well, have a very high rate of mortality.

Instead of using some arbitrary timeline, the UCLA/RAND appropriate methodology tried to include clinical characteristics for patients that needed to be treated acutely. But, again, with the LCD instead of including these patients that needed to be included, they included these but excluded the ones that had traditionally, for decades, been included for treatment.

Next slide, please. Second issue is requirement for periosteal infiltration. In my mind, I have no idea where this comes from. The periosteal inclusion for infiltration probably came from, you mentioned the 2009 New England Journal articles that were parenthetically downgraded to a level two based on inclusion/exclusion criteria as both a crossover in the Calimus trial.

Next slide, which is number 8. And, here are all five Sham trials. I did something really crazy, like actually read the materials and methods for all of these trials, and there is not one trial, not a single one, that has isolated periosteal infiltration as a treatment. There is one trial and one only that has periosteal infiltration. That’s number one. But it had a bunch of other stuff along with it too.

The second trial, which was the Invest trial, only infiltrated the subcutaneous tissues. The third trial infiltrated--which was the Bugbinder trial--infiltrated the lamina, which is a different bone, as you know, the pedicle. The fourth trial, which was a Vapor trial, specifically said not periosteal numbing, and I took that directly from the article. The fifth trial, which was Hanson’s Bone Trial, they said it was injected after the needles were inserted into the vertebral body. There’s not a single supporting element from the Sham trials that would support that issue number two for inclusion in the LCD.

Let’s go onto the next one. I thought maybe people weren’t referring to the Sham trials maybe on Slide 9 they’re referring to the posterior element infiltration as a way of treating fractures. In short, there are three trials: Wilson, Lang, and M. None of these infiltrated the pedicle, none, not one. And, what we found is represented by Wilson. Low response rate with about a little over 20 percent, and the response was short lived, about a month.

Not a single one of these support the change that was made in the LCD requiring a pedicle infiltration before the treatment of a vertebral fracture. Not a single element of literature supports that.

Next slide, please, number 10. Tis came from a multi-disciplinary consensus requirement prior to the patient being treated. I think this was nothing more than something that was confused and I showed you previously the UCLA/RAND methodology, that was multi-disciplinary that did have treatment guidelines and a comprehensive care pathway, and that’s what I think this was referring to.

The language was very similar to--next slide, 11--taken from a document from CIRSE, Cardiovascular Intervention Radiology Society of Europe. It was very similar to this and what I think happened was the language was copied, requiring the multi-disciplinary group consensus opinion and this was taken directly from a UCLA/RAND methodology that was done in Europe, lead author, Ansel Metty, and it was modified a little bit and included in the document.

The problem is with that, that adding a multi-disciplinary requirement is unworkable, completely unworkable. It would eliminate almost all the fractures that are being treated. In addition, they’ve included a neurologist that had never been involved in the treatment of this condition and rarely referred to it. It also included radiologists which tend to be, as you know, diagnostic, and the fractures are treated if they’re painful. There’s no way to tell if you see a fracture--and I am a radiologist, keep that in mind--if it’s painful or not.

No pain, no treat, no exceptions. There’s no way to make this a workable requirement. Next slide.

The excluding criteria were all listed as absolute exclusions, which they, of course, are not. The absolute exclusions--next slide--should be divided into absolutes, which there are two. They’re listed here: active infection, untreated blood borne infection, and next slide.

Relative contraindications and the relative contraindications are divided into things that are strong contraindications. Usually, contraindicated are relative and this is taken directly from the document of the appropriateness criteria and multi-specialty document.

Absolutely contraindications need to be included, but they need to be specified as to which ones are absolute, which ones are not, because clinically that is a very big difference as to how you approach the patient treatment. Next slide.

Here are all the contraindications and relative contraindications put on one slide. Next slide, and this is Slide number 16. This is the overall comprehensive care and comprehensive treatment pathway that was defined based on the UCLA/RAND appropriateness methodology by the multi-specialty multi-disciplinary team. This is all right here on one slide. I wanted to show you where this came from and where, I think, this was being referred to for just some modifications for the LCD that was misinterpreted.

I want to give you just a couple of real world, so next slide. This is Evolve trial. Very typical number of patients as treated on label based on LCD for Meridian, which is primarily Pacific Northwest, based on Medicare criteria from the previous LCD, not this current LCD that’s been proposed that was never agreed upon on the March 20th call. This had primary and secondary end points, including four co-primary end points and five measured secondary end points.

The bottom line is these patients had statistically significant improvement in pain function, quality of life, and all four co-primary end points, all measured secondary end points, and all kind points throughout the entire study. And, this is a testament to the previous LCD and how effective it was in demonstrating clinical significant improvements. Next slide.

This is a registry and to everyone’s credit, this is in press. This is in press, a journal called Pain Position. This has not been published yet, but over 1,000 patient registries, this is the data for 732 patients. Next slide--that showed a median pain reduction from a 9 to a 0 at one year, which is very dramatic.

Next slide, it showed a decrease from a 21 to a 7. That means it goes from a severe debilitation to almost nothing at the end of six months. And, next slide. And, this is new complications, this is Slide number 21. This demonstrates the complication rate, which was no neurologic deficits, very few complications written primarily related--really only related--to sedation.

To say this procedure is safe is inaccurate. You’d have to say it’s very safe. The bottom circle is about one in seven patients are readmitted, and this is because they are sick and they tend to do poorly.

Next slide, and this is the studies from 2009 that were referenced. The treatment rate before 2009 was 24 percent. The treatment rate after 2009 was 14 percent. These had an adverse effect on the number of patients that were treated. What happened because of this? Next slide.

This is from a paper, On and All, published last year. Up to 75,000 were at increased risk of mortality and demonstrably, 6800 people plus lost their lives because of the downward trend in treatment. I want you to know what would happen if we start making rules to arbitrarily limit patient treatment based on Vapor nebulous stuff as far as I can tell. Next slide.

Actually, let’s go to Slide 23. It’s the--in a second paper published by Hersh and Company about a month ago in AJ&R. The number of people needed to treat the same one life at one year is 15, 15 patients. Statistically, every 15 patients that undergoes vertebral augmentation, one life is saved every 15 patients. One life is saved through vertebral augmentation every 12 patients if you look at it at year five.

Okay, I’m on the summary slide, number 24. The timeline needs to be modified. It needs to include subacute fractures, which is 98 percent of the data is on subacute. The acute fractures need to be included according to the clinical characteristics. The second thing is a periosteal infiltration requirement, completely and entirely unsupported by data. I will offer up any of the data that I have, including all of the original trials, which I have read and have.

A multi-disciplinary requirement is unworkable. It should be done at the beginning, similar to the multi-disciplinary efforts for appropriateness criteria. But, the base multi-disciplinary requirement for treatment of each patient makes it almost certain that the vast majority, overwhelming majority, will not get treated. If they don’t get treated, we know what would happen based on previous discussions.

The exclusions should be divided into absolute and relative, not just lumped into one thing because this is clinically incredibly important. The real-world data overwhelmingly supports the use of vertebral augmentation is even close. And, I want everyone to remember that for every 15 patients you treat, that’s a life to save with vertebral augmentation. Eliminating this will definitely limit--it will definitely limit the treatment and cause certainly increased morbidity and mortality. Thank you.

Dr. Leslie Stevens

Thank you, Dr. Bale, for--Beale, for that nice presentation. For the people that are still on the phone, if you could give us a minute. We do not want our in-person speaker--which I’m getting ready to introduce--have to hold the phone up to the mic and try to manage his presentation. Just give us a second and [] speaker. I don’t want him to have to worry about that and can--

Operator, can you--if the mic--if the phone is here and our speaker is speaking through the microphone, can you hear us?

Operator

Yes, right now, I can hear you clearly. If we can test with that person, perhaps?

Dr. Leslie Stevens

Okay, maybe so. Well, let me just introduce him first and I’ll bring him up and make sure that’ll work so he doesn’t have to hold it. --

Operator

--Thank you.

Dr. Leslies Stevens

Okay, now, I have the pleasure of introducing Dr. David Epstein. We’re very happy to have him. He’s actually one of our CAC members. There’s been a lot of changes to how we do CAC meetings in this past year on the behest and mandate of CMS, and we were very happy to have one of our members.

He is a part of the Radiology Associates of Hollywood. He’s a senior attending, Department of Radiology in the Memorial Healthcare System, and he is our representative for the Florida Radiology Society. He’s our primary representative.

With that, I welcome Dr. David Epstein to the podium. Please welcome him. Thank you.

[Applause]

We’ll do a test right now to see if we can hear your voice.

Dr. David Epstein

Okay, well thank you for coming to the meeting. I’m not going to do anything to attempt to recapitulate the data that Dr. Beale has, because he’s our subject matter expert and I’m really just using it to give a clinician’s perspective on our use of the procedure.

Dr. Leslie Stevens

One second. Can you hear him as he talks? Okay, perfect.

Operator

Yeah, didn’t want to interrupt, but yes. Thank you very much, ma’am.

Dr. David Epstein

Okay. As background, I’m an intervention radiologist. I’ve been working with the--

Dr. Leslie Stevens

--Sorry. Could you do your conflict of interest?

Dr. David Epstein

Oh, I have no conflict of interest. I’ve been trying to develop a few, but--

[Laughter]

--unsuccessfully, for 30 years. I’ve been with the practice in the Memorial Healthcare System for 30 years as an intervention radiologist, have been performing vertebroplasty, kyphoplasty, SpineJack, Sacroplasty.  I kind of lost track of how long it’s been. My time sense is getting warped, but it’s probably been 20 years since they came out.

The system that we work in is about 16 to 1800 beds, six hospital system, tertiary university affiliate system. The demographics of this procedure is--it’s actually interesting. It’s very predominantly a white post-menopausal population--female. Sorry, white female post-menopausal and when we see so much of the demographic, it makes you have to scratch your head a little bit.

We don’t use this for our acute traumatic injuries that’s been proposed to us for preventative. We don’t typically do those. Our hospitalization status, 60 percent in-patient, 40 percent comes to our out-patient office, we have a number of pathways.

In terms of the associate of clinical service, which is one of the points of the proposed policy revision, most of our in-patients come to us from hospitalists. They usually go from the ER, acute severely painful fracture, to the hospitalists, and then we are typically consulted at that point if their pain is not sufficiently controlled by minor methods, I guess.

We cross refer frequently with neuro surgery if we have a case where we’re concerned about complexity of the lesion. We do not typically have these other services involved. We do make sure that these patients are referred back to their primary doctors or that there is a pathway, so they do have their osteoporotic insufficiency related issues treated. We don’t typically get involved with that ourselves. Neurology is not a relevant service on any case that I can remember seeing, unless they had some additional specific neuron condition unrelated to the fracture.

The selection criteria that we typically use are kind of straightforward in a, I’ll say simplistic way. First, they typically have an acute fracture. Some get admitted with a subacute fracture. It’s not uncommon, but they’ve had some secondary instance, like a second fall or they sneeze too hard or something that brings them back when we clearly have some history or imaging that shows the fracture has been shown on a prior imaging evaluation.

The aspects of the evaluation is pretty much someone who has failed nonsurgical management and, to our point of view, an 80-year-old who is on narcotics has failed or a patient who is unable to take narcotics, refuse narcotics, and has sufficient relief of pain and cannot perform their ADLs. They can’t get up, they can’t turn, they’re pretty much bed ridden or they essentially require assistance, particularly if they didn’t previous to this episode of fracture.

It’s an interesting point that we have a significant number of patients with cognitive disabilities and someone has said, “Well, why would you even do this on someone who’s out to lunch?” to put it kind of crudely. And, it turns out, actually, that those patients need it the most because it’s not for them. It’s for the family.

If you have a cognitively impaired typically older but impaired family member, it is infinitely more difficult to take care of them when they can’t get out of bed to take care of themselves than if they are able to do that, even if they’re not sure what day of the week it is.

I’ll be honest, I was not totally able to interpret the covered indications. Not referring to the osteolytic, but to the insufficient fractures. There’s a few too many indents, ands/ors, two and above, three and above, none of the above. It was reminding me of my last port exam I had to take. I didn’t know if at some point we’re going to have a chance to review this policy, because if I can’t understand it, I’ve been doing this for 20 plus years, I think I’m probably not the only one who’s a little confused by which criteria pilot what.

But, again, to be simplistic, what I would like to see is to have pretty much the criteria that Dr. Beale is suggesting, not try to be strict as too specifically, acute fractures, but to make sure that we include criteria for acute and subacute. There are some specific anatomic issues that I was concerned about. It’s a T5 through L5. Some of this is semantics.

We do T4s occasionally, I don’t know why we wouldn’t knock out T4. It’s anatomically possible but it’s not easy. I don’t like it when it shows up in my schedule. Some patients have an L6. Again, this is a little semantic, but not necessarily trivial when something comes for reimbursement and sometimes that’s all it takes to get it knocked out.

We do sacroplasties and I wasn’t sure where I could go. Dr. Beale had mentioned it but should be covered. I don’t think there’s a separate policy for that, but that is, for us, a legitimate procedure. We do it and we get great results. Also SpineJack, I believe, is covered under this policy a new technology with good results.

But, just to give an overall, our experience has been that this procedure is not something that we should work excessively to restrict when done for the appropriate reasons, the appropriate patient selections, appropriate setting with trained operators, because you have to remember that there’s competing goals when we work on policy.

If you are restricting coverage for a legitimate cadre of patients, what you are probably going to increase is a length of stay in the readmission rate. What our hospitalists are beating us up on is they want us to do this on Saturdays and Sundays. We try not to, because they are concerned about their metric, which is length of stay.

They have a patient, an 85-year-old, and we’ve done up to 105-year olds. Again, this is almost minimal complications, including the fact that we do ours with MAC anesthesia. Some use lesser levels. They wanted to get these patients--once they determine they are not responding, and they get a pretty good feel for that within the first few days. They want them out of the hospital and if they don’t get them treated for something substantial other than a packet full of pills, they know they’re coming back.

That does no one’s metrics any good. It doesn’t do the patient any good. It doesn’t do the healthcare system globally any good.

I will stop there. If we have some time for discussion, that would be great.

Dr. Juan Schaening

Thank you, Dr. Epstein, for that nice presentation. I want to make the meeting aware that we have another MAC LCD that is out for comment, but we don’t have a presenter. But, if the magnetic resonance guided focus ultrasound surgery for essential tremor LCD. This LCD was a bit of a reconsideration of our previous known Non-coverage statement for MRGFUS by our Non Covered services LCD.

We recognize when we did the analysis of literature, that this was a promising new treatment approach that has adjectives that are positive and negative and different from the traditional thalamotomy decreased stimulation use of essential tremor
People with an essential tremor reported positive experience with the procedure and also experience with MRG neurosurgeon. The American Association of Neurological Surgeons and the Congress of Neurological Surgeons and the American Association of Stereotactic and Functional Neurosurgery support MRGFUS thalamotomy specifically when used as an alternative treatment for patients that are not candidates for decreased stimulation.

Based on our analysis of evidence, we make the determination to end, once this LCD becomes effective, our previous non-coverage statement and start considering MRGFUS as reasonable and necessary when the thalamotomy is performed within the indications and limitations of the LCD as an alternative treatment for patients with essential tremors that are not candidates for deep brain stimulation.

The focus of our Open meeting is for presenters to present their comments these LCDs are open for comment. You can send us comments through our website. We think comments will be taken into consideration during the final decision process.

To finalize, I want to thank everybody for coming to our First Coast Service Options meeting. I wish you all safe travels and we apologize for the technical difficulties that we had to overcome. But, they are duly appreciated.

We can move forward and finalize the conference, please.
Operator

The conference has now concluded. Thank you for attending today’s presentation. You may now disconnect.
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