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PRESENTATION

Operator
Good afternoon and welcome to First Coast Service Options July Open Meeting. All participants will be in listen only mode. Should you need assistance, please signal a conference specialist by pressing star, then zero on your telephone keypad. Please note, this event is being recorded. 

I would now like to turn the conference over to Dr. Juan Schaening, Executive Contractor, Medical Director for First Coast Service Options. Please go ahead, sir. 

Juan Schaening Perez
Good afternoon. My name is the Dr. Juan Schaening, and as it was mentioned, I am the Executive Contractor, Medical Director for First Coast Service Options. On the phone with me today, are my colleagues, Dr. Alicia Campbell and Dr. Leslie Stevens, as well as Senior Health Services analysts Jennifer Hawley. Tommy Davis, our medical policy coordinator in Nathalie Mohler. Joining us from Novitas Dr. Andrew Bloschichak, Dr. Sunil, Lalla, and Dr. Jyme Schafer. 

We are holding today's Open Meeting to discuss the review of the evidence and the rationale for a new proposed LCD. And an internal revision as well as an LCD is a consideration. The proposed LCD topics for today's meeting are treatment of chronic venous insufficiency of the lower extremities, transurethral waterjet ablation of the prostate, and in the endovenous stenting. During today's meeting, interested parties will make presentations of information related to the proposed LCDs. Please remember, today's call is being recorded. And we request that's all form of comments be submitted in writing before the end of the common period on our (inaudible)

At this time, I would like to turn it over to Jennifer Hawley, Senior Health Service analyst, to provide a brief overview of the proposed revisions for treatment of chronic venous insufficiency of the lower extremities.

Jennifer Hawley
Thank you, Dr. Schaening. This local coverage determination is for the treatment of chronic venous insufficiency of the lower extremities. This proposed LCD was developed in response to a reconsideration request, and also to align the JH, JL, JN policies. Once this LCD becomes effective, the current JN LCD, and related billing and coding article for the treatment of varicose veins of the lower extremities, which is L33762 and A57781, will be retired. 

Chronic Venous Insufficiency, CVI is a cause of abnormalities of the venous system, producing edema, skin changes, or venous ulcers that is associated with varicose veins. The treatment of varicose veins may be categorized as non-invasive and invasive procedures. Non-invasive procedures include leg elevation, weight management for the overweight, and the use of graduated compression stockings or wraps. 

When non-invasive procedures are ineffective or are not warranted, invasive procedures can be used. Invasive procedures include percutaneous endovenous ablation techniques (endovenous laser ablation, mechanochemical ablation, radiofrequency ablation, cyanoacrylate embolization, sclerotherapy – liquid or foam) and surgical interventions (ligation, stripping, and phlebectomy).
. 
Following review of the evidence in discussion with subject matter experts, it has been determined that the treatment of chronic venous insufficiency, utilizing foam sclerotherapy, thermal ablation, chemical adhesives, mechanochemical ablation and/or surgical ablation techniques is safe and effective, results in acceptable closure rates, improves quality of life and demonstrates good outcome measures with no serious complications. The proposed policy provides limited coverage for the treatment of chronic venous insufficiency to include ultrasound guided foam sclerotherapy, thermal ablation via radiofrequency or laser treatment, treatment with chemical adhesives, mechanochemical ablation, surgery or phlebectomy. Treatment of telangiectasies or reticular veins and liquid sclerotherapy is considered cosmetic, and therefore, not reasonable and necessary for the purposes of Medicare coverage. The proposed plan is for the policy to have diagnosis to procedure code editing. 

Thank you and I will now pass it back to Dr. Schaening.

Juan Schaening Perez
Thank you, Jennifer. Our first presenter is Dr. Michael Jaff from Boston Scientific. Please go ahead, stating any conflicts of interest. Thank you.

Michael Jaff
Thank you very much for the opportunity to discuss our position today. My name is Dr. Michael Jaff. I'm a part time employee of Boston Scientific. I am a vascular medicine specialist who has been caring for patients with chronic immuno sufficiency in varicose veins for my 30-year career. I joined Boston Scientific in January of 2020. 

We'd like to comment on the currently proposed LCD. And specifically, discussing the sclerotherapy section, found in the section entitled invasive procedures to the management of chronic venous (inaudible) insufficiency. Boston Scientific suggests First Coast creates a separate section, titled polidocanol endovenous microform, or PEM ablation, as a separate section similar to sections created for thermal ablation, chemical adhesive, mechano mechanical, chemical ablation, and surgical sections. This section will describe the use of PEM for the treatment of primary and recurrent varicose veins and venous malformations, including post-surgical neovascularization and other complex malformations. 

The reason we're requesting this is that FDA approved non compounded polidocanol 1%, and standard self-procured or self-compounded foam, are different clinically and as referenced by AMA guidance. Number one, standard self-compounded or self-prepared foam make up various depend on who prepares the foam at the bedside, resulting in variable bubble size, dwell time, and ultimate advocacy. Per the American Medical Association guidance, the March 2018 CPT assistant article, entitled Coding in Competent Veins Treatment, codes 36465 and 36466 may not be used to report the injection of self-prepared, self-compounded sclerosis into any incompetent lower extremity veins. 

When self-compounded sclerosis injections are performed to treat any competent lower extremity truncal veins or lower extremity veins other than truncal veins, like branch veins or perforating veins, code 36470 or 36471 should be reported. This article also states, when non-compounded sclerosis injections are performed to treating competent lower extremity veins other than truncal veins, again, like branch veins or perforating veins, codes 36470 or 36471 should be reported.

Number two, FDA approved non compounded polidocanol 1% microfoam, using polidocanol endo venous microfoam, or PEM ablation, produces uniform bubble size and a more consistent dwell time resulting consistent efficacy, similar to radio frequency and laser, including treatments in larger veins as evidenced in randomized clinical trials. Which resulted in Food and Drug Administration approval, and more recently, retrospective cohort studies. Per the American Medical Association guidance, again, the March 2018 CPT assistant article titled, Coding In- competent Veins Treatment quote for 2018, “the descriptors for sclerotherapy codes that is 36468, 36470, and 36471 were revised to distinguish them from two new codes, 36465 and 36466. Which describe injection of a new proprietary non-compounded foam sclerosant with ultrasound guided outflow compression maneuvers. 

In the covered indications section of the LCD, Boston Scientific requests one additional bullet point, possibly before or after point number four, with the following proposed wording. FDA approved non-compounded polidocanol 1% endo-venous micro foam, or PBM ablation, will be considered medically reasonable and necessary for ablation of incompetence saphenous vein and tributary veins, for the treatment of patients with symptomatic CEAP clinical classification C2 to C6 disease. PEM is also considered medically reasonable and necessary, proposed surgical neovascularization, and other complex malformations. And finally, under the coding guidance section, we suggest to add the American Medical Association guidance wording to CPT codes 36465, 36466, 36470, 36471, differentiating FDA approved 1%, polidocanol non- compounded foam and standard self-prepared or self-compounded foam.

Thank you very much for the opportunity to present today and I'll turn it back to you. 

Juan Schaening Perez
Thank you, Dr. Jaff. We appreciate your presentation. Does any of the contractor medical directors have any question for Dr. Jaff?

There is none. Our next presenter is Dr. Stephen Deak from Deak Vein NJ clinic. Dr. Deak please go ahead, stating any conflicts of interest.

Are you on the line, Dr. Deak?

Operator
Doctor, I currently do not see that individual, sir.

Juan Schaening Perez
So, do we have the third guest, Gasparis on the line?

Operator
Let me check and see. No, we currently do not have Dr. Gasparis either.

Juan Schaening Perez
So, we will change the order of the presenters and go ahead with Dr. Scott Tapper from the Florida Vascular Society. Dr. Tapper, please go ahead, stating any conflicts of interest.

Scott Tapper
Good afternoon, everyone. My name is Dr. Scott Tapper. I'm a vascular surgeon in Florida. I do not have any conflicts of interest. I will start by echoing Dr. Jaffs’s excellent presentation. I would second everything that he said. Varithena should have its own delineation, as any other method of saphenous ablation. It is particularly useful in patients that have post-surgical neovascularization and torturous saphenous veins, and complex redo superficial venous surgery. So, I would just reiterate everything that he said about PEM and agree with the delineation of the four codes 36465, 36466, as distinct from 36470 and 36471. 

I would also like to direct our attention to, under covered indications, item number 10. Phlebectomy will be considered medically reasonable and necessary for bulbous tributaries above and below the knee along the distribution of the saphenous vein, and in bold, after treatment of saphenous vein. This is often unnecessary. We have a mistaken impression that all varicose veins come from incompetent saphenous veins. And in fact, there are very good publications in the U.S. and in Europe, that document at least 10% of patients with varicose veins have non saphenous varicose veins. 

So, what does that mean? It comes, maybe they come, from a perforating vein, maybe they come from neovascularization, but there are at least 10% of patients that do not have incompetent saphenous, that have symptomatic varicose veins. So, for number 10, I would propose that we put a size of three to four millimeters, to distinguish the size of these bulbous Varicosities. And I would propose that Cepheus treatment is not mandatory. In fact, it would lead some people to unnecessarily treat the saphenous vein for patients that have non saphenous reflux. I'm sorry, non-saphenous varicose veins.

And I'm speaking to what I see here in Florida. And I see a lot, not a lot, tremendous unnecessary numbers of ablations. And I see patients that have had four or five ablations per leg all at separate times, so that each time represents a new billing episode and so that the second ablation isn't reduced in reimbursement. I would recommend that we limit ablations to three per leg per year, and no more than two ablations procedures per year per leg.

In other words, I see patients that come into somebody's office four days in a row and have four different ablations on the right leg. And I would propose that the right leg only needs to have two ablations per year, or two sessions of ablations because one could ablate two or three veins per session if it was truly indicated. I find it extremely rare. I've been in vascular surgery practice for over 25 years and I've seen tens of thousands of patients with varicose veins and no two-legged human needs eight ablations. So, I would strongly consider there be limits placed on the number of ablations per leg and the number of ablations per treatment session. Thank you.

Juan Schaening Perez
Thank you for your presentation. We certainly will appreciate if you can send those comments in writing. Do any of the contractor medical directors have any questions for Dr. Tapper?

Unknown
No questions, Juan, but just to comment. As a fellow surgeon, I completely empathize with your situation of having seen these patients back in the office for four consecutive injections. So, thank you so much.

Juan Schaening Perez
Okay. Any additional questions or comments from the medical directors?

Okay. Before moving to the next subject matter, I want to ask is if Dr. Steven Deak, or Dr. Antonio Gasparis on the call?


Steven Deak 
Dr. Deak is on the call.

Juan Schaening Perez
Thank you, Dr. Deak. So, you are our next presenter. Please go ahead, stating any conflicts of interest.

Steven Deak
Okay. I have no conflicts of interest. I do have a consultant to Boston Scientific for speaking Bureau, paid and unpaid. Can I start my presentation?

Juan Schaening Perez
Sure, go ahead with your presentation and thank you for disclosing your conflicts. We appreciate that. Go ahead, sir, doctor.

Steven Deak
This is a retrograde administration of ultrasound guided micro foam chemical ablation, versus endo venous laser ablation for the treatment of superficial venous insufficiency. It was presented at the American venous forum 32nd annual meeting in Florida on March 6th, 2020. Varicose veins are treated for above and below the knee and here are examples of the problem that could occur, especially if you try to do it with a single treatment modality format. 

This background superficial venous disease affects 30% of the population. 1% of the population has an active C6 venous ulcer. The treatment of the venous leg ulcer costs $14.3 billion dollars annually. Treatment has been, typically, done either with surgical techniques, stripping ligation, phlebectomy, best use for torturous veins but it has limitations in that multiple incisions and time consuming and not ideal for C5, C6 ulcers. Thermal ablation is good for straight veins above the knee but (inaudible) fluid is required, not ideal for torturous veins or below knee varicosity. 

Non-thermal, non-tumescent catheter-based solutions are, again, treatment modalities require straight veins above the knee not ideal for torturous veins or below knee. Compounded foam, which has been used in Europe is good for torturous veins below the knee but it's not FDA approved. Surgical and catheter-based approaches cause risk of injury to nerve, skin, and muscle. Thermal ablation is basically endo venous laser ablation, or radiofrequency ablation best use for straight above the knee greatest saphenous veins. Limitations are the catheters needed, thermal (inaudible), limited in below knee redo or failed procedures and in C4 to C6  patients. 

(Inaudible) Polidocanol injectable micro foam 1% was first approved by the FDA in 2013, for the symptoms of heaviness, aching, swelling, throbbing, itching. And it's for incompetent greatest saphenous vein, accessory saphenous vein, visible varicosity of the great saphenous system above and below the knee, torturous and straight and large veins greater than three millimeters in diameter above and below the knee. Reflux at the greatest saphenous vein at the saphenous  promote junction greater than 0.50 seconds, and the vein diameter accommodated is from four millimeters to 25.9 millimeters. The main attributes of the polidocanol micro foam is that there is a low nitrogen content of 0.5%l and the micro foam has uniform density, size, and stability.

The way I administered it; the patients were treated by retrograde chemical micro foam ablation. First, the greater saphenous vein is accessed in the above knee position, about five centimeters to six centimeters above the knee fold with a five-inch introducing catheter. The leg is then elevated to empty the vein of the excess blood and the first injection is directed in a subpalette add direction from the distal thigh towards the siphonal femoral junction. And the system includes the siphonal femoral junction to limit the flow of the micro foam into the deep system. 

Once this is accomplished, then it's visualized with duplex monitoring, a second injection is directed in a retrograde fashion. This is accomplished by occluding the greater saphenous vein in the mid-thigh and directing the flow of the foam in a retrograde fashion toward the ankle in an upgrade fashion. The foam goes right to the incompetent valves but will not go through the competent ones. And in this manner, it is possible to deliver the foam to the side of the ulcer or the varicosities that are not easily treated with catheter-based techniques. 

This is an example of a 38-year-old man with varicose veins and heavy feeling, throbbing and swelling. The greatest saphenous vein reflux was 1.83 seconds, and the vein diameter was 16.1. This is the same patient two weeks later treated with just eight ml’s of foam. And this was published in the Journal of Vascular Surgery two years ago. Here you could see the advantages of this technique. Here's a pre-op picture of a patient with varicose veins that are very superficial and very difficult to deliver this drug to this area and you could see the pre-op.

And afterwards, you could see that this is closed. Here's the foam being directed and here as well. This is, again, polidocanol, the greatest saphenous vein above and accessory branches. You could see that here's the foam going in the accessory branch, something that would not happen with EVLT. This again, here is the below knee. This vein is compressible. Now, in the below knee position, the vein, you could see the foam in there, and it's completely occluded, and not compressible.

We reviewed 1,290 cases of varicose veins treated between March 12th and May 2019. 512 of the patients were treated with an EVLT and 517 were treated with the polidocanol micro foam 1%. This was not a randomized study; it was a retrospective study. And we compared these two groups to see what similarities we could obtained from the two groups and what the differences were. As you can see, the age distribution is fairly comparable. The EVLT group was 62.3 plus or minus 12 years. The polidocanol group was 55 years plus or minus 11 years. 70% of them were female in one group and 65.6% in the other. Initial closure rates with no reflux or bleeding with the EVLT was 92.8%, but the polidocanol group the initial closure rate was 82.9%, but a plan secondary procedure was required in addition of 11% for an initial closure rate of 93.5%. 

Most of this reflux was due to residual in reflux in the below knee position. This slide compares the similarities in their symptoms as you could see in the EVLT group, most of the patients had aching pain, followed by swelling but even here the skin or ulcer problems will present in 18% of the patients. In the polidocanol or micro foam group, again, the main symptoms were aching pain and 68% swelling. And again, 17.8% of the patients had skin ulcers or skin problems, and the rest is depicted there. 

Review of the cases reveals that there were 512 treated with the EVLT, 517 with polidocanol micro foam, the vein diameter in both groups is very similar 7.9 plus or minus 2.3 millimeters. The length of vein treated and the EVLT  group is shorter because you cannot pass the catheter in the below knee position. Where in the polidocanol, you could do it in a retrograde fashion almost all the way to the ankle. The reflux in each group shows that the average reflux was 2.2 in the EVLT group, plus or minus 1.39 seconds. In polidocanol group, it was 2.48  plus or minus 1.34 seconds. The amount of energy required joules was almost 80 joules per centimeter in the EVLT. And the total foam used in the treatment group was 9.9 ml’s in the polidocanol group. 
The results of 512 cases of varicose veins treated with EVLT with duplex ultrasound assessment, the patients were assessed before treatment and after treatment with duplex ultrasound for reflux and the diameter of the vein. And complete initial elimination of reflux was found in 92.7% of the patients. No DVT’s were noted in this group. 18% of this group however, (INAUDIBLE) 

Juan Schaening Perez
Are you on Dr. Deak? 

Operator 
Let me check. Yes, Dr. Deak’s line has disconnected. We'll reconnect him as soon as he dials back.

Juan Schaening Perez
Okay. 

Operator
Yes, sir. What I could do is just try to call him at the number that has come through to us on our system and, maybe, I might be able to reach him, unless he doesn't realize that his line is disconnected. So, I’ll give him a call, if I can, sir.

Juan Schaening Perez
Okay. So, yes, do that.

Operator
Okay. 

Juan Schaening Perez
Let’s give it a minute. Okay?

Operator
Sure, Be right back. 

Juan Schaening Perez
Okay. Due to time constraints, can we get Dr. Gasparis on the call?

Antonio Gasparis
Yes, I am.

Juan Schaening Perez
Would you be so kind to state your conflict and start your presentation and when you're done, if Dr. Deak’s on, I will acknowledge him. Okay? And I will appreciate that. Go ahead, doctor. 

Antonio Gasparis
No problem. Thank you for the opportunity to present. My name is Tony Gasparis. I'm a board-certified vascular surgeon. And I'm the Director for the Center for vein care at Stony Brook Medicine in Long Island, New York. The President Elect for the American venous forum, although I'm here representing as a physician and not for the American venous forum. My conflicts of interest are displayed on the second slide. I am a consultant and speaker, paid and unpaid, for Medtronic, Boston Scientific, BTG, which was bought by Boston Scientific, and vascular insights, which was bought by Merit over the last two years. 

And the third slide, I, kind of, overview the objectives of this presentation. Which number one will be to review a recent publication on the use of polidocanol endo venous micro foam known as PEM, in clinical practice. And after that, I would like to, kind of, outline the LCD that's proposed and bring to attention some of the concerns that I personally have on this policy, as well as some suggestions on how to better improve the policy. 

So, on the fourth slide, this is a multicenter prospective observational study, which was published in April of this year at the Journal of Vascular Surgery, in venous and lymphatic disorders. This is the number one journal as far as impact factor in the world when it comes to publications for venous disease. The objectives are displayed on slide number five. The primary endpoint of the study was to look at occlusion rate. And the definition was based on the absence of the occlusion, the open and open segment of any vein that's was treated more than five centimeters in length. 

Now, the reason we use this as a cutoff is because the original study for PEM from (inaudible), was much stricter and looked at any open segment. The definition of using more than five centimeters of open segment is a definition that has been used for several other studies with other devices, including thermal and non-thermal technology. So, the data would be more comparable to the results that are published with those devices. Other outcomes we looked at was VCSS, venous clinical severity score and pain scores. 

And slide number six represents the population that was studied.  This was a prospective study.  It included 60 patients from two different centers, one in New York, one in New Jersey.  And the inclusion criteria were symptomatic patients of C class of C2 through C5s.  We excluded patients with venous ulcers because we thought that those patients with more complex disease should not be included in the study.  And these were patients who had superficial actual reflux of either the great saphenous vein, the anterior accessory saphenous vein, or the small saphenous vein.  Of note, the IFU for Varithena does not include treatment of the small saphenous vein, and this was outside the IFU.  But it was only a small number of patients.

In slide number seven are the steps of the procedure.  I actually supplied with you a link to a YouTube showing a video animation and the live case of how the procedure is performed.  But, briefly, it’s accessing the saphenous vein with a micropuncture kit, and we inject the medication into the saphenous vein until it reaches the saphenofemoral junction.  And then, the vein is compressed, and the procedure is finished.  It’s pretty similar to an endothermal technique or other non-thermal techniques.  And it’s, again, treatment of the saphenous vein itself but also the varicose veins that are associated with saphenous vein reflux.

In slide number eight, we have the results.  And, as you can see here, the closure rate was at a 93 percent at three months, and it remained at 93 percent at six months with only four failures.  And of those four failures, one was a complete recanalization, and three were partial, more than five-centimeter length of recanalization.

Now, when you look at the data in the literature through the history of all other technologies, when the saphenous vein is occluded at six months, then whatever that occlusion rate is is usually the same at one year, at two years, and five years.  So, although in this study, we did not look past six months, we feel that these results should maintain altitude in five years.  The venous clinical severity score reduced from 7.3 down to 1.4, which is very comparable to other technologies that have looked at saphenous vein therapies.

There was one patient who had a DVT, an eight percent incidence of phlebitis, about a seven percent incident of skin pigmentation, with no neurologic complications.  Again, complication rates are very similar to other technologies when you look at safety of therapies.

So, the key takeaways of this publication were that early closure rates, at a one week and three months, were maintained at six months using PEM, and that these results are comparable to other nonthermal as well as thermal technologies that are available.  So, that kind of summarizes the findings of this prospective study.

In the next part of my presentation will be on the LCD itself, and I will comment on specific pages within the LCD as well as some suggestions.  So, the first comment is on page number three.  And this, on slide number 12, shows you the current language in the policy, and it pretty much summarizes what chronic venous disease and chronic venous insufficiency is in the definition of varicose veins.

And in the next slide, on 13, in red, I had kind of marked out what I think is not necessary since CVI is repetitive to CVD.  CVD basically encompasses CVI.  So, there’s no reason to repeat it.  And I also add a statement, as far as the definition of varicose veins, where it was only a document of the size of the vein.  But I’m including reflux time over 500 milliseconds because there are veins that could be three millimeters with no reflux where treatment would not be indicated.

On slide number 14, indicates a comment on page number four of the policy.  And here, it basically mentions about the anatomy of pathology.  And in the next slide, 15, are my suggestions where it talks about treatment of the accessory saphenous, the small saphenous.  And I’m not sure why circumflex veins are course oblique to the GSV.  This is, in my practice, and in my experience, these veins are almost never involved and never need to be treated with any type of thermal technology.  So, I don’t think that this is necessary to be in there as this potentially can be used as a way of treating a vein that does not need to be treated.

I also add, at the bottom, the definition of when a perforator should be treated.  The American Venous Forum and the SVS have put together recommendations and guidelines of what a pathologic perforator is, and that is one that has a reflux time over 500 milliseconds, a vein diameter over three and a half millimeters, and it needs to be located underneath the area of skin damage and ulceration.  Otherwise, any perforator within the leg would be treated, and there’s really no data to support treatment of a perforator unless these three things are present, and obviously the presence of skin damage and ulceration.

Now, in slide number 16, we get into a definition of ultrasound guided foam sclerotherapy.  And this is kind of a broad definition, which, if you look at this within the policy itself, it encompasses both physician compounded foam and, I believe, non-compounded foam, which is the PEM or polidocanol endovenous microfoam.

And in slide 17, my suggestion would be to kind of separate the two where foam is created by mix--and defining that foam is.  So, foam is created by mixing liquid and gas, and that mixing could be in different concentrations, using the room air, using CO, different types of gases and it’s a physician compounded.  Whereas, non-compounded foam, which is PEM, is a different type of foam and has different procedural aspects.  The two techniques--there’s different technical results and there’s different codes that are available for the two procedures.

So therefore, I think we should, in the slide number 18, under ultrasound guided foam sclerotherapy, we should have a PCS subcategory, which is physician compounded foam.  And here I would say that it should be using the treatment of primary and recurrent varicose veins leading to incompetent saphenous veins, perforating veins, and venous malformation.

I also put a comment as far as the closure rate in the literature, which is around 70 percent with physician compound and foam.  The second part which I would add is polidocanol endovenous microfoam or PEM, as a separate category of ultrasound guided foam sclerotherapy.  And again, this is indicated for the treatment of saphenous veins and varicosities.  And really, PEM does not have an ISU for perforators.  So, I would not include that in here.

Closure rates for PEM, as I mentioned earlier in the literature, after the initial studies, which were very stringent criteria for closure rates, have been in the mid 90 percent range, as shown in our study.

And slide number 20, there’s a definition for reflux that I think we should revise.  Bullet point number three there--and you can see that revision in slide number 21 where duplex scan confirms abnormal reversal of flow.  We do have patients with spontaneous reflux.  But reflux usually is developed through provocative maneuvers during imaging, so either through squeezing the cath or through Valsalva.  You don’t always have spontaneous reflux.  And if you look at the literature of what reflux is, there’s a provocative maneuver, that if you augment the flow towards the heart and the valves are incompetent, you will have reflux, and that reflux may be spontaneous or through provocative maneuver.

I would also remove the language where it talked about tibial and deep femoral veins as well as femoral and (inaudible) reflux because the way you have it here, you’re saying that, if the patient has deep reflux, then basically that patient would be indicated for treatment for varicose veins, which may or may not have reflux in the saphenous system.  So, I would remove any language about reflux in the deep system.

In slide number 22, there’s a language that’s in page seven of the LCD--there’s language of a pathologic perforator.  And the pathologic perforator--again, I would change it based on my earlier slides.  The perforator treatment should be considered medically reasonable and necessary--this is on page 23--when the primary or residual source of reflux, which is defined as more than 500 milliseconds and a perforator vein greater than three and a half millimeters located in the area of severe skin damage and/or venous ulceration.  This would avoid unnecessary treatment of perforators that do not meet these guidelines from the SVS and AVS of what a pathologic perforator is.

Slide number 24 talks about, again, from here on, it’s mostly the different types of treatments that are available.  And the first one is on page seven of the LCD, which talked about ultrasound guided foam sclerotherapy.  And here again, it’s clumping physician compounded foam with PEM.  What I would suggest is, again, having two different subcategories.  In slide number 25, we talk about ultrasound guided foam sclerotherapy using physician compounded foam, and then, the language of slide number 26 would be for the non-compounded foam or for the PEM.  And, again, considered medically reasonable and necessary for patients with symptomatic C2 through C6 disease that have both incompetent saphenous veins and/or tributary veins.

Slide number 27 talked about thermal ablation and chemical adhesives and when that’s indicated.  And I would make a couple of changes here which are indicated in slide number 28.  I would actually remove the segment where it says tributary veins.  And I can tell you that language has resulted in people or physicians using thermal ablation to treat just tributary veins, which, again, most of these technologies, other than Varithena, have been indicated only for saphenous vein treatment.  So, by allowing the language of tributary veins, you are giving a license to physicians to treat tributary veins with thermal technology.  And, you know, when--we all know the abuse that has occurred where multiple tributaries are being treated with thermal technologies and patients having five, ten, 20, 30 procedures being done. So, I would remove that language there.

I would also add language specifically for perforator veins because, in the original document, it talks about use for incompetent saphenous and for tributaries.  So, here I would add a second sentence to talk about perforator vein therapies and when that’s indicated.  Again, the definition of what a pathologic perforator is shown here.  For chemical adhesive, again, I would take out that language for tributary veins because they are not indicated or for that.  Their IFU is basically for incompetent saphenous veins.

On slide number 29, phlebectomy, here it’s a little--you know, it depends--it’s up to the interpretation of the person.  But it’s talking about--necessary for bulbous tributaries above and below the knee, along with the distribution of the saphenous veins after treatment of the saphenous veins.  And this could be interpreted as you first treat the saphenous and then do the tributaries or it could be interpreted as if there’s no saphenous reflux, then there’s no indication to treat the varicose veins.

And when you look at the literature, about 10 percent to 20 percent of patients have saphenous veins--or sorry--have non saphenous varicose veins, where the saphenous vein is normal but there are non-saphenous sources of chronic venous disease.  And that source could be pelvic venous reflux.  It could be a perforator.  It could be sciatic veins.  It could be neovascularization with new veins.  And patients where you look at patients overall with non-saphenous veins, these patients can be symptomatic, significantly symptomatic, and up to ten percent of them can actually have a venous ulcer.  So, by the way that we have this language, we would not be allowed to treat patients who have a venous ulcer and non-saphenous varicose veins.

And in slide 30, I would change the language where it says phlebectomies considered medical necessary with or without treatment of the saphenous veins, depending if there’s saphenous reflux or not.  So, if the patient has non saphenous veins with no saphenous reflux, it would allow physicians to treat their non saphenous veins.  And then, I would add on below if saphenous ablation is performed, phlebectomy can be performed either at the same time so that way the patient doesn’t have to come in for multiple treatments, or at a later stage.  And when you look at the literature, there’s debate whether treatment of varicose veins should be done simultaneously or in a staged fashion.

Finally, on slide number 31, there’s the consultation summary in your document where it says the consultation meeting--the American Vein and Lymphatic Society was held on April 7th as well as the consultation meeting with the Vascular Surgery Society or SVS on April 24th regarding this matter and review of the literature.  What I would add here is--or suggest to you guys is that you reach out directly to the American Venous Forum health policy committee, and, as president elect, we are the society under the SVS or the venous arm of the Society for Vascular Surgery.  So, we do not ever get notified from SVS, we cannot provide our input as far as suggestions on this policy in the future.

So, in summary, I think perforator treatment may be indicated when pathologic indicators are present.  Phlebectomies should be done either with or without saphenous vein reflux.  Thermal ablation is indicated for saphenous and perforator reflux, not for tributaries.  Ultrasound guided foam sclerotherapy should be divided out into physician compounded foam and PEM as there are dedicated foams for PEM and the procedures are different and the outcomes are different.  PEM should be reported in its own section, otherwise physicians--if you--may interpret this as if they do an ultrasound guided foam sclerotherapy with a physician compounded foam, they may bill the 36465.

And I would pretty much summarize now since I’m close to--it’s now over my time.  Thank you very much for the opportunity to offer my opinions.  And if you have any questions, I’ll be happy to take them.

Juan Schaening Perez
Thank you, Tony Gasparis.  Do any of the medical directors have any questions for Tony Gasparis?  Okay.  Hearing none, we appreciate your comments, Tony Gasparis, and we will continue to move forward with our program.

Tony Gasparis
Thank you.

Juan Schaening Perez
You’re welcome.  And we really appreciate your comments.  As I have stated for all the commenters, even though we have your presentation with your suggestions, we will also be (inaudible) comments too, in writing.  Okay?

Tony Gasparis
Thank you.  Thank you very much.  Have a good day.

Juan Schaening Perez

Have a great day.  So, continuing with our program and hearing no questions from our CMDs, let’s move forward.

Juan Schaening Perez
And at this time, I would like to turn it over to Tommy Davis, Senior Health Service Analyst, to provide a brief overview of the proposed revisions for transurethral waterjet ablation of the prostate. Go ahead, sir. 

Steven Deak
Hello?

Juan Schaening Perez
Can you hear me?

Steven Deak
Hello? Hello, can you revisit my presentation? This is Dr. Deak. 

Juan Schaening Perez
Oh, Dr. Deak, okay. Hello, I wasn't aware that you were able to dial in. Dr. Deak, due to time constraints, could you summarize your recommendations to our LCD in five minutes, please?

Steven Deak
Yes. Basically, I did not realize that you didn't see the same slides I was looking at. But basically, what I presented was that compared in polidocanol microfoam in 500 patients treated with polidocanol to 500 patients treated with EVLT in a community setting, by a single person, from 2012 to 2019. And basically, it shows that the catheter-based treatment modalities, thermal ablation and non-thermal ablation, require straight veins where FDA-approved polidocanol microfoam can be given in a retrograde fashion to treat the greater saphenous vein as well as the varicosities that are located below the knee. And this is a tremendous advantage because you don't have to treat these patients surgically. If you look at polidocanol injectable microfoam, was first approved in 2013 for treatment of varicosities both above and below the knee, and for vein diameters from four millimeters to 25.9 millimeters in patients with reflux of greater than 0.5%. 

And in slide seven is depicted the way this treatment was administered, and venous access was contained in the greater saphenous vein in the distal thigh. The leg was elevated to empty the veins, and the first injection was administered in a cephalad direction, including the sapheno-femoral junction, and the foam could be followed to the sapheno-femoral junction. Once this was completed, the mid-thigh greater saphenous vein was occluded with the compression of the hand, and the second injection is administered in the retrograde fashion. The foam will go through the incompetent valves in the greater saphenous vein and its tributaries all the way to the ankle, going to the ulcer side if the patient has ulcers. 

On slide eight, you could see this patient has--a 38-year-old, has greater saphenous reflux of 1.83 seconds, and the diameter is 16.1 millimeters. He was treated with just eight mLs of foam in this manner, and the vein is closed, as you could see. Slide nine demonstrates that you could get the foam into the distal varicosities. As you could see on the left-hand side, the pre-op, the vein is empty. On the post-op picture, the vein has the foam in it with the white. And it's non-compressible; there's no other way that you could deliver this foam in this manner unless you do it with retrograde fashion. 

Also, in the above-knee position, you could see on the left-hand side there is foam in the accessory branch of the greater saphenous vein, and this is non-compressible even in the below-knee position on the right-hand side. Slide 11 compares the two groups; the EVLT group had 512 patients treated between 2012 and 2019, and the polidocanol group had 500 patients treated between 2015 and 2019. Their age, sex, and distribution is very similar. The initial closure rate with the EVLT was 92%, the initial closure rate for the microfoam was 82.9%, but 11% of the patients needed the second treatment for residual reflux in the below-knee position.

The symptoms in the EVLT group were mainly due to aching, swelling, and 18% of the patients had skin problems. The polidocanol group had very similar indications, with 68% who've been having aching and swelling. And again, 17.8%. had skin problems. The number of procedures, you could see, is depicted here on slide 14. The vein diameter is very similar, the length of vein treatment is longer with the polidocanol, because unlike the catheter, the foam will go into the below-knee segments of the veins being treated. The reflux in both groups is very similar, and you see that 78 joules were used for each centimeter in the EVLT group, and about 10 mLs were used for the polidocanol group. 

If you look, the results of the EVLT group using duplex assessment to document the absence of reflux. Complete elimination of reflux in the greater saphenous vein was achieved in 92% of the patients. No DVT was seen in this group. Eighteen percent of these patients, however, required a second procedure with a different modality due to recurrence. So, the EVLT, although is successful initially, a large percentage of these patients require another procedure, either surgical or in this case, endovenous microfoam. 

In the microfoam group, 22% of the patients that were treated, 112 out of 517 were failures of previous thermal ablation treatments, that could not be treated because the vein had already been partially closed, or the varicosities were below the knee. Complete elimination of reflux was possible in 93% of the patients, and in addition to that, 26 patients in this group had C6 ulcers, 80% of which healed in less than 30 days. The DVT rate was four out of 517 patients, there were no urologic deficits due to micro emboli. A second treatment was required in 17% of the patients for residual reflux in the below-knee segment, as depicted here. 

In conclusion, retrograde administration of polidocanol microfoam 1% is an effective treatment for superficial venous insufficiency of the greater saphenous vein and leg ulcers from a single, remote access site. That's pretty much it. This was a retrospective study, not a prospective, randomized one. Thank you--.

Juan Schaening Perez
--So, thank you. We appreciate your comments, Dr. Deak. Do any of the CMDs have any questions or comments to Dr. Deak? Hearing none, we will continue with our agenda, and we will proceed with Mr. Tommy Davis' presentation on the--

Steven Deak
--Thank you. 

Juan Schaening Perez
You're more than welcome, Dr. Deak. Mr. Tommy Davis' presentation on transurethral waterjet ablation of the prostate. Go ahead, Tommy. 

Tommy Davis
Thank you, Dr. Schaening. First Coast and Novitas Solutions worked with the national Medicare Administrative Contractor (MAC) work group to develop this policy for transurethral waterjet ablation of the prostate in response to reconsiderations received by multiple MACs. The intention of this LCD and related billing and coding articles is to provide limited coverage for current procedural terminology, CPT, category three code 0421T, transurethral waterjet ablation of the prostate, and healthcare common procedure code system, HCPC code C2596, probe, image-guided robotic waterjet ablation for the purposes of relieving symptoms of the lower urinary tract as a result of benign prostatic hyperplasia by resection of the prostate. 

Benign prostatic hyperplasia, BPH, affects millions of men in the United States. BPH, where an enlargement of the prostate and compression of the urethral leads to bothersome lower urinary tract symptoms, LUTS, such as voiding symptoms of tenancy, weak stream, straining, prolonged voiding, and storage symptoms such as frequency, urgency, nocturia, can have a significant impact on the quality of the beneficiary's life, and potentially can cause serious complications such as inflection, calculus formation, urinary retention, and the renal function if left untreated. 

When first-line treatment of medication is not successful in treating BPH and LUTS, surgical options may be considered. The surgical standard for treatment of BPH and LUTS has been the transurethral resection of the prostate, TURP, and open simple prostatectomy, OSP. However, they are not without complication and morbidity. As an alternative, transurethral waterjet ablation is a minimally invasive water-based surgical therapy that combines imaging, guiding, and robotics to remove prostatic tissue. 

Currently, there is only one FDA-approved device. The AquaBeam robotic system received FDA De Novo approval for a fluid jet system for prostate tissue removal on December 21st, 2017. Studies have shown the efficacy and safety of transurethral water jet ablation to be satisfactory and comparable to TURP. Therefore, limited coverage is being provided as outlined in this LCD and related billing and coding article. Thank you, and back to you, Dr. Schaening. 

Juan Schaening Perez
Okay. Thank you, Tommy. So, our next presenter is Matt Salkeld from PROCEPT BioRobotics. Please go ahead, stating any conflicts of interest, Mr. Salkeld. 

Matt Salkeld
Thank you, Dr. Schaening. This is Matt Salkeld, I am the Vice President of Healthcare Economics and Reimbursement with PROCEPT BioRobotics, and an employee of the company. And I would like to thank First Coast for the opportunity to speak as part of the open meeting process, and also thank, I believe it was Mr. Davis, for the summary of the LCD. I will review some of the evidence that's highlighted in the LCD, as well as review some recently published clinical literature that is new and relevant to the LCD. We have submitted some slides, so I believe the medical directors have those, and I'll reference them as we go through. 

So, slide two is my conflict, as I've stated. On slide three, relative to the proposed LCD DL38726, we support coverage of the fluid jet as a medically reasonable and necessary based on the body of clinical evidence. The WATER study which was referenced in the LCD is the randomized, pivotal study of aquablation compared to TURP, which is the gold standard for transurethral resection of the prostate for prostates under 80 grams. There's also two other studies, the WATER II and the OPEN WATER, which have new clinical literature and new data published which speak to some of the expanded, in terms of the extended indications with the technology. The WATER study, most recently, had the three-year clinical literature published showing safety, effectiveness similar to TURP, a superior safety profile to TURP, similar efficacy. And then the WATER II and OPEN WATER study aquablation in larger prostates, some of those patients that would be candidates for open prostatectomy that was referenced earlier in the summary of the LCD, as well as the Open Water which is a commercial registry. 

We'd also like to highlight in terms of supporting the LCD's society support with aquablation included in the American Urological Association guidelines, the European and Canadian guidelines. And the last component is CMS' determination of aquablation as a substantial clinical improvement as part of the transitional pass-through and NTAP and recognizing that transitional pass-through and NTAP are payment methodologies, not coverage methodologies. But in terms of the requirements or the designation include substantial clinical improvement with CMS doing what I'd consider a robust review of the clinical literature. And based on the one-year outcomes, designated aquablation as a substantial clinical improvement both in the inpatient and the outpatient setting.

Slide four highlights what we would like to have First Coast consider in terms of expanding coverage beyond the inclusion/exclusion criteria of the WATER study, and there's two primary areas here. The first one is providing coverage for prostates up to 150 mL in volume. First of all, this is consistent with the FDA labeling where there's no size limitation. And second of all, specific to, again, recent clinical literature that's been published for both the WATER II study, which I'll touch on here, as well as the OPEN WATER. 

So, this is new literature published that was not referenced with the new data, not referenced in the LCD. The second is providing coverage for patients with no restrictions on post-void residual. We did note that First Coast modified the LCD to not exclude patients that are catheter-dependent, but there is a significant overlap with PVR, and we'd like to suggest having that removed, given the fact that there is additional evidence in this patient set both in WATER II, OPEN WATER, as well as the single center with, in aggregate, 400 patients that were enrolled without that as an exclusion criteria, and the outcomes were positive. 

Slide five is a summary of the clinical literature for aquablation. These are really the two landmark studies. The first one is the WATER study, and I want to highlight that it's the only FDA pivotal study that was actually randomized to the gold standard, TURP, again, as was referenced earlier, that is considered the most commonly performed procedure for prostates under 80 grams. And so, again, the first technology directly randomized in a double-blinded study. What this demonstrated, the primary outcomes were superior safety profile. Aquablation in all prostates demonstrated superior safety profile over TURP, comparable efficacy, and then durability out to three years. 

The other study, the Water II study, the only FDA prospective multicenter completed for large prostates. These were prostates that were 80 to 150 mL in volume. And again, these patients, as was referenced in the summary, would be candidates for an open prostatectomy which is more invasive. And as the prostates get larger and larger, and the surgeons that'll follow me can speak to this is, the more complex they get from a surgical perspective, and the higher risk of complications. And so, an open prostatectomy would be the primary surgical option for these patients with this size of prostate. And what the Water II study, with recently just the two-year data, a safe and effective procedure. What you'll see is reproducible outcomes at all time points relative to improvement in symptom scores and flow rates, and durability out to two years. 

I'll start with just a quick summary, it was referenced in the LCD, I'm on slide six, is the three-year outcomes from the WATER study, and these are the primary efficacy outcomes looking at symptom improvements on the left, and the flow rates on the right. Symptom improvements are based on the International Prostatic Symptom Score, which is a validated questionnaire that's widely used in urology. And on the right are the Qmax, which is the peak urinary flow rates. And just three points to note here. First, you see statistically significant improvement from baseline in both of these, you see stability out to three years, both in symptom scores as well as flow rates, and lastly, consistent outcomes between TURP, again, the gold standard in aquablation. And as First Coast noted in the LCD, the three-year results were essentially unchanged, so really no change in outcomes between two years and three years. 

Slide seven just shows an interesting pre-specified subgroup analysis. The average prostate size treated in this study was 54 grams, so this was about half the patients enrolled in the WATER study. And at three years, what it demonstrated was statistically superior outcomes for aquablation compared to TURP, both in safety and in efficacy. And as I mentioned earlier, as prostates start to get larger and larger, the surgical outcomes, it can be more challenging. And with the component of the robotic component, where the resection is predictable and reproducible, you start to see it separate itself from the gold standard in the larger prostates.

In terms of slide eight, just looking at retreatment rates. This is a meta-analysis looking at nearly 12,000 discharges, primarily looking at TURP and laser. And all we're saying here is, as you look at retreatment rates, what's kind of widely accepted in terms of published literature is about a 2% retreatment rate per year. And as you look at the WATER study and WATER II, the retreatment rates are well within those, and actually below them, in terms of what's published out there. 

Slide nine is a summary of the AUA guidelines that were published in 2019, and that was based on the one-year clinical literature that was available at that time. It does not reflect the three-year literature, but again, aquablation was added. And slide 10 just highlights the FDA labeling where there is no restrictions in size, in terms of the labeling from the FDA. On slide 11, I'll jump into the WATER II study, and touch on some of the new literature that was recently published. 

So, the WATER II--what I've highlighted here is the comparison between the WATER and WATER II in terms of the patient demographics. A very similar patient set in terms of WATER to WATER II, with the main exception being the prostate volume in WATER II was nearly double that in WATER. So, again, overall, much larger prostates that were treated as the inclusion criteria in WATER II was 80 grams to 150 grams, average prostate size was 107 compared to 54. So nearly double the size, again, kind of increased in terms of surgical complexity. 

Slide 12 summarizes the two-year outcomes and does a comparison between WATER and WATER II looking at symptom improvements. And what you'll see here is first of all, sustained out to two years, so the two-year outcomes at WATER II were stable from one year to two years. And what you see here is consistent with the WATER study at all time points going back to baseline. So, despite the fact that the prostate volume was greater than two-times, you see very similar outcomes in terms of symptom improvements at all time points out to two years. 

Slide 13 is just another way to look at those symptom improvements, calling out storage and voiding, which are kind of subcomponents of the IPSS and again, very similar. So, slide 14 shows the summary of the WATER II outcomes, which, aquablation normalizing outcomes regardless of prostate size or shape. The benefits that were seen in the WATER study which was the pivotal study compared to TURP, in term includes the shorter OR time, shorter length of stay, and maintaining antegrade ejaculation, was also seen in the large to moderate or very large prostates. And again, learning curve low with 10 of the 17 sites in the WATER II study having never treated a patient with aquablation, and so despite the fact that this was a new technology seeing those outcomes. 

Slide 15 just puts the results in comparison to other surgical approaches that would be used for large prostates. And the two you might hear about most frequently, as was discussed in this summary, is open prostatectomy. Hominem laser enucleation of the prostate is sometimes discussed, but given the learning curve, it's a very small percentage of the overall surgical procedures, less than 5% because of the learning curve. 

So, when you compare it to open prostatectomy, we look at a meta-analysis here of looking at 35,000 Medicare claims. And you'll see that average length of stay at 5.4 days and a transfusion rate of 24% for an open prostatectomy, compared to average length of stay at 1.6 days for aquablation and 6% perioperative. So, significant reduction in length of stay as well as transfusion rate, and I think this was really the data that supported CMS' decision to recognize it as a substantial clinical improvement. 

Slide 16, again, another study that was not referenced in the LCD, but I believe is relevant to the discussion is the OPEN WATER one-year outcomes. This was the first commercial registry, all comers. A broad range, it was 178 patients in five centers, a. broad range of prostates from 22 to 148 grams with an average prostate size of 59 grams. Safety profile, very similar to what we saw in both the WATER and the WATER II. 

And in terms of the efficacy, what's graphed here, the one-year results looking at both symptom improvement as well as flow rates. And as you can see, it plotted compared to WATER and the WATER II studies at one year, very similar outcomes in both data points at each time period throughout. So, all comers shows the reproducibility, in terms of reproducibility of outcomes regardless of prostate size or shape, and as well as experience. 

So, on slide 17, I won't go through it in detail, but it just summarizes a number of different surgical approaches that could be considered for large prostates, whether it's TURP, PVP, enucleation. And there are a number of risks and potential complications that can be associated with them from bleeding, retreatment rates, incontinence. And so, there are challenges with larger prostates, which is why we believe that aquablation should be available for the larger prostates.

Slide 18, just touching on the recommendation of the current contraindication of PVRs greater than 300. Again, we recognize that First Coast has removed the catheter dependency exclusion, which we appreciate. We would like to note that in LCD 38726, it does state that the inclusion/exclusion criteria were the same in both studies. Actually, PVR was not an exclusion criteria in WATER II, while it was in WATER, given that was the first pivotal study. As you see here, there's a number of studies done subsequent to WATER, where PVR, catheter dependency were not excluded; WATER II, OPEN WATER, and the single center in Germany, where it's nearly 400 patients were enrolled, where it was not an exclusion criteria. 
The patients did very well. And these really are--again, the surgeons can speak to this, patients with high PVRs are patients who would actually benefit from a surgical option like aquablation. 

And so in conclusion, on slide 18, again, to summarize, we support the proposed LCD. We request coverage beyond the WATER study, specific to prostate volume as well as the exclusion criteria of PVR. Based on the evidence, starting with the WATER randomized clinical trial to TURP which was the baseline demonstrating safety, efficacy, and durability. Society guidelines, also the determination by Medicare that it's a substantial. clinical improvement. And then, the most recent WATER II data as well as OPEN WATER supporting reproducibility regardless of prostate size or shape as well as outcomes in any commercial registry setting. So I'd like to thank you for your time, and I'll turn it back over to you, Dr. Schaening. Thank you. 

Juan Schaening Perez
Thank you. We appreciate your presentation, Mr. Salkeld. Do any of the CMDs have any questions for our presenter? 

Sunil Lalla
No, no questions, Matt. We appreciate your presentation; it was very informative. As you know, we've discussed this numerous times over the past couple of years, and as the literature continues to evolve, we certainly are taking into consideration the strength and allowing it in this procedure. But we've clearly been awaiting the WATER II trial, and obviously we'll have some significant discussions based on that finding. 

Matt Salkeld
Great. Thank you, Dr. Lalla, appreciate it. 

Juan Schaening Perez
Thank you. Any other comments or questions? Hearing none, let's go to our next presenter. Next up is Dr. Ali Kasraeian from Kasraeian Urology. Please go ahead, stating any conflicts of interest.

Ali Kasraeian
Hello, everyone. I hope you can hear me alright. I'm Ali Kasraeian, and I want to thank everyone for the opportunity to speak and present our data in support of aquablation. And as you can see on slide two, I'm a consultant and a speaker for PROCEPT BioRobotics, and I was very fortunate actually to be one of the first four surgeons to be. trained on this technology outside of clinical trials in early December of 2017 after awaiting many years for it to come to the United States.

So, to start with--and in hope in following up with Matt's great discussion, to give a little bit of a clinical background or a little bit of the clinical information of how this is a great technology that can be applied to prostates of any size, but it's very, very--and that's very powerful for patients with larger prostates, patients that have trouble emptying their bladder, patients that are catheter-dependent, because it's very successful for allowing us to look at the prostate from not only from the inside out with a cystoscopic approach, but from outside in with the ultrasonic--a transurethral ultrasound approach. 

So, it gives you an added precision and accuracy that the other technologies don't allow, with the very minimally-invasive approach that can allow us to treat, like Matt was saying, the bigger prostates, which so much more of a minimally-invasive alternative. That it's an approach that patients can get behind and get the treatment, where the open simple prostatectomy, a lot of times the patients avoid therapy that can keep them from becoming catheter-dependent. It can keep them from having those elevated PVRs, because it's an approach that they can get behind and they can get them to therapy, where a lot of men avoid therapies like very large TURPs, or the simple prostatectomy when their prostates get bigger. So this gets patients to the therapy that they need because it seems like something that they can do, because they avoid the fear of the side effects of the other therapies presented to them. 

So, here is one of our earliest patients that we did, a 55-year-old gentlemen, 136-gram prostate. Like Matt mentioned, the IPSS score is a very, very well-used, very well-validated questionnaire that represents their symptomatology as a questionnaire, that his maximum score is 35. This gentleman had a score of 29, his baseline Qmax, which is a representation of the force of their stream is 3.5 millimeters per second where, typically we want scores to be in the 20s, that represents a good, strong stream. So he has a very weak stream, and this was a patient that was in retention and was catheter-dependent. In my own personal series of now close to 60 patients, about 50%--so 49% of my patients that I've done aquablation therapy on have been catheter-dependent. And fortunately, as I'll show later on, not a single one of my patients after this procedure have needed a catheter afterwards. 

Here, on slide four, you can see what the ultrasound image looks like. In that green circle you can see the prostatic component that the ultrasound shows. You can see the medium lobe, as you can see by the yellow arrow to the left of the screen. That's a portion of the prostate that protrudes into the bladder, that can sometimes evolve out, that creates another component of obstruction in addition to the enlarged prostate within the prostatic urethra--protruding at the prostatic urethra that contributes to a third--essentially, a trilobar hypertrophy that bladder has to push forcefully against to empty the bladder. 

And often, patients--a bladder can't push hard enough to empty the bladder. So, the aquablation allows us to plan with the ultrasound married with the cystoscope, so it gives you two points of reference to know what you're going to do and to be able to plan. And then afterwards, the robotic technology allows to use the precision accuracy of this technology to not only open up the prostate but see what you're doing in a very accurate manner throughout the procedure under direct control and direct vision. 

So this gentlemen, 136 grams, as we can see on slide five. So he had a preoperative baseline AUA symptom score, that IPSS score of 29. Post-operably at three months he had an AUA symptom score of seven, his baseline flow rate, the Qmax, was 3.5. And you can see, very shortly after the operation, his flow rate went up to 18.8. He maintained his antegrade ejaculation, which is a great part of this operation, which not only it preserves a minimally-invasive technique that patients do well with, they go home. They usually, within a day after the operation, but they're able to maintain quality of life aspects that are important to them. And the aquablation time, the actual resection time was six minutes in this gentleman. And this gentleman now, almost two years after his procedure, has maintained this very strong force of stream, and his AUA symptom score still remains in single digits. 

As we move to slide six, we can look at my first 55 patients that we've analyzed. The mean prostate volume has been 100 grams in the last several cases that we've done after this, so as patients have had prostates that have been greater than 150 to 200 grams, so that number's probably going up. The vast majority of my patients have that median lobe, that middle lobe that protrudes into the bladder. Almost 50% of my patients are in retention that are catheter-dependent. So these aren't just men with elevated post void residuals, these are men that either self-catheterize or have an indwelling catheter, from that standpoint. 

And again, we have some information about the procedure time. These are procedures that take less than an hour. Our mean length of stay are 1.8 days, so most of these patients go home the next day. Not a single patient has been incontinent afterwards, not a single patient has needed the catheter afterwards, and we have not had any change in their erections afterwards, and we've a very minimal impact on antegrade ejaculation. And as you can see here, in terms of the impact on urination, a significant and a clinically significant decrease in that IPSS score, which is a reflection of the improvement in their urination, and a marked improvement in the force of the stream going from single digits to better than 20 on average. 

As we move to slide seven, again, a different reflection in the same numbers that you can see in the improvement on the urinary symptoms, or the patients' perception of that, as well as an objective measure of their forces of stream. And this prostate size pixel shows that we can maintain this measure of improvement through the whole breadth of prostate size. And one thing that's very, very wonderful about the aquablation is it's agnostic to the size of the prostate. This is one of the few therapies, if not the only one, that you can do for any size prostate. So I can use the aquablation to treat a very small prostate, a medium-sized prostate, and a very, very large prostate. 

So one of the things as a urologist that does this procedure, and does any other procedure that we can do for managing the prostate, this allows me not to offer or not to have to think about an open simple prostatectomy for a patient with a very large prostate, because I can offer this to a prostate of any size. And that really opens the door for a patient who a lot of times may want to avoid a therapy because they are concerned about the potential side effects. 

So, that is a summary of my personal experience with a wonderful technology that, when I first heard about it many years before it got here, I was very excited about the possibility of being able to look from outside in and inside out, and offer a very precise and very accurate, and a very consistently-reproducible way of managing BPH regardless of the size of the prostate, and offer a very minimally-invasive option for patients with very large prostates, where often, I was left with very few options. So, thank you very much.

Juan Schaening Perez 
Thank you, doctor. Do any of the medical directors have any questions for Dr. Kasraeian? 

Sunil Lalla
No questions. Thank you, Dr. Kasraeian. 

Juan Schaening Perez
Hearing none, our next presenter is Dr. Michael McDonald from AdventHealth Celebration. Please go ahead, stating any conflicts of interest. 

Michael McDonald
Alright, well, thanks very much for having me on this afternoon. This'll be a. very quick presentation. As you can see on slide two, I have no conflicts of interest to report. I did want to go over a few things with respect to complications. This was from the first WATER study presented, came out a couple of years ago, and the data that they have. And essentially, there's no real significant difference when you're comparing aquablation to transurethral resection of the prostate. 

Now, these numbers are quite small, 120, approximately 120 aquablation cases, and transurethral resection of the prostate, there's about 60 cases. However, I just wanted to explain, in large meta-analysis studies, the side effects from a transurethral resection of the prostate are quite real, and they aren't reflected in the numbers that you see here. And these large studies will show up to about 90% retrograde ejaculation, due to entry through the intrinsic sphincter.

 Approximately 10% erectile dysfunction, probably likely secondary to transference of energy, there is about a one to nine percent change of bladder neck contracture, about a one in 200 chance of stress urinary incontinence. Urethral stricture is approximately two to 10%, and TUR syndrome, which is uncommon but does occur rarely when you're resecting the prostate. And overall, the retreatment rates that they have suggest that after five years are anywhere from 3% to 15%. So, I'm just putting that out there for perspective, they may not have come up previously.

With respect to my case experience, I have much fewer than Dr. Kasraeian, but I've done approximately 14 cases. I would say as well, approximately half of these patients are catheter-dependent. And I've treated certainly different patients, but the largest was over 200 grams, or 200 ccs, all of which have done well, not one of which is catheter-dependent at the present time. I think my average rate, as you can see there, is almost 90 ccs. Procedure time is 55 minutes; I think that will come down with some experience. And you can see my last four or five cases, the minutes are going from 70 to 52, the last one was 40 minutes. So, I think that is just an experience factor.

And just to summarize, this is the last slide, as you can see, two-year results from the WATER II study are basically the same as the WATER I, despite the fact that the size is 100% greater. Urological events with larger prostates are comparable to those in the WATER study. And in my experience, and certainly in theirs, no procedure-related hemorrhagic events beyond the initial 28 days post-aquablation, and I certainly don't see any reason why there would be any beyond that treatment time. And the retreatment rate at two years in the WATER II study is certainly low, and comparable to the retreatment rates at two and three years in the WATER study, and certainly well in comparison with TUR prostate studies over a length of time. So that's my presentation, it's nice and short. If there's any questions, please go ahead.

Juan Schaening Perez
Thank you. We appreciate your presentation. Do any of the medical directors have any questions for Dr. McDonald? 

Sunil Lalla
No questions, thank you. 

Juan Schaening Perez
Hearing none, let's move forward with our next presenter. Our next presenter is Dr. Terrence Regan from Florida Urological Society. Dr. Regan, please go ahead, stating any conflicts of interest. Thank you--.

Terrence Regan
--Sure. Can everybody hear me okay?

Juan Schaening Perez
Yes, I can hear you well. 

Terrence Regan
Okay. Okay, good. So, I don't have any conflicts of interest. The previous three speakers covered this procedure very well, I just want to say a few things, as a representative of the Florida Urological Society, and also, in regards to the LCD. First of all, the Florida Urologic Society supports this LCD. We think this technology is a good addition for our patients with BPH, but I'd like to make a few comments. First, in regards to one of the limitations, number two, in terms of a PSA greater than 10, we feel that that should be amended to unless a prostate biopsy within the last six months was negative, as we've seen quite a few patients with PSAs above the 10-range secondary to BPH. It'd be a shame to exclude them for this, and I think they should be included if they've had a negative biopsy within the last six months.

My previous commenters have already discussed the PVR. I would remind you that the PVR of 300 ccs is a very arbitrary figure; it's not based on any science, that some terrible thing is going to happen to them if it's 301. We think that that should be expanded. If there’s any concern that the greater than 300 ccs might represent a hypotonic bladder, then perhaps urodynamics showing that they have a functional bladder, period, would allow them to have this procedure. 

The last thing I just want to comment is on the size of the prostate. I don't want to belabor it, because the three previous commenters covered it very well. But this technique is very well-adapted for very large prostates. As a clinical urologist, as more patients are on medications, starting to fail on medications, going to urinary retention, we're finding the average glad size for retention is continuing to increase, and it's not uncommon that anything from 80 to 200 grams is now encountered for urinary retention. This is an excellent procedure that helps us tackle that in a very effective and efficient way, with very low retreatment rates. So, with that, I'll end my comments from the Florida Urological Society. Thank you.

Juan Schaening Perez
Thank you, Dr. Regan. We greatly appreciate your comments. As always, if you can send them in writing, it would be greatly appreciated. Do any of the Medicare medical directors have questions or comments for Dr. Regan?

Sunil Lalla
No questions. Thank you. 

Juan Schaening Perez
Okay, thank you. Then, having no more questions, let's change the subject matter. And at this time, I would like to turn it over to Nathalie Mohler, the Medical Policy Coordinator, to provide a brief overview of the proposed revisions for endovenous stenting. Ms. Mohler, please go ahead.

Nathalie Mohler
Thank you, Dr. Schaening. This is a revision based on review of the current endovenous stenting local coverage determination L38231. First Coast currently provides limited coverage for endovenous stenting, with a restriction of place of service. However, the current literature does not support limiting the place of service, therefore, the decision was made to remove this restriction from the LCD. Consistent with language in the Center for Medicare and Medicaid Services Internet-Only Manual, Publication 100-08, Medicare Program Integrity Manual, Chapter 13, Section 13.5.4, for reasonable and necessary provisions in LCDs, services should be furnished in a setting appropriate to the patient's medical needs and condition. All other coverage outlined in the LCD will remain. Thank you, and back to you, Dr. Schaening. 

Juan Schaening Perez
Thank you for your presentation, Nathalie. Our next presenter is Dr. Scott Tapper from the Florida Vascular Society. Dr. Tapper, since you already presented your conflict of interest, you may go ahead with your presentation. 

Scott Tapper
Okay, good. Thank you very much. Good afternoon, everybody. I'm a board-certified vascular surgeon in Florida, and I do a lot of endovenous stenting. I just have two comments to make. One is that, we should require intravascular ultrasound with stored images to document severity of stenosis, when dealing with the inferior vena cava and the iliac and/or femoral veins. The references from Dr. Raju (SP) numbers 33 through 35, where he describes endovenous stenting, and the utility of endovenous stenting. It's all based on intravascular ultrasound proving the stenosis. 

So unlike with an angiogram where we can clearly see a stenosis, venous stenosis is much more subtle. But with the intravascular ultrasound we can see very precisely, and that's really the only way to measure. So, when we talk about a 50% stenosis in an. iliac vein, one can only determine that with intravascular ultrasound. So, I would propose that intravascular ultrasound with saved images be a requirement to document the severity of stenosis when dealing with the inferior vena cava and the iliac or femoral veins. 

The second point I'd like to make is, on limitations--I don't know exactly what page it's on, but limitations number four. There's a requirement for using FDA-approved stents. And the majority of stents that we place are wall stents, and I don't think they actually have an FDA-approved indication for veins. So, I'm wondering, are we supposed to use FDA stents that are specifically FDA-approved for venous indication, or any FDA-approved stent for any indication? That's all I have. Thank you. 

Sunil Lalla
So, yeah, thank you so much. I think I can address your second point. So, we had long discussions when this policy was originally written, about a year and a half or two years ago, and we're acutely cognizant of the fact that the majority of stents are not necessarily used for venous indications. The history of stenting in the US is long and sullied. The majority of stents that are being deployed--we simply decided to leave it at saying the stent must be FDA-approved. 

We didn't provide any restriction on using an arterial stent for a vein, because there's very few stents--I haven't looked at the literature, really, in some time. But last time I checked, there were very few specific indications, if any, for venous stents. And a question for you on your first point. We stopped short of making that a requirement; we do think that's a best practice indication. As a surgeon, I can't imagine not having an intravenous ultrasound to assess the degree of stenosis, but we stopped short of making that a requirement. And we're under the impression that the majority of vascular surgeons and interventional radiologists do have significantly adequate documentation to support the degree of stenosis. Thank you so much. 

Juan Schaening Perez
Any additional questions or comments for Dr. Tapper? Well, hearing none, I greatly appreciate the presentations of all the position, stakeholders. We request, respectfully, that they should submit their comments formally in writing. The comments, obviously, are going to be addressed on the presentation of our proposed LCDs and our response document. So, we are awaiting the submission of those written comments. Without any further comments or questions to our presenters, I'm going to adjourn the meeting. Thank you all. Have a great day. 

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