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PRESENTATION
Mandy McGarvey
Good afternoon. I'm Mandy McGarvey, your WebEx host for today's open meeting. Before we get started, I want to remind everyone that this meeting is being recorded. The transcript and recording will be available on our website in the next few weeks. At this time, I'm going to turn the meeting over to contractor medical director, Dr. David Sommers. Dr. Sommers?
Dr. David Sommers
Yes. Thank you, Mandy, so much. Good afternoon. I would like to give a hearty welcome to everyone to First Coast May open meeting. My name is Dr. David Sommers. Joining me today are my Novitas and First Coast colleagues; Dr. Patrick Mann, Dr. Jennifer Davis, Dr. Anitra Graves and Dr. Benita Jackson. Please be aware that First Coast Service Options is recording this virtual open meeting to comply with CMS guidelines. By remaining logged in and connected via telephone or webinar, you acknowledge that you have been made aware that this virtual open meeting is being recorded and you are consenting to the recording. If you do not consent to being recorded, please disconnect from this virtual open meeting. We are holding today's open meeting to provide you with an opportunity to present your comments regarding a proposed LCD. 
Open meetings allow interested parties the opportunity to present information and offer comments related to new proposed LCDs, and/or the revised portions of a proposed LCD during the 45-day comment period. The proposed LCD for today is this topic, is DL 36377, Skin Substitute Grafts and Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg Ulcers. During today's meetings, interested parties will make presentations of information related to the proposed LCD. And again, please remember, today's call is being recorded, and we request that all formal comments be submitted in writing before the end of the comment period on June 8th, 2024. We encourage you to submit full-text published evidence supporting your recommendations that have not been previously submitted. 
At this time, I would like to provide a brief overview of the proposed LCD, DL36377, skin substitute grafts and cellular and tissue-based products for the treatment of diabetic foot ulcers and venous leg ulcers. This LCD has been developed as a multi-MAC collaboration to create a uniform LCD with other MAC jurisdictions. This policy addresses the use of skin substitute grafts and cellular and tissue-based products, commonly known as CTPs in abbreviated form, for the treatment of diabetic foot ulcers and venous leg ulcers. These skin substitute grafts and CTPs are designed to treat such ulcers and Medicare beneficiaries using products that are deemed medically reasonable and necessary as supported by peer review literature-based evidence, and that have success in ulcer closure within the shortest duration of time. The products approved for coverage improve healthcare outcomes without causing them. This policy provides clarifying language and supporting evidence for the use of skin substitutes and CTPs. The LCD focuses on the presence of chronic non-infected diabetic foot ulcers or venous leg ulcers that have failed to respond to documented standard of care treatment, which is outlined in the policy for a minimum of four weeks with documented compliance.
In 2023, a proposed skin substitute graft LCD was published for notice as final but was retracted and never implemented. This new policy that we will discuss today reflects many of the issues and concerns raised in numerous listening sessions with stakeholders about this proposed LCD, comments received, and two previous open meetings held in 2022 for the withdrawn 2023 LCD.
Now, I'm going to introduce our first presenter for our proposed LCD, DL36377, Jennie Feight, from MIMEDX Group. Please go ahead and state any conflicts of interest that you might have. Also, be advised there is 10 minutes per presentation. And if necessary, I will come on and unmute myself and advise you when you have two minutes left. And please, if I mispronounce your name or your organization, please correct it for the record. And you may go ahead, Jennie Feight, and present your presentation, please.
Jennie Feight
Thank you, Dr. Sommers. Can you hear me?
Dr. David Sommers
Yes, we can.
Jennie Feight
Okay. You pronounced my name just right. It is Feight, and it is MIMEDX Group. And I do have slides. And I am an employee of MIMEDX Group. I am the director of health policy. If we could go to the next slide. Just a little bit about my background. I am not a clinician. I am speaking today as somebody who has been in the revenue cycle for wound care for the past 20 years. I am a certified coder, certified auditor, and certified coding instructor. And I've worked in the health policy side as well as reimbursement. Next slide. The slides are a little distorted, but they are-- just calling that out. MIMEDX is really quite pleased with a lot of areas of the LCD. As you mentioned, there is progress in terms of the intent to provide equal evidence thresholds for product coverage and for providing a pathway for treatment for patients requiring more than four applications, which were two huge concerns with the withdrawn LCDs last year. MIMEDX thanks the MACs for examining all products consistently and addressing many of the stakeholder concerns. However, there are some remaining concerns that we believe pose significant risk to patient access and to providers and addressing them can make implementation of the policy stronger.
Next slide. So as I mentioned, the proposed LCDs largely address product evidence requirements. We believe that the MACs looked at products consistently, product-by-product, regardless of path through the FDA. And we believe this aligns with the intent of the AHRQ technology assessment that was done in 2020 that really said that each product must be studied in a properly conducted clinical trial because of differences in processing methods. What we do have concern about is the ability of the MACs to expeditiously address requests for new coverage. We understand from the open meetings that have occurred thus far that adding products will require a reconsideration process. Doing this on a MAC by MAC basis is time and resource prohibitive for both manufacturers, but more importantly, perhaps to the MACs. And even though these are local coverage determinations, they were rolled out across the MACs equally. And we anticipate this process could yield unequal coverage in the future. So we would ask that the MACs consider a process that could be joint across all jurisdictions.
Next slide. We still continue to have concerns about setting the mark at four. When we look at the big data studies, we would first call attention to the fact that there are four of the big data studies and the LCD draft reviewed only one. We will be submitting the other three via the written comments. And all of them together really do support, along, we would argue, with the RCT that four applications is not a high enough threshold. And we would just really emphasize that applying more than four applications of a skin substitute should not create undue administrative burden or lack of access for providers or patients.
Next slide. We are overall in support of the KX modifier. If it is used as an informational modifier to allow post-payment documentation spot checks or to monitor utilization trends which maybe could be helpful in informing future revisions to the policy. However, we strongly emphasize that the KX modifier will not work if it's used as a surrogate, any kind of surrogate, for prior authorization process. For example, if a large number or a preponderance of claims are treated with an additional documentation request, anything that will function as a post-service but prepayment review across the majority of claims is going to be very problematic. And in fact, we did hear this in the listening sessions last year where stakeholders identified that a de facto appeal process will be catastrophic to patient care. We heard stakeholders argue and we agree that the MACs are most likely not equipped to handle this volume, especially with the line for exceptional cases being drawn at four. And we would remind the MACs that the skin substitutes are buy and bill, and so practices cannot routinely absorb the costs represented by a lengthy appeal or review process.
Next slide. We would also note that there is a discrepancy between the LCD summary of evidence and the billing and coding article. Right now, stakeholders are interpreting that in two diametrically opposed ways. Covered products are only covered per the evidence table within the proposed LCD, or via the article where it doesn't make any differentiation. We would remind the MACs that clarification is needed to guide not just providers, but also Medicare Advantage plans and review entities and auditors. We would really hate to see providers get dinged down the road due to this lack of clarification.
Next slide. We have strong concerns regarding the ICD-10 group one list. The listed diabetes codes only contain those with the 621 suffix. We do realize that there are diagnoses codes higher up on the legs. But as written, those ulcer codes have to be paired with a 622 suffix. So ankle ulcers, there's no coverage under this for diabetic foot ulcers, even as high as the ankle with the way it's written. The L97 codes are also listed for only two depths of ulcers, breakdown of skin and fat layer exposed. The clinicians will tell you that patients with deeper ulcers can benefit from skin substitutes and are often used in limb salvage. Many products I have used allow for usage over deeper ulcers. And finally, the recent big data studies did not exclude deeper ulcers, and therefore, they function as corroborating evidence for the RCTs. ICD-10 implications, whether it's by policy intent or just lack of clarity, could be catastrophic to patient access. And we strongly encourage the MACs to revisit this or potentially even have the guidelines without an ICD-10 list that has to be maintained.
Next slide. Finally, we would just like to wrap up by saying what's at stake. We know how very, very serious these conditions are for patients, and the mortality rate is associated with many forms of cancer. And if we move to the next slide. We know these patients are at risk for everything that is on the left-hand side, the gamut of resources used necessarily, but very sadly, all the way up to amputation and death. Next slide.
Dr. David Sommers
Two minutes.
Jennie Feight
Okay. And we do believe, and just to wrap up, that what gets lost sometimes in this discussion about skin substitutes is that they do good for patients. They really do. And sometimes we think that gets lost in the shuffle. There's a lot of discussion of evidence gaps. But when we look, for example, at the big data studies, and we know that the MACs do not look at cost, but even though these are economic papers, they are coupled with clinical outcomes and data points, and we see a reduction in readmissions, admissions, and emergency department visits, which demonstrates the benefit for these products on these patients. And one more slide. The last one was for diabetic foot ulcers. We know VOUs are at less risk for amputation, but it's still there. We can see, again, with an analysis of Medicare claims data on a large scale, the reduction in readmissions, ICUs, inpatient admissions, and emergency department visits. And so we do just want to leave with the thought that this is an important component of treatment for patients with chronic wounds. Thank you.
Dr. David Sommers
Yes. Thank you very much for your presentation. Our next presenter is Christie Blakely from Geistlich. Again, Christie, please go ahead and state any conflicts of interests that you might have.
Christie Blakely
Thank you very much. Can you hear me okay?
Dr. David Sommers
Yes, we can.
Christie Blakely
Wonderful. Thank you. Thank you for allowing me to speak on behalf of Geistlich at today's open meeting. My name is Christie Blakely, and I am executive director at Geistlich. Next slide, please. Here is my conflict of interest disclosure. I am an employee of Geistlich Pharma AG. Next slide, please. Geistlich applauds reevaluating the LCD for skin substitute grafts, cellular and tissue-based products for the treatment of diabetic foot ulcers and venous leg ulcers. Today, I would like to request reconsideration for coverage of Geistlich Derma-Gide HCPCS Code Q4203 in the proposed LCD. In the draft LCD, the Geistlich Derma-Gide was listed in table two as a non-covered product with no literature identified. This reconsideration request is based on the recent publication of level one clinical evidence in a 105-patient prospective randomized controlled trial. In the publication, the Geistlich Derma-Gide was referred to as PRBM or purified reconstituted bilayer membrane, which is the generic descriptor of the product technology. You can see in the screenshot from the publication on the right that PRBM is branded in the US as Geistlich Derma-Gide and processed by Geistlich Pharma AG in Switzerland.
The next slide, please. The clinical study team includes Dr. David Armstrong, Charles Zelen, and others as listed here. Next slide, please. The results of this prospective randomized controlled trial demonstrate that Derma-Gide is highly effective in the treatment of chronic diabetic foot ulcers, showing 85 to 92 percent closure rate at 12 weeks with a percent area reduction of 93.6%. This is compared to standard of care alone of 45 to 67 percent closure rate at 12 weeks. Next slide, please. In addition to the statistically significant improvement in wound closure, the Derma-Gide also demonstrated favorable health economic outcomes as compared to similarly published data on other technologies that are covered by CMS. The mean graft cost of closure showed the lowest cost of comparable technologies with cost data published.
Next slide, please. In addition to our 105-patient RCT, additional publications include a 40-patient interim analysis of the prospective RCT, a 10-patient observational series, a 10-patient retrospective series including deep wounds, and a material characterization manuscript demonstrating the mechanism of action. We will provide all of these publications in our submitted written comments. Next slide. In summary, Geistlich requests reconsideration for coverage of Derma-Gide HCPCS Code Q4203 in the proposed LCD for skin substitute grafts, cellular and tissue-based products for the treatment of diabetic foot ulcers and venous leg ulcers based upon the publication of level one clinical evidence in a prospective randomized controlled trial. Geistlich prioritizes clinical evidence to support our technologies and is pleased to see solid outcomes and improved wound healing for patients suffering from chronic diabetic foot ulcers. Next slide, please. Thank you so much for your consideration and for your time today.
Dr. David Sommers
Yes. Thank you for your presentation. Our next presenter is Marta Corwin from West Coast Wound and Skin Care. Please go ahead stating any conflicts of interest you might have.
Marta Corwin
Good morning, everybody. My name is Marta Corwin. I'm the Executive Vice President of Strategy and Clinical Affairs at West Coast Wound and Skin Care. I don't have any disclosures or any conflicts. Next, please. Thank you so much for allowing us the time to express our opinion and our feedback on this latest LCD. I wanted to start with some of the questions that we still have in mind regarding the coverage guidance. There is a mention of FDA classification and it not being an indication or even really a strong determinant of whether or not grafts are approved for these patients or end up on the list. And it appears that we're not really placing any weight on a very hefty FDA approval process with this LCD.
Secondly, failed response is addressed as measurements of wound size, but there is no indication that depth is taken into consideration. And as we all know, some of these larger wounds have a lot of depth, and we do advocate for considering that in your research. The summary of evidence that's described in DLCD mentioned several times low quality, but there's very little depth or substance to what low-quality means. If we wanted to replicate or further do RCTs, there aren't any clear guidelines as to what is approved by the LCD and what isn't. And then when we're considering improved health outcomes, I would really appreciate it if we could define quality of life not just as decrease in wound size but including pain reduction for the patient. Again, improvement in depth of the wound and mobility and morbidity as these home patients have a lot worse morbidities in the home setting.
Next, please. And then we have further questions on the research behind the proposal. So this proposal is referencing Armstrong's study that is about 5 to 10 years old, and it's in the clinic setting. As a representative for mobile wound care in the home setting, for these most vulnerable patient populations that are often underserved socioeconomically, I would really urge this LCD to include research in the mobile setting with sicker patients who require a lot more than four applications. Our own research, which I will show at the end of this presentation, is aiming to do this, and we're in the process of publishing it. And it would really behoove us all to include more mobile care research before making a preemptive decision or a premature decision. The studies also acknowledge that racial diversity is not really addressed. And again, we're just making this premature decision without allowing the time to address these social and racial diversities. Furthermore, allowing some but not all of amnion grafts seems a little questionable. The category of the grafts is really what should matter, not the company behind the graft. And the classification systems, as mentioned even in the LCD, we have three different classification systems, but it appears that we're not really placing weight on the other two in this LCD.
Next, please. And our further questions with regards to application changes, it seems that the number of applications that's reported in the literature is variable among not just the type of product, but also, as I've mentioned, amongst the different patient populations. There are patients that require being on one graft for a certain period of time, and then the patient stops responding and may require a change in graft, and this is normal. We've seen a lot of closures using this method, and it appears that we are leaving these patient populations without any feasible alternative treatment or path to closure. The study also references that, admittedly, it's faulty and that four applications is not really an appropriate maximum, then why are we still using this? We can't really expedite this LCD without the proper research behind it and without affecting the quality of our patient care in our distinctive patient populations from the clinic setting.
Next. So our research, and I actually did send an updated version that contained a graph, but I'll explain it verbally. We're submitting for publication research that has been done on 685 patients over the past five years, 120 of which are vascular patients who, on average, have led to closure after 12 applications. As to be expected from a random patient population, there's a high degree of variability in response to wound healing attempts, and it is often related to the health status of the patient. So I'm here to advocate for the patients that can't really advocate for themselves. The value to the patient to have their wounds treated with tissue grafts versus the standard of care has been extensively published. And the mean treatment time has been, based on our research, over 12 weeks of grafting. Thank you so much for your time and consideration. And I really would welcome any further feedback or meetings or time that you would like to further discuss this. Thank you so much.
Dr. David Sommers
Thank you for your presentation. Our next presenter is Dr. Gunnar Johannsson from Kerecis. Please go ahead stating any conflicts of interest.
Dr. Gunnar Johannsson
Thank you very much Dr. Sommers and others for setting up this opportunity to comment. We welcome the focus on the evidence-based medicine from First Coast and the criteria that you outline. In this brief session, I will go over the key topics that we want to hit on is omission of a recent publication by Lantis et al from 2023. There are numerous topics that we would like to put forward in our written comments about the clinical part of it, but we are members of the Alliance Wound Care Stakeholders and we support their comments along with others that are coming here. Next slide, please. My conflicts of interest. I am a salaried employee of Kerecis, but no other financial interest to disclose. Next slide, please. A little bit about Kerecis. Kerecis is the first FDA-approved and worldwide product from intact fish skin. We're a 510K product that is animal derived. We have the intact fish skin technology, and we have two products that are on the market that are subject to this LCD and to the studies that we will be going through. That is our Q4158 MariGen product and our A2019 MariGen Shield product that are pictured below as our standard sheets or our expandable sheets that allow more economic coverage, and our silicon-covered sheets that allow easier application, the shield products.
Next slide, please. The data that was included in the LCD document were two studies. That was the Lull of 2021 study that was a interim result of a larger diabetic foot ulcer study that only showed results from 49 patients. And the noted limitations are fair, but we note that that was an interim study. And the data that was not included was the Lantis 2023 study that was a multi-centered diabetic ferocity study done on 102 patients that fulfills all the clinical evidence criteria. In the LCD, it has the full study publication with the outcome data, has a larger sample size, and it has a longer-term follow-up that was noted in the LCD that there is not a lot of studies that have long-term follow-up. So we hope the reviewers appreciate that.
Next slide, please. To give you a quick overview of what is in the Lantis 2023 study, this is a peer-reviewed publication that is pubmed listed. It is a randomized controlled trial comparing fish skin grafts to standard of care in diabetic foot ulcer patients. It has a larger sample size with 102 patients that are multi-centered design. And it has a rigorous study methodology. And both the protocol and the comparator are modeled on other studies that have been approved by the MACs. So this is a well-defined clinically relevant inclusion/exclusion criteria, appropriate standards of care comparators, rigorous statistical analysis with both intent to treat and per protocol populations, robust randomized controlled design with adequate power, independent blinded adjudication of healing outcomes, 12-week outcomes with 12-month follow-up to provide data on both short and long-term efficacy, clinically meaningful and statistically significant improvements in healing outcome, reasonable safety profile with no product-related serious adverse events, and it is a very recent publication to ensure that the data is highly relevant to current clinical practice. And you can see there the healing outcomes at the 12-week mark with over 1.8 times more wounds healed in the fish skin graft group.
Next slide, please. And want to highlight that outside in the LCD, there are three criteria that are mentioned as requirements. One, the product characteristic qualifier, and Kerecis products are definitely non-human cellular tissue products that are in sheets allowing the scaffolding for skin ingrowth and is intended to remain on the recipient. So Kerecis very clearly fulfills that criteria that we also question how broadly that criteria was used throughout the LCD because it seems like not all the products fulfill this. The clinical evidence qualifier where we have the quality evidence in the Lantis 2023 study that fulfills the clinical evidence qualifier and the product form, that the product is not a liquid [inaudible]. Again, we fulfill that qualifier.
Next slide, please. And although the LCD is written out with some clarifications, it's not completely clear where the line was drawn. So looking at some of the published articles that were cited for the covered products, we see that the baseline for what would be accepted data can be seen here, that there are studies that are both smaller or with identified high risk of bias, and some even don't have a statistically significant benefit clinically but are still included as covered in the draft LCD policy. And we think the Kerecis study here outperforms many of these studies that are-- what we would cover the baseline, and we're hopeful that reviewed with the same criteria, that this Kerecis study will outshine those or end with Kerecis product ending on the covered list.
Next slide. And to go over some of the impacts-- and we've heard through these multiple MAC open meetings, really the focus of this process and the reason for this is to put the focus, again, on the safety of the Medicare beneficiaries. And at Kerecis, our commitment to patient safety and rigorous clinical research is at the core of everything we do. Our company was founded on the principle of innovation and reducing the risk of amputations. We're an evidence-based company, and our entry to the US was to research partnerships with the DOD. And I and probably everyone on this call have seen firsthand the devastating impacts that failed treatments can have on patients with chronic wounds and the hope it brings to patients to finally see improvements in their wounds after starting treatment with products like Kerecis. And that's why we work tirelessly to develop these products like Kerecis intact fish skin grafts and to prove their safety and efficacy. We understand and appreciate the MACs' concerns about the safety of Medicare beneficiaries and that they only receive the safest and most well-studied treatments because these beneficiaries, they can be our family members, our friends, or ourselves in the future, and we want to assure you that when you include Kerecis' product in the LCD, that you can have confidence that you're providing your beneficiaries with a treatment option that has been thoroughly vetted and proven to be both safe and effective. And our dedication to patient safety is evident in the extensive body of research supporting the use, not only the Lantis 2023 study but also our previous studies on other etiologies and our pending publications on deeper diabetic foot ulcers.
And as the first FDA-cleared product from intact fish skin, Kerecis has actually undergone more rigorous safety testing that goes above and beyond what most other products in this space have been subject to except for maybe the PMA products. We have been thoroughly tested not only in animals, but in humans for autoimmunicity, molecular mimicry, seroconversion, and it's all cited in our original [inaudible] 2015 study. This level of safety testing is a testament to our unwavering commitment to patient well-being. And furthermore, Kerecis products are marketed globally, and we have received regulatory approvals from stringent regulatory bodies around the world, including the European Union and Korea, with these regulatory agencies independently auditing our manufacturing facilities every other year and thoroughly reviewing our claims and data. So this level of international scrutiny and quality control far exceeds the safety checks imposed on many of the devices here. And so in a market where some players may lack even basic research to support their products, Kerecis stands out as a company that has consistently prioritized patient safety and evidence-based medicine. And we believe that every patient deserves access to these highest-quality wound treatments, and we're committed to being a trusted partner in delivering these treatments to the Medicare beneficiaries. And we thank First Coast for the opportunity to come in, and we hope that you consider our evidence that was omitted from the guidelines. Thank you.
Dr. David Sommers
Thank you for your presentation. Our next presenter is Dr. Thomas Serena from StimLabs. Please go ahead stating any conflicts of interest you might have.
Dr. Thomas Serena
Well, thank you. And it's a pleasure to be able to express our views in this open meeting. I'm Thomas Serena. I'm a board-certified general surgeon, although my entire practice for the last decade has been caring for patients with hard-to-heal chronic wounds. I've been president of the American Professional Wound Care Association and the Association for the Advancement of Wound Care and served on the Board of the Wound Healing Society. I've done a lot of society work, maybe too much. But I'm here representing my research company, SerenaGroup Research, and a company that makes four products in this category, in the skin subcategories, StimLabs. I have nothing to disclose other than the fact that I'm doing a clinical trial for StimLabs, and that would be the only disclosure that I would have in that regard. I don't stalk or anything of that nature.
So first of all, I want to applaud all the MACs for choosing an evidence-based guideline. You can put the next slide on too. A negative-- sorry, evidence-based guidelines for choosing this product. I couldn't have thought of a better way to do it myself. I think this is exactly the way we should go. And one thing I want to start with really is that the trials do more than just get approvals for products, as you just heard in the last presentation. They add to the body of knowledge we have, particularly in our diabetics who are high risk for amputation and have a very high mortality and morbidity associated with having a diabetic foot ulcer. For example, we have an ongoing trial now with StimLabs. StimLabs in combination with Dexcom provided us with a grant to purchase continuous glucose monitoring for all the patients in the clinical trial. And CGMs have never been used, surprisingly, in a diabetic foot ulcer trial. And I have to thank the sponsors for putting this into a trial. I notice that we have hemoglobin A1Cs in so many of our NCDs and LCDs, but hemoglobin A1C has no correlation with healing. There's more than 20 trials that show that it doesn't correlate with healing. What correlates with microvascular complications is time and range, the time the patient spends between 70 and 180. And thank you to StimLabs, and I am bragging about them for allowing this to go into the trial.
So in this diabetic trial that's ongoing now, we will be able to look at time and range, and determine how that affects healing, and that'll give us something that will also make these types of products work a lot better. Also, the folks at StimLabs have allowed us to use a master trial design, something that also has not been done in this space, but it's really something that we've taken from, I should say, the oncology groups where they do platform and other similar master trial designs all the time. And if you have multiple products that you want to test at the same time, the platform design allows you to do that in a very efficient way. The StimLabs trial that is just beginning now will be using that novel platform design. We will send the protocol in with our comments. That's something I think you'll find interesting because it really is a methodology that would work extraordinarily well in this space.
One of my concerns, and this has been expressed by other speakers, has been no trial design. There really isn't anything in the LCD that says, "How many patients do I-- what's my sample size? What do I need to do?" In my comments that I've already submitted, I included some of our clinical trial protocol designs. We publish our trial protocols in peer-reviewed journals. We also post them on clinicaltrials.gov. So they're readily available to the group, and I would more than welcome you to take a look and utilize any of this information that you might have, or you're more than willing to reach out to me. I would be more than happy to share our clinical trial design, how we build our sample size and power. It's something that I've done now-- we've done over 100 clinical trials in this space, and I'm more than happy to share our experience if that helps the committee and the group come to a decision on what it should look like-- what a trial should look like in order to obtain reimbursement. Again, I am really glad that we've taken this approach.
One other thing about the space, and I think Jennie mentioned this in the first lecture, was-- so this is new. We didn't know that evidence was going to be chosen in the LCD. There are a number of industries out there that already have either plans to start their trial this summer, or example of StimLabs, already we've been working on this trial since February, getting it ready to go. So my request is that you consider companies that have an IRB-approved protocol or perhaps ones that are registered on clinicaltrials.gov, that those companies be allowed a grace period, a time in order to collect that evidence and publish it in a peer-reviewed journal. I think that is something that would be-- I think it's a very fair option for those that are gathering the evidence. It also, I think, allows new products to enter the market more easily. Many of the speakers at this meeting and other open meetings have expressed the fear that they're going to lose access to some of the products because obviously, there's only 15 on the original LCD draft. But if you allow access to those that have registration on clinicaltrials.gov, that problem is solved. You'll have plenty of large number of companies that will be able to sell while they're collecting their peer-reviewed data. This is something I would highly suggest you consider. It'll be in our written comments as well.
Finally, I'd like to go and just speak a little bit about the four applications. I see that you can do more than four applications. Most of our patients with larger wounds, large venous leg ulcers, for example, will require more than four applications. And what happens, unfortunately, is sometimes you'll put three or four applications on, and then you think, "Well, it's healing now and it's going to do really well." And it doesn't. It stops. It stalls. So I really would encourage the MAC to consider following the way we do it in clinical trials, which is 10 to 12 applications. Now, the way we do it in our practice is we put four applications on the patient, and then we look at their surface area, we look at depth, we look at the wound to see if it's improving. If after four applications of a skin substitute, if the wound's not improving, then I think you can say, "Well, should we really consider going forward with it?" And usually, we stop. And oftentimes, what we'll do is we'll stop, we'll go back and reevaluate the patient. Maybe we need to take a better look at their vasculature, look at their oxygenation, take another look using fluorescence imaging, and maybe there's bacteria present in the wound that we weren't aware of previously. Maybe not enough debridement. Something in the basic wound care. Go back there. So I would encourage that the way to police, if you will, the number of applications is really to see how the wound is healing. If the wound--
Dr. David Sommers
Two minutes.
Dr. Thomas Serena
--is improving--  thank you. If the wound is improving, then we should be able to continue. I'm not a huge fan of modifiers for reasons that I think in the first presentation were noted. As a practicing clinician, I'm calling you from clinic right now, I find that modifiers are somewhat difficult. Oftentimes, our hospitals are hesitant to put them on there. So I think this can be solved by just looking at healing rates as opposed to adding a modifier. Thank you very much. I really appreciate the time, and I'm certainly welcome to take any further questions to the physicians and staff on this call need any further information. Thank you.



Dr. David Sommers
Yes. Thank you for your presentation. Our next presenter is Dr. Eric Lullove from Eric J. Lullove DPM PA. Please go ahead stating any conflicts of interest you might have.
Dr. Eric Lullove
If you can put my next slide up after this one. I am Dr. Lullove. I'm the Chief Medical Officer for the West Boca Center for Wound Healing in Coconut Creek, Florida. I am a place of service 11 private office-based wound care practice and podiatric medical physician office. I am the principal owner. Next slide, please, are my disclosures. I do represent the Wound Healing Society as a clinical liaison to the Alliance for Wound Care Stakeholders, and you can see my consultancy agreements on that slide. Next slide, please. So before I get into this slide, I want to thank the contractor for improving upon the policy from last August where there were significant issues that were addressed. However, there's always room for improvement, and that's what we're discussing here today, as well as the written comments that will be submitted over the next month.
So what I want to start with is the medical necessity issues. And the first one is that the policies requiring extensive documentation to prove that the use of CTPs beyond four is medically necessary. This includes documentation of positive treatments and responsive therapy after the maximum of four applications and detailed assessments of the ulcer and underlying conditions. Now, as a wound care clinician, I don't have a problem with additional documentation. However, the conflict in this particular issue is that it will impair or delay the continuation of advanced treatments, potentially worsening the patient's condition, and as a result, the impairment of therapy that undergoes extensive contractor review is burdensome, and it may cause undue harm to the beneficiary. As you know, practicing in Florida, the average age of my patients is well above 80-plus years of age. It's already hard enough for them to come to clinic, let alone to get them to heal. And any additional contractor burdening on the providers is really unnecessary. So the resolution should be-- what I would like the contractor to do would be to streamline the documentation process through the LCD to balance the need for thorough clinical records with the practicalities of actual practice. Just help us kind of reduce the excessive administrative burden that we're already under if you're asking for additional medical necessity documentation.
Next slide, please. The second issue I'd like to address is the comment regarding the ankle-brachial index. The policy states that the ABI is a necessary component for coverage. However, the conflict is that there's no current evidence within the last 5 to 10 years that the ABI is a definitive measurement of vascular health. And the most current literature is over 20 years of age, and I've listed the citation here as the Sylvester study that was performed in 2006. And it showed that there were significant false positives in high ABI projecting major amputation rates. So the resolution here is that the contractor needs to revise the ABI requirement in the coverage policy with more updated data or clinical significance or remove it entirely as part of the documentation process. Even though it is still part of the standard of care to evaluate the ABI, it should not be a sole factor in governing coverage policy and eventual payment on claims.
Next slide, please. Again, I'd like to address another issue, which is within the coding. And the issue is that the language of the policy specifically states that the LCD applies to all diagnoses, and the coding document states that, and I'm quoting directly, "The following CPT/HCPCS codes associated with the services outlined in the LCD will not have diagnosis-to-procedure code limitations at this time." The conflict here is that this contradicts the first line of the policy page on page four, where it says, "Application of skin substitute grafts for the wound care indications other than for DFU value are not addressed by the LCD." So you can see the conflict here where the contractor is saying one thing, the policy saying another, and then the resolution needs to be remove any reference to any unlimited diagnosis to procedure code limitation, with respect, and just limit it to diabetic foot ulcer and venous leg ulcers relative to what the coverage policy is addressing. And only apply those ICD-10 codes to those two clinical conditions. And while I'm on this topic of ICD-10 codes, there are numerous ICD-10 codes that have been omitted from this policy, which needs to be drastically increased for additional coverage for the providers based on the wound types that we see regarding depth, location, laterality, and to include multiple issues that arise with a patient with a diabetic foot ulcer or a venous leg ulcer that we need the additional documentation coding to describe our claim to you as the contractor.
Next slide, please. One of the other issues within the policy is that the contractor needs to be specific to what licensure levels of "non-physician practitioners" are allowed to manage underlying conditions. The conflict is that under Medicare, podiatrists are considered physicians and need to be afforded the ability to manage a patient for underlying diabetes or venous insufficiency disease to allow for greater access to care in underdeserved areas. The conflict occurs when in rural and underprivileged areas of the country where there are Medicare beneficiaries and not just this state, but around the country, that the podiatrist may be the only healthcare provider within a 20 to 50-mile radius. And as a result, even though in most cases, there maybe an MDDO nurse practitioner managing the care, but the DPM needs to be listed as a qualified provider in the policy. So that not only is there an expectation-- so that there will not be any expectation of discrimination based on specialty, because if podiatrists are not listed in the policy, there exists the possibility of a Social Security 1848 Section C6 to occur where there can be discrimination based on specialty. And also that the DPM may be the only health provider able to render care to a beneficiary population. And I think the policy needs to address this. It is not listed. We are an integral part of the healthcare system. We are an integral part of wound care for these patients. And it is imperative that we, as a profession, are listed in the policy specifically beyond MD and DO and nurse practitioner. Period.
Next slide, please. And the last two topics I'm going to go over is regarding evidence. This is always going to be a topic that you're going to hear a lot of today. That the contractor has admitted several clinical studies, notably the ones I've been involved with. There are gaps in how the policy addresses clinical evidence that has not been included in the tech assessment and how it remedies the inclusion of products. The contractor needs to be more specific in how will remedy this issue prior to the policy being finalized. And the reason is that there's no detailed process that the MACs have decided on the coverage of these products, including the criteria used for reimbursement decisions and coverage decisions, and the methodology for deciding whether each product is covered, approved or not is not clearly described or transparent.
Next slide. I apologize for the size of the font here. But the contractor is included within category two products that are "legacy CTPs". However, the evidence is greater than 10 years old or is no longer available on the market, which creates an access point for providers who cannot obtain a covered product due to manufacturer avoiding the product availability. I've listed a couple of studies here as examples that you have referenced in your bibliography within the policy of products that are currently on the category two list as approved-- I'm sorry, the category one approved, but the data is much greater than 10 years of age.
Dr. David Sommers
Two minutes, please.
Dr. Eric Lullove
Thank you. The recommendation is to include real-world evidence and include those studies to supplement the current evidence to allow for continuation of care and allow providers the access to-- to allow products that are devoid based on the proposed policy. Next slide, please. Again, this is the 2023 Lantis study, which I was involved in, that Dr. Johannsson was talking about. We had a 5.9 application over 12 weeks. It was a level 1 RCT. Percentage reduction at 12 weeks was 86.3%. Closure rate relative standard of care was 56%. So please include the Kerecis MariGen and MariGen Shielding category two as a cover product. Next slide, please. There's another additional study that was written by Padula [Atol?] that had over 300,000 diabetic lower extremity ulcers, over 200,000 beneficiaries. This was looking at placental matrices that had associated lowered one-year mortality wound recurrence and amputations in both the diabetic limb and vascular and venous leg ulcerations compared to standard of care. So include the majority of these allografts with significant evidence and clinical data to fall within the guidelines as covered products, please.
Next slide. What I wanted to show you is an example of a patient in clinical practice. This was a 75-year-old male with a history of an Achilles tendon rupture who was a 25-year type 2 diabetic with hypertension, mild PAD. Patient was seen by his son who did four acellular amniotic allografts, and then eventually went on to a plastic surgical free flap, which failed. This is how the patient presented in my clinic. Next slide. Patient underwent intact fish skin application. As you can see, this is fairly recent, from October of last year. You can see the application after one application with debridement. Next slide. And then the resolution after two applications in the middle of October of last year showing that the wound had closed after failure of therapy with another product. So this patient had six applications and a free flap that failed. Next slide.
Dr. David Sommers
Your time is up. We're going to have to stop you there, I'm sorry.
Dr. Eric Lullove
Thank you. This is my closing slide. Thank you very much for your time, and I appreciate the contractor's diligence in working with this policy. Thank you.
Dr. David Sommers
Thanks for your presentation. Our next presenter is Dr. William Tettelbach from RestorixHealth. Please go ahead, stating any conflicts you might have.
Dr. William Tettelbach
Yeah. I wanted to thank you for giving me the opportunity to speak. And again, I think everyone has reiterated the fact that the MACs are moving forward with evidence-based, I think, is key. But again, I think it needs to be framed appropriately within the context of the data that's being looked at. Now, any conflicts? I don't have any conflicts other than I am currently the Chief Medical Officer for RestorixHealth, which gives direct patient care mostly in the HOPD setting, as well as another on-site advanced care, which is a mobile professional services. So there's a broad experience sort of speaking from this pulpit here. But also, I'm currently the president of the American Professional Wound Care Association and help out with CMS with decision-making as well on certain committees. Let's move forward.
Now, I just wanted to point to the fact that we've heard from multiple sources that RTCs are still the main sort of push on prospective trials that for medical evidence and that real-world evidence can be used to validate. It also can show other perspectives on outcomes and cost-effectiveness. But again, landing on the restriction of four application, I think is a little bit arbitrary and taken out of context. I just sort of give an example here where other randomized controlled trials and multi-centers and prospective in nature, none of these actually landed on four. The bottom one is actually a Medicare study where we use over 9 million, up to 10 million patients as data points and looking at this over a year. And so we follow these patients out a year where all the randomized controlled trials are within 12 weeks. So you can't really pull something out of a study that doesn't have the same criteria, is looking at a different timeline. It may not be applicable, but the study itself shows solid evidence of improved outcomes when using skin substitutes, as well as the cost-effectiveness, as it was seen earlier with Jennie Feight's data from those Medicare studies showing how it offloads hospital resources and improves quality of life.
Next. Now, this is actually, I think, a paper that had an impact on the beginnings of limiting of four. This was the Armstrong paper that I was the co-author. Actually, I brought this group together, and authored this paper, and Armstrong was made first author. But this is looking at Medicare patients with diabetic lower extremity ulcers not just on the foot, which the ICD-10 codes are stating, but it involved the ankle and it was really anything below the knee. And anyone who was not diagnosed with a venous or any type of venous ulcer was purely in a diabetic. That's why we named it diabetic lower extremity ulcer. And you can see that in the first group, these are propensity matched groups, the first group is looking in a broader range, maybe not as significantly ill. But again, all of this data comes out of the HOPD or the hospital based system. It doesn't, as noted before, reflect private offices or mobile care where people have much higher acuity from my experience. The RTCs noted earlier actually include private offices as well as hospital based. So it's a better blend. This is basically showing in patients all within the hospital based systems. If you are using it, you can get better outcomes no matter how you use it in the first group.
Next. Well, let me ask one more-- let's go back one slide. But you can see actually if you use sort of standard protocol of applying averages or means, you usually add one standard deviation. And on the right here, you can see that seven applications would actually be where you wanted to land looking at this data. But going to the next slide, this actually looks at the way it should be used and it's not being used because only 10% of patients get it according to the instructions of use within the box of all the out skin subs that were looked at, over 70 of them. And you can see that there are better outcomes associated when you're using it the right way and following these instructions. And you used actually more, maybe one-- like five applications versus four. But if you took one standard deviation, this gets you closer to eight or nine. Also, when you look at the strongest evidence out there, the PMA evidence of two past products available today, their applications were eight and the other one was, I think, five. None of them landed on four. And so this is where I think it's problematic in limiting to four.
Next. All right. So when you review this data and you look at the RCT data out there, restricting to four applications in 12 weeks, it's not actually statistically significant or improved outcomes compared to just standard of care. You finally see a breakpoint at six weeks with weekly applications when you're looking at these RTCs. So you're basically limiting most people to four. They have an off ramp with the KX, but there-- that's problematic as well. But if mentally they're stopping at four, they're not really doing much better for their patients than what they're already doing.
Next. Now this is another Medicare based study looking at diabetic or lower extremity ulcers in diabetics, looking at frequency of visits versus every 7 days versus every 14 days, every 15 days, and the best outcomes we're seeing with weekly visits. Again, if you're getting four applications in 12 weeks, that's 3 weeks between visits, you will have higher costs, long term costs, poor quality of life within this timeframe. And that's proven with the Medicare data. Next. So the KX modifiers, there are some concerns here. One is the 12 weeks, we already-- I think it's been clarified that the 12-week episode does not include the 30 day run in. But again, it's what-- site of service can be problematic because it is hard sometimes to track where other skin substitutes have been used before. They may show up in a hospital setting or a private clinic setting where you think you have four, but you don't. And you don't even use the KX modifier. So that's going to create exceptions because of lack of being able to track. And so there needs to also be clarifications on this KX modifier. It says, demonstrate improvement. But I think you really need to give examples, where it's an example of, but not limited to decreased wound surface area, reduction of volume, improved granulation of the tissue.
And as already noted, there is the ICD-10 problems, and that is where it's not deep enough. We've done one-year perspective studies where we retrospectively looked at this with limb salvage all the way down the bone, where within the reconstructive ladder, flaps were not possible. And there was a 92% limb salvage rate using a skin substitute to granulate over bone, tendon, and ligaments. And so that's going to be a real limitation because this can be done in the outpatient setting as well. And I agree that it needs to come up higher on the level of treatment, especially in diabetics who are purely diabetic and may not have a venous complication in the leg. So--
Dr. David Sommers
Two minutes.
Dr. William Tettelbach
I'm sorry.
Dr. David Sommers
Two minutes you have.
Dr. William Tettelbach
Okay. So the other thing is the A1C. We had a problem in Utah where the A1C limitation was blocking treatments of other advanced therapies. We actually did a meta-analysis and stated as before, there was no study out there that said elevated A1Cs inhibited wound closure. I mean, I'm sorry, blocked wound closure. Next. So really, the last thing I wanted to touch on is that, as mentioned, some of these diagnostic tests will probably block in the mobile care setting, especially venous diagnostic studies in people that are needing this. So it's difficult. The ABIs, there's a lot of mobile, affordable devices, but not the venous side. So I think this will create a barrier. And then also within the document, it says there's a-- highly suggested that you use a class three compression. But yet if you have an elevated ABI of 1.2, 1.1, you don't want to use a class three from 30 to 40. And a lot of these patients can't tolerate it. So there needs to be clarification that it can be used below 20 to 30 or Unna boot, which doesn't give any active compression, only on ambulation. It's passive. So really that's where I want to end on, but none of these actually give the treating provider the medical necessity part, where in the mobile wound space, diabetic and venous ulcers is actually the lower part or the least seen. There are more pressure ulcers related injuries that need to be addressed, and this isn't going to literally eliminate that if we don't have a pathway to use medical judgment and be the clinicians that we are and the training that we've had. I think next. I think that's it.
Dr. David Sommers 
 [crosstalk] stop you there. Your time's up. 
Dr. William Tettelbach
Thank you very much--
Dr. David Sommers
Yep. Thank you.
--for your presentation. Really appreciate it.
Thank you.
Our next presenter is Sophie Hafley from King & Spalding. Please go ahead stating any conflicts of interest.

Sophie Hafley
Thank you. Good afternoon. My name is Sophie Hafley with King & Spalding, and I represent the Medicare Access to Skin Substitutes Coalition. The MASS Coalition is a group of skin substitute companies that are dedicated to ensuring access to critical wound care products. We are seriously concerned about the coverage policy set forth by First Coast in this draft LCD. It is arbitrary and capricious, sets unclear standards, is inconsistent with the FDA regulatory framework for skin substitute products, and is bad for patient care.
Next slide, please. First, it is important to recognize that the CGS, Novitas, and First Coast MACs issued very similar final LCDs in the summer of 2023. After the MASS Coalition and other stakeholders voiced their concerns with the policy in those LCDs to both the MACs and CMS, the MACs rescinded those final LCDs before they became effective. Here, not only did this MAC issue a draft LCD very similar to the ones that were rescinded, but all of the MACs throughout the country followed suit, effectively issuing a national coverage policy. Even after rescinding the final LCDs last year, the MACs did not obtain additional stakeholder input with regard to the new draft LCDs. No contractor advisory committee and no public meetings to obtain input on how to formulate a policy that works for Medicare beneficiaries were held. Instead, we have the same substantive policy that was rescinded last year, just packaged a bit differently.
Next slide, please. The MASS Coalition products are HCTPs regulated under Section 361 of the Public Health Service Act. It is important to note that FDA would not consider HCTPs for amniotic or placental tissue products to be indicated for any purpose other than serving as a wound cover or barrier. FDA would not consider an HCTP to be appropriately described as functioning like a "skin scaffold." Next slide, please. But the draft LCD adopts a definition of skin substitute that requires the product to be "scaffolding for skin growth." This requirement is inconsistent with how FDA views HCTPs. Again, the FDA TRG would not issue a letter stating that an HCTP should function like a skin scaffold. Further, the MAP LCD cites the AMA codebook, but there is no clear rationale in the draft LCD regarding why the skin scaffold definition in the CPT codebook is relevant to a Medicare coverage determination.
Next slide, please. The draft LCD proposes coverage for only 15 older skin substitute products and puts over 200 products in the noncovered category. The reason why a product was put into a particular category is unclear. The proposed standard for clinical data is also not clearly defined. Lastly, the skin scaffolding requirement is not clearly defined. The distinction between covered and noncovered products is also arbitrary and capricious. For example, there are products in the covered category that arguably provide scaffolding for skin growth and other products that do not. Next slide, please. Regarding the four application utilization limitation, this was widely challenged in the final LCDs that were rescinded last year. Yet for some reason, the application limit exists yet again. Clinical experience shows that most large and complex wounds require more than four applications to completely heal. There is also clinical data that is relied upon by the MACs to support coverage for certain products that use more than four applications to heal wounds.
Next slide, please. If this draft LCD is finalized as proposed, Medicare beneficiaries will suffer. It is unreasonable to expect that only 15 products can serve the entire Medicare population. Treatment of wounds will be delayed if treated at all. Further, Medicare beneficiaries in vulnerable populations will be disproportionately affected. And although the draft LCD technically only applies to skin substitutes for diabetic foot ulcers and venous leg ulcers, at least one MAC has stated that skin substitutes for other wounds, specifically pressure ulcers, will be treated like dressings for purposes of reimbursement. This will completely devastate access to proven treatments for patients suffering from painful chronic wounds.
Next slide, please. In summary, the draft LCD is legally defective and bad policy. The MAC should not finalize the draft LCD. Instead, the MAC should take steps to obtain input from a wide variety of stakeholders before proceeding with a new coverage policy. Unlike this draft LCD, the new coverage policy should be well-reasoned and based on established data and clinical experience, establish clear and attainable parameters for coverage that are consistent with the FDA regulatory framework and promote effective wound care for Medicare beneficiaries. Thank you for the opportunity to speak today.
Dr. David Sommers
Thank you for your presentation. Our next presenter is Beverly Bliss from Pinnacle Transplant Technologies. Again, if you would please go ahead and state any conflicts of interest that you might have. 
Beverly Bliss
Thank you.
	[silence]
Technologies LLC. We are a multi-service allograft tissue establishment that does provide clinical allograft solutions for medical professionals and the treatment of patients with chronic wounds. I would like to express my compliments to the previous presenters for their excellent comments, as well as the research and clinical data they have presented during this session. So thank you. The use of skin substitutes for venous leg ulcers or VLUs and diabetic foot ulcers, DFUs, have been an important advanced treatment for patients that have not resolved these wounds through standard of care. We are thankful for the opportunity to provide feedback to the CMDs for First Coast and Novitas on the recently issued drafts LCD. Thank you so much for advancing the slide. Pinnacle is committed to complying with the requirement to provide clinical evidence for the reimbursement of these products for VLU and DFU treatment. We do have some concerns in addition to some questions for your consideration.
Patients will have limited access to these treatments if the implementation date for the LCD does not allow for the completion of the clinical trials. Other presenters have commented thusly regarding the same issue. There does not appear to be a clear definition of the process that will be required to transition from noncovered to covered products. Again, the LCD does move 90% of the currently covered products to the noncovered products list, which will severely limit patient access. Some of our questions are, can a common format be white-labeled to multiple product names with multiple queue codes and only require a single study? If so, will all codes be reimbursed the same or will it be ASP-based? And how will CMS address reimbursement of skin substitutes for use in treating pressure ulcers? And is publication of the data required in order to be considered for reimbursement?
If you could advance to the next slide, please. Thank you so much. The Food and Drug Administration has issued final guidance, which has been noted by the previous speaker, describing how tissue processors can legally market and distribute two primary product types, amniotic membrane and various skin products defined within the framework of 21 CFR 1271 as human cells, tissue, and cellular and tissue-based products are HCTPs. Based on our understanding of the proposed LCD, many cellular and tissue products or CTPs are excluded from separate coverage and reimbursement even when they are compliant with FDA's regulatory scheme and based on a determination that the CTPs are considered wound coverings or wound dressings rather than skin substitutes. As an American Association of Tissue Banks accredited tissue establishment, we agreed with their statements last year that this distinction was incorrect. We contend that many of the CTPs excluded from coverage are in fact skin substitutes. These allografts are often provided in the form of a sheet that is anchored to the wound with sutures, adhesive strips, or other similar mechanisms. This sheet provides a temporary extracellular matrix framework for new skin cells to attach and grow into during the healing process, even if their primary purpose is to serve as a barrier or covering.
Numerous randomized controlled trials support the use of CTPs, including those that serve as barriers and wound coverings or provide an extracellular matrix framework in the treatment of diabetic foot ulcers and venous leg ulcers. The LCD's exclusion of allografts designated as wound coverings or wound dressings will therefore result in a discontinuation of coverage for numerous CTPs that play a significant role in the management of DFUs and VFUs. Advance the slide, please. Finally, we note that patient access to CTPs is particularly important given the disproportionate impact of DFUs and VFUs in racial and ethnic minority populations. Latinos, African-Americans, and Native Americans in particular have the highest incidence of DFUs in the nation. Limiting access to these important products may lead to greater disparities and worse outcomes for these patients. To provide sufficient time to address our concerns and protect beneficiary access to these important tissue products, we urge CMS to allow a minimum of three years to complete the clinical trials during which time we would like to ask that CMS also reconsider how products used for VLU and DFUs should be managed in both the clinical and reimbursement systems. We contend that this approach is inconsistent with how the FDA has handled issuing safety guidances and new regulations for processes and tissue allograft products that would require extensive clinical random RCTs and other research in order to verify their use in the market. Thank you for considering these comments and appreciate any questions that can be answered from our comments. Thank you so much.
Dr. David Sommers
Yes. Thank you for your presentation and comments. Our next presenter is Patti Gray or Gary, excuse me, from Tissue Regenix. Please go ahead and state any conflicts you might have.
Patti Gary
Thank you. As you stated, my name is Patti Gary, and I'm an employee of Tissue Regenix in the role of Vice President of Clinical Affairs. Tissue Regenix manufactures and distributes DermaPure, a decentralized dermal allograft within its code of Q4152. Thank you for the opportunity to provide comments on the proposed LCD. In my presentation, I'll refer to skin substitute grafts/cellular and tissue-based products as CTPs. Tissue Regenix applauds the AB MACs for collaborating on the proposed LCD, providing consistency across all jurisdictions. Like most, Tissue Regenix is concerned about the overuse of CTPs in the outpatient setting, as well as exorbitant pricing being seen in the physician office. We recognize that AB MACs do not set dollar payment amounts, nor do they determine the payment system across care settings. For example, a bundled capitated payment and the hospital outpatient place of service and ASP plus 6% in the physician office place of service. To address these issues, many believe that the AB MACs are left with minimal options. The options being to limit which CTPs are covered and the number of applications, as well as, of course, setting coverage indications, requirements, and other limitations.
Thank you for advancing the slide. Per the proposed LCD, coverage will be provided for CTPs that have peer-reviewed published evidence supporting their use as an adjunctive treatment for chronic ulcers shown to have failed established methods of healing. The proposed LCD states that the literature search was conducted using keywords and was filtered to locate articles within 5 to 10 years. In analyzing the 38 RCTs cited for the 15 coverage CTPs, 58% were published from 2014 to 2022. 42% were published between 1996 to 2013. Per the proposed LCD, to qualify as a CTP, the CTP must do the following: Allowing the scaffolding for skin growth that's intended to remain on the recipient and grow in place or allow recipient cells to grow into the implanted material. In regard to this, the cited evidence for covered products does not provide supported evidence of the listed performance requirements. This requirement is also not consistent with the FDA guidance for 361 HCTPs, as these would be considered claims required by medical devices.
The second criteria to qualify is the CTP must have quality supporting evidence to demonstrate the product safety, effectiveness, and positive clinical outcomes, and the function as the graft for DFUs and VLUs. Predictive products are not sufficient evidence for an individual product. I analyzed the percentage of healing closure by RCT timeframe and risk of bias. There's one study with a timeframe of four weeks, it's low risk. Two studies with six weeks, both are high risk. One study with eight weeks, it's high risk. There are 25 studies with a 12-week timeframe. 19 of these are high-risk. Four studies with a 16-week timeframe, three are high-risk. One study with 20 weeks, it's high risk. Three studies with 24 weeks, two are high risk. The proposed LCD lacks clear criteria regarding supporting evidence expectations. This creates confusion, especially in light of 74% of the 38 RCTs cited for the 15-covered CTPs being at high risk of bias.
Next slide, please. In reviewing the 38 RCTs for covered CTPs, the mean ulcer size is not representative of real-world wounds seen in the outpatient setting. In 2017, Dr. Fife evaluated this in a consortium of wound care clinics and found that the mean ulcer size for VLUs was 31.3 centimeters squared, and the mean ulcer size for DFUs was 8.5 centimeters squared. This is far greater than what is represented in the 38 RCTs, and you can see the mean ulcer size and age in these graphs.
Next slide, please. DermaPure is currently on the noncovered list of CTPs. Regarding the criteria that the CTP grows in place or allows recipient cells to grow into the implanted graft material, research by Greaves et al published in Class 1 is a novel study that demonstrates cellular activity and response. In this study, noninvasive and invasive analysis provide evidence of migration and proliferation of the native cells. In another study, single-stage application of a novel decelerized dermis for treatment-resistant lower limb ulcers, positive outcomes assessed by cystoscopy, laser perfusion, and 3D imaging with sequential time histological analysis by Greaves et al published in Wound Repair and Regeneration provides quality supporting evidence of safety, effectiveness, and positive clinical outcomes. This 26-week prospective study on treatment-resistant VLUs and DFUs had a mean ulcer age of 4.76 years or 247.5 weeks and a mean ulcer size of 13.1 centimeters squared. This is a far greater mean ulcer size and age than any of the 38 RCTs cited for the covered products. All subjects received only one application of DermaPure, which is significantly less than the number of applications for the covered CTPs. The mean surface area reduction was 50% in 4 weeks, 80% in 16 weeks, 87% in 26 weeks. 60% had complete closure in 26 weeks, which is greater than the closure percent in two of the three 26-week studies cited for the covered CTPs.
The other study cited with a 26-week timeframe had 63% complete closure, which is slightly higher than DermaPure's 60%. It's important to note, however, in the study with 63% closure, subjects receiving the study CTP had a mean ulcer size of 1.33 centimeters squared and a mean ulcer age of 60.2 weeks. This is dramatically less than the DermaPure study, which had a mean ulcer size of 13.1 centimeters squared and an ulcer age of 247.5 weeks. Subjects in this DermaPure prospective study would have been excluded from every one of the 38 cited RCTs for the covered CTPs. Tissue Regenix respectfully request reconsideration of coverage for DermaPure based on the results of these two clinical studies published in peer-reviewed journals. These studies were not cited in the proposed LCD. They provide evidence that DermaPure meets the LCD qualifying criteria. Tissue Regenix will be submitting written comments and will include the PDFs of both of those studies. I appreciate the opportunity to present today. Thank you very much.
Dr. David Sommers
Thank you for your presentation and comments. Our next presenter is Jennifer Linsky from Legacy Medical Consultants. Again, if you could go ahead and start with any conflicts you might have, I would appreciate it.
Jennifer Linsky
Yes, sir. Good afternoon, and thank you for this opportunity. I'm Jennifer Linsky. I represent Legacy Medical in coordinating new product development, marketing, and commercial strategy. That is my disclosure. Legacy Medical is a leading provider of allograft wound care products, which are used as a wound covering and barrier membrane over chronic and acute wounds, including diabetic foot ulcers and venous leg ulcers. I'm speaking today to encourage First Coast to reconsider the proposed LCD. The proposed LCD seeks to limit coverage to products that have demonstrated efficacy through randomized controlled trials, trials that are not required by the FDA or TRG, nor have they been historically required by CMS.
Next slide, please. Thank you. LMC urges a reconsideration of this proposed LCD. There is no reasonable rationale to exclude products that support positive patient outcomes in the absence of data indicating a therapeutic disadvantage in the currently available products between those with RCT data and those without. The proposed LCD will put thousands of lives at stake, as shown in the preeminent published literature outlining risk of amputation and correlation to increased mortality. It's also important to note that this disproportionate impact will be on the marginalized communities such as African-American and Hispanic patients nationwide who are more likely to have limited access to care. We're also concerned that the availability of products covered under this proposed LCD will substantially undersupply the existing need, thus negatively impacting patient outcomes, including infection, amputations, and even death. It's easy to see how this LCD will impact patients and providers as program integrity auditors are already illegally applying the provision from 2023 that was rescinded, and the one that we're discussing today, denying claims that should rightfully be covered under the existing LCD, demanding repayment, causing some providers to file for bankruptcy, and even leaving patients without care. One must wonder if this is the point.
Next slide, please. Thank you. The current state of regulations. Currently, all of Legacy Medical's products meet the criteria for regulations solely under Section 361 of the PHS Act as defined in 21 CFR Part 1271. And all of Legacy's products have received confirmatory letters from the FDA tissue reference group to validate their regulatory standing. These products are currently covered under the CMSV schedule under an existing LCD. LMC products were used in the care of nearly 30,000 patients last year with absolutely no reported adverse events.
Next slide, please. Can you go back one slide, please? Thank you. Based on our analysis, the proposed LCD will eliminate patient access to 93% of currently allowed products, resulting in dramatic unmet patient needs, leading to an estimated two to five-fold increase in preventable amputations for patients with DFUs. If the FDA determines that additional safety and efficacy data is necessary, Legacy Medical supports a process that transparently outlines the need and the criteria for further efficacy data, and seeks the MAC support in providing a period of flexibility to allow sponsors to demonstrate this data. However, it is important to note that at least two MACs had already said that they will disregard the FDA's regulatory role, indicating that FDA standards would not be relevant to coverage decisions. This approach obviously undermines the established regulatory criteria to ensure safe and effective medical products and the development pathway for medical products, altogether establishing a dangerous precedent.
Next slide, please. Rather than severely limiting patient access to products under the proposed LCD, LMC recommends that First Coast reconsider the LCD to align coverage of similar products with the existing FDA regulatory standards, and of course, prioritize the patient clinical outcomes in the process and decision-making. If there is a valid reason to proceed with standards that are inconsistent with FDA safety and efficacy standards, Legacy Medical recommends reconsideration in the following ways. One, delay implementation of the proposed LCD for 24 months to allow suppliers to conduct the RCTs. Two, define covered products by a standard of evidence rather than by name. Or third, continue under the current LCD. We understand the concerns about proper use, but the right approach here will prioritize patient clinical outcomes in the process and the decision-making. We also appreciate the opportunity to comment on today's proposed LCD. We look forward to working closely with you to ensure that patients with diabetic foot ulcers and venous leg ulcers and other wound types have access to the treatments that they truly need. This concludes my presentation. Thank you very much for your time today.
Dr. David Sommers
Yes. Thank you for your comments and presentation. Our next presenter is Dr. Jeffrey Niezgoda from Kent Imaging. If you would go ahead and state any conflicts of interests you might have. And you may begin.
	[silence]
Dr. Jeffrey Niezgoda
I am the Chief Medical Officer for Kent Imaging. As I mentioned last week on the call with Noridian, the proposed LCD is intended to help define the standard of care. And Kent Imaging has always supported excellence in clinical practice and adherence to the standard of care. And we believe that near-infrared spectroscopy is a proven technology that also complements and enhances the definition of the standard of care, thus is much aligned with the LCD. And NIRS helps providers to achieve clinical excellence.
Next slide, please. As I mentioned last week-- next slide. There we go. Thank you. As I mentioned last week, most importantly, as related to the proposed LCD, published data demonstrates how NIRS or near-infrared spectroscopy imaging can be used to assess a patient's vascular status, and NIRS is more efficient and superior to using ABIs as suggested in the LCD. We've heard several presentations this morning commenting on how nonspecific and sensitive ABIs are unreliable there. And we all know that clinically, ABIs are incredibly inaccurate in our diabetic population. Many of those are served by or covered by this LCD. NIRS can also be used to demonstrate the adequacy of wound bed oxygenation and preparation, especially in showing effective debridement. And this is very important in the application of these technologies. NIRS can also demonstrate the response to an application of a cellular, acellular, and matrix-like product or a CAMP. And as you're aware, this term CAMP has been recently published as a new terminology for CTP is more accurate. And NIRS can be used to track wound improvement following the application of a CAMP. The lower part of this slide shows exactly that process on how an application of a CAMP is monitored with the imaging technology on a go-forward basis, actually demonstrating the improvement of the wound base, and more importantly, improvement of the tissue oxygenation, which correlates with healing.
But what I would like to do is spend some time talking about education and training, which are the main points I'd like to make today. Next slide, please. As the LCD suggests, there is an intent to improve practice standards in licensed providers' clinical setting. And the LCD suggested that these procedures must be performed by appropriately trained providers in the appropriate setting. Next slide. Kent has partnered with the American Professional Wound Care Association. You heard a presentation from Dr. Tettelbach, the president of that organization, a little earlier. And we've also partnered with the American Board of Wound Healing to create a training program that is specifically aimed at these CAMP products. It's called the CAMPs CAQ, Cellular Acellular Matrix-like Products Certificate of Added Qualification. And again, this is being offered through the American Board of Wound Healing. This certificate has gone to the next level as far as not only training but ensuring adequacy of training and the ability of these providers to put these products down in the appropriate patient for the appropriate period of time and provide the appropriate level of care. The initial class of CAQ graduates has been awarded.
We have vetted the exam, which is a 50-question exam. It's a very complete and thorough exam process. And the other details of this exam process can be obtained by going to the American Board of Wound Healing's website, which is abwh.net. And again, this certification is endorsed by the largest professional wound care society in the United States, the American Professional Wound Care Association.
Next slide, please. So in conclusion, the suggestions that I'd like to leave with the group today in this open meeting is that we believe that utilization of NIRS provides information necessary to guide clinical decision-making in assessing and monitoring patient utilization of CAMPs. Kent also supports clinical excellence, as I stated earlier, and that is certainly achieved with education and training. Kent has supported the initial launch of the CAMP CAQ project. We have also received support from many other groups out there, including the Journal of Wound Care. And our request is that the LCD include a pathway to obtain the training and certification that has been requested in the LCD. There's really no definition of that, and we're suggesting that a good option would be to include the Kent CAQ training process to ensure that this document, in fact, does achieve and define the standard of care. I thank you very much for this opportunity.
Dr. David Sommers
Yes. Thank you for your presentation and comments. Our next presenter is Andrew Rader from Convatec Group. Again, if you could please go ahead, state any conflicts you might have. You can begin.
Dr. Andrew Rader
Good afternoon. My name is Andrew Rader, and I am part of the Speaker's Bureau for Convatec Group. I am a doctor of podiatric medicine, and I serve as medical director at a hospital wound center, where we specialize in treatment of non-healing wounds, including diabetic foot ulcers and venous leg ulcers. We also provide this care through our private offices due to the rural nature of our practice. And additionally, I've been the principal investigator in clinical trials related to wound healing. So I'm invested in this, certainly. And I appreciate that opportunity today to share my views on the proposed local coverage decision limiting Medicare coverage of skin substitutes used in the treatment of venous leg ulcers and diabetic foot ulcers. I'm concerned to see the proposed LCD that would so dramatically truncate options for both providers and their patients in the use of skin substitute products. And I don't think that a cutoff of Medicare coverage of skin substitutes to only include a little more than a dozen older products with RCT evidence acceptable to First Coast is wise or justified. It potentially sends, I think, a dangerous precedent requiring RCT evidence for any approved skin substitute effectively filtering out further innovation that is in response to scientific discovery. This would be akin to only approving surgeries with RCT evidence where to date, only a small fraction of surgeries performed have this level of evidence to support their use.
Appendectomies, for example, don't have this level of evidence, yet they save countless lives every month. Real-world evidence, as well as novel bio-materials research that effectively changes the course of how we think about these products needs attention also. It's an extremely serious decision, I think, to limit the skin substitute in this way. It prevents me from using products that, frankly, based on this science, I believe, are best for my patients. And I'm certain it'll place many other professionals who struggle with these wounds in a similar situation. I think that significantly more input from providers, patients, and experts needs to be sought before introducing and following up on this proposal. For example, in my practice, I use a Convatec product called InnovaMatrix. And this device is unique in that it utilizes a porcelain placental tissue and a process that effectively cleanses residual cellular material to create a medium that very importantly mitigates the immune response while supporting effective tissue growth. This has been successful where other products, including those that are already on the approved list right now, have failed for my patients. So this device is predicated on an earlier porcelain-derived product that has at least six clinical trials demonstrating its effectiveness, but it would now be excluded because it doesn't have its own trial. Excluding products such as this with clear real-world evidence and a sound basis for FDA approval is not in the best interest of patients, I think.
In addition to stifling continued medical innovation, this also likely extends the course of treatment for many patients. The consequences of this is more complications, including amputation in the Medicare population suffering from diabetes. And as been mentioned earlier, this population is disproportionately individuals from under-resourced communities challenged by a myriad of social risk factors. It ignores many other sources of information that demonstrate efficacy, including real-world evidence found in retrospective studies, as well as peer-reviewed scientific literature. This includes a very large study utilizing Medicare data that Bill Tettelbach referred to from 2015 through 2018 showing effectiveness and reductions in amputations and readmissions.
With regard to limitations on the number of applications in a 12-week episode period, I do appreciate the proposed LCD moves away from that hard stop at four weeks or four applications that was previously proposed. That's more in alignment with the published research, and I do appreciate the need to articulate some limits on applications. But as now written, the LCD allows for exceptional cases in which four applications do not result in "adequate healing." In such situations, additional applications would be considered with documentation of progress on wound closure and the medical necessity of additional applications. What's needed here for providers like myself and the patients is more specificity as to what documentation would be required, what amount of progress would be expected to justify additional applications, and how the size of the wounds would be taken into consideration. And without this guidance, providers such as myself would be proceeding in a information vacuum. So thank you for the opportunity to present today, and I believe I have completed.
Dr. David Sommers
Thank you for your presentation. Our next presenter is David Auguste from Ankle & Foot Associates. Again, if you could please state any conflicts of interest you might have. And you can begin.
Dr. David Auguste
Hello. My name is David Auguste, a podiatrist in Tampa, Florida. I'm an owner and physician at Ankle & Foot Associates. I've been practicing here nine years in Tampa, and I perform wound care for diabetic wounds and venous ulcers. I want to first express my concern regarding the proposed DL 36377 by the MAC with limitation on the number of skin substitute grafts applications, which appears to be influenced by clinical evidence pertained to a specific product designed for treating small, chronic wounds less than four square centimeters. This decision seems to overlook the extensive library of peer-reviewed publications that demonstrate a direct correlation between the geometry, the size, and complexity of wounds, and their healing processes. The reality is, in the real-world evidence and real-world applications, many chronic wounds, particularly those larger and more complex wounds, sizes stipulate, often necessitate more than four graft applications for its effective healing. So imposing a uniform limit across diverse cases could potentially hinder the healing process for many patients who require extensive treatment. Therefore, I strongly encourage the MACs and First Coast Service Options to critically reconsider and ideally increase the stipulated limits of four graft applications. Adjusting this limitation would not only align with broader clinical evidence, but also enhance healing outcomes for patients with larger, more complex chronic wounds. This adjustment is crucial for ensuring that treatment protocols cater adequately to the needs of all patients, promoting better health outcomes, and quality of life.
My second concern touches on the concern regarding the specificity and the inclusivity of the ICD-10 codes relevant to the treatments of diabetic ulcers, particularly in the context of billing and insurance coverage for skin substitute graft in limb salvage therapy. The concerns centered on the inclusion of codes for ulcers only below the ankle, which is excluding ulcers that deal with other areas of the lower extremity, omitting important coverage for affected areas that might require similar treatments. The request suggests expanding the list of covered ICD-10 codes to encompass diabetic ulcers not just on the heel and mid foot, but also other regions of the lower limb such as the ankle and above to ensure comprehensive care and coverage for all those affected by diabetic ulcers on any part of the lower limb. This expansion is crucial for providing equitable access to necessary medical interventions and avoiding potential gaps in treatments caused by coding limitations.
Again, these diabetic ulcers and venous leg ulcers are chronic wounds that typically are difficult to treat. They can significantly impact the quality of life for patients. These chronic wounds typically have been present more than three months. And standard wound care treatments such as dressing changes and topical medications may not be enough to promote successful wound healing in these challenging cases, which is more reason to provide access to patients for these products. Again, I have no conflicts to report, and I appreciate your time and listening to our concerns. Thank you.
Dr. David Sommers
Thank you for your presentation and comments. Our next presenter is Marcia Nusgart from Alliance of Wound Care Stakeholders. Please go ahead and state any conflicts of interest that you might have. Thank you.
Marcia Nusgart
[inaudible] area. I want to thank you for the opportunity to provide the alliance's concerns related to the release of the skin substitute LCD and the accompanying LCA. The alliance is a nonprofit multidisciplinary trade association of physician medical specialty societies and clinical associations whose mission is to promote quality care and access to products and services for people with wounds through effective advocacy and educational outreach in the regulatory legislative public arenas. This oral statement was written with the advice of our alliance clinical specialty societies and organizations that not only possess expert knowledge in complex chronic wounds but also in wound care research. So the alliance has several concerns with the current draft and areas we identified which do need further clarifications, and we will address this in our written comments. But today, I'd like to address three issues. The first issue is about the four applications of CTPs in a 12-week period of time. As opposed to previous drafts, First Coast is permitting additional applications and an extension of the 12-week period of time when medically necessary and documented in the patient file. The alliance fully supports the proposed LCD language permitting additional applications or an extension of the 12-week period of time based on medical necessity with documentation provided in the patient's medical record. It's important that a patient be able to receive more applications when medically necessary, especially when their wounds are progressing. So the alliance appreciates and support this clinically necessary and appropriate change from previous drafts.
Secondly, the alliance also supports coverage based on evidence. We've always been on the record supporting evidence-based medicine. However, we are concerned that First Coast eliminated coverage for a significant majority of products in the market currently. Many have evidence to support their use. As such, we believe that First Coast needs to be clearer as to the evidentiary bar as we believe that there are studies for products that were eliminated from coverage that should not have been. We're also aware of products that have evidence that were not identified in your product evidence that were reviewed. So what's the process for a manufacturer to submit evidence that does not appear to have been reviewed? More information on the evidentiary bar and any recourse that a manufacturer has with respect to evidence review should be provided.
Finally, we'd also like to urge First Coast that once this policy becomes finalized, given the limitation on the number of products that are currently on the proposed list of covered products, that there be ample time to implement this policy. Patients will be in the mix of treatment plans on products that may not be covered any longer. Their treatment plans are 12 weeks and any changes to these treatment plans can negatively impact them. Furthermore, facilities who do not use products on the proposed list of covered products will need to go through a formulary review process of the products that are covered to determine what they should add to their formulary. This process can take upwards of eight months. As such, we encourage First Coast to ensure that there's enough time to implement the provisions of the LCD once finalized so as not to negatively impact patient care. I appreciate the time that you've been able to give us today, and we'll be sending in the written comments before the due date in June. Thank you so much for your time.
Dr. David Sommers
Yes. Thank you for your presentation and comments. Our next presenter is Karen Ravitz from Coalition of Wound Care Manufacturers. If you would state any conflicts of interest that you might have. And you can begin.
Karen Ravitz
Wonderful. Thank you so much. I hope you can hear me. My name is Karen--
Dr. David Sommers
Yes.
Karen Ravitz
Thank you. My name is Karen Ravitz, and I'm the Health Policy Advisor for the Coalition of Wound Care Manufacturers. We do appreciate that you are holding this hearing today. Founded in 2000, the coalition represents leading manufacturers of wound care products used by Medicare and commercially insured beneficiaries for the treatment of wounds, including cellular and/or tissue-based products for skin wounds or CTPs that are the subject of this policy. I have no conflicts of interest. Thank you again for the ability to provide our feedback on both the LCD and the LCA. The coalition appreciates that the MAC adopted many of the changes recommended by the coalition in our previously submitted comments, including but not limited to the ability for patients to obtain additional applications when medically necessary and documented. There are many areas in which we believe clarification is necessary still with this draft policy, but we will provide those issues as well as more substantive comments on provisions contained in this draft policy in our written comments.
But for the hearing today, I'd like to focus on three issues and also seek some clarification, Dr. Sommers, on something that you said earlier. The first issue is while we fully support evidence-based policies, more clarity is needed to better understand the evidentiary bar, and you've heard that a lot today. For example, while it appears that the MACs are only providing coverage for products with RCT studies, there are several products that have RCT studies, which are not covered. It also appears that the only RCT studies that the MAC is accepting is for products that have applications within the policy parameters. The MAC has also indicated that coverage will be provided for CTPs having peer-reviewed published evidence, and yet there are products that have peer-reviewed evidence that are also not covered. There's no consistency in the evidence that's being accepted by the MAC, nor is there any transparency as to what metrics were utilized to review the evidence. While the MACs have identified grade as the methodology utilized to review the evidence, there are outputs based on the grade methodology that are missing. These outputs should have been placed in the document, which would have helped inform stakeholders as to why certain studies were not accepted. Yet these outputs were not included in the LCD or in the LCA. And as such, we would request the MAC to be more transparent in its criteria for product coverage, publish what is considered an adequate trial design and outcome to gain coverage, as well as the outputs from the evidence reviewed based on the grade methodology. We would also like to know when the MACs reviewed evidence for this policy, what was the cutoff date, as there are recent studies that do not seem to be included in the evidentiary review for this draft policy.
Second, we would also like to better understand the timeframe and process a manufacturer will need to undertake when submitting evidence for consideration. You've heard this a little bit today where people were talking about the considerations for these products to come to market. There are some products that are currently in development of their trials, some actually fairly close to being published. So does the manufacturer need to submit a reconsideration request in order for the MAC to review evidence for consideration of being placed on the group two list, or since changes can usually be made to the LCA without going through the notice and comment period, which is why the LCAs were established in the first place, that a manufacturer can simply submit their evidence for consideration, and the MAC will review and place the product on the group-to-covered list if the MAC deems that the evidence was satisfactory without not only going through the notice and comment period but completely reopening the LCD.
If the latter, how long will it take for the MAC to review and make a decision for inclusion? Will the decision include the rationale for either not placing or placing the product on the group-to-covered list? We raise this issue because in previous drafts, we had been told inconsistent messages, and would appreciate clarity being provided. The coalition recommends that the MACs follow the intention of the creation of the LCAs and allow for a manufacturer to submit studies for review without having to reopen the entire LCD for notice and comment. As mentioned, the coalition will be submitting written comments with additional issues being addressed, but I would ask Dr. Sommers for you to provide some clarification on a statement that you made when you were introducing this open meeting. You had said, and I hope I'm getting this right, but you had said that covered products were reviewed, obviously. And when reviewing the evidence, if there was success in closure, that those products were placed on the covered list when the closure was in the shortest time. In other words, there was success in closure in the shortest time. So are those products that have good evidence, and there was closure, but the time to closure was longer than others? Are you saying that those products that had times to closure that were longer than others were not contained in this draft policy? So if you can provide some clarification on that, I would really appreciate that. And again, we're going to be submitting written comments with additional issues being addressed, and I appreciate the opportunity to speak today, but would certainly appreciate the clarification.
Dr. David Sommers
Yes. Thank you for your presentation and comments. Our last presenter today is Dr. Mark Block, who's a Florida CAC member. And if you wouldn't mind going ahead and providing any information regarding any conflicts of interest you might have, you can go ahead and start. Thank you so much.
Dr. Mark Block
Yes. Thank you. I'm Dr. Mark Block. I have no conflicts of interest. I am a CAC representative for podiatric medicine and surgery in Florida. I do see patients, treat patients in a hospital-based wound care center, so I do have experience in this area. And previously, I had been involved in some research on products going back a few years ago. So to expedite the process, what I'm going to do is I'm going to go down a list of issues that I want to discuss. I'll start off with a title for that particular issue, and then I'll try to clarify it with additional information. So the first issue is presently, the draft-- well, I'm sorry, let me take a step back. First, I would like to thank First Coast and the associated MACs for addressing this challenging policy. I've been involved with the previous policies and know how difficult it has been to come out with something that has been equitable and workable. I appreciate the time and effort and research that has gone into attempting to provide a fair and equitable policy that will benefit our patients and assist the provider community as well as other stakeholders.
Moving forward, under the first issue, presently, the draft policy is limited to DFU and VLU. Limiting a policy to the DFU and VLU and leaving all other indications up to "medical necessity" creates ambiguity and confusion. And we'd appreciate clarifying if the MACs will apply the rigid guidelines of this policy such as the list of covered products to non-DFU and VLU applications. Perhaps the article can reference or clarify this issue since this question has been raised by a number of providers and apparently, other stakeholders. The next issue would deal with suggested measurable be replaced with failure to respond. Let me further clarify that. One requirement under covered indications is, "Standard of care measures without measurable signs of healing must have preceded the application for a minimum of four weeks." Using the word measurable, it's problematic. For example, an 80 square centimeter venous leg also decreases in size by 1% after four weeks of care that is "measurable" sign of healing, but not consistent with the spirit of this proposed policy. Multiple other areas of the proposal use the phrase failure to respond, which is more appropriate. We would suggest that the standard of care measure without measurable signs of healing must have preceded the application for a minimum of four weeks be changed to standard of care measures with failure to respond must have preceded the application for a minimum of four weeks.
The next issue deals with standard of care, supportive required elements of standard of care for both DFU and VLU. This problematic issue has apparently been provided a workaround. The next issue is addressing the number of applications. We appreciate the support and the workaround that has been given in exceptional cases in which four applications is not sufficient for adequate wound healing. Additional applications may be considered with documentation that includes progression of wound closure on the current treatment plan and medical necessity for additional applications, which segues into the KX modifier that has been developed. It's just hope that when used appropriately, that carriers and any auditors will recognize that. We also appreciate the support of the uniformity of all seven Part B MACs aligning with the use of the JZ, JW modifiers for the service. This has been problematic in the past, and there has been some issues with the interpretation. So again, we appreciate that clarification.
The four weeks versus 30 days addresses consistency issue. What I'm going to discuss here is the proposed LCD refers to coverage requiring failure to respond to four weeks of standard therapy. However, the proposed LCA refers to coverage requiring, "ulcer healing has stalled with standard ulcer care treatment of greater than 30 days." Four weeks and 30 days are not the same, and we would appreciate this language being resolved and consistent. The next area is associating the term "unsuccessful with reoccurrence." Limitation number three in the proposed LCD states, "unsuccessful therapy also includes recurrence of the ulcer in the same location within 12 months from initial application." Recurrence of both DFUs and VLUs is extraordinarily common. This limitation limits patient's access to care. If an ulcer heals with advanced care and then recurs eight months later, there is no reason to restrict the patient's access to the care they need, care that has already proven to be effective for them. It is not uncommon for DFUs and VLUs to recur after resolution, even under best treatments to mitigate the cause. This stated restriction would potentially place some patients at risk for progression of their condition and increase the risk of related medical conditions resulting in potential of the loss of limb and/or other life-threatening conditions as a result of a cascading of medical events.
Next issue is changing, "correcting" to optimizing of, or similar term, the evidence-based guidelines for standard of care. It states, "a comprehensive assessment of patients and their ulcers will also facilitate appropriate care by identifying and correcting systemic causes of impaired healing. We agree that identifying and addressing underlying contributing comorbid conditions is an essential element of wound healing." However, the word correcting is potentially problematic and misleading. We would recommend that changing the word correcting to optimizing. In many cases, the wound care provider cannot correct systemic pathologies that contribute to impaired healing. Diabetes is an excellent example. Diabetes can be well controlled and optimized. In most cases, by definition, it cannot be corrected. A request for clarification of the statement's substantial ulcer improvement is not demonstrated.
And last, or second to last is under evidence-based guidelines for skin-substitute grafts/CTP, it states, "For VLU, a substantial ulcer improvement is not demonstrated after a minimum of four weeks of standard therapy, skin substitute grafts or CTP may be considered in addition to compression therapy," "Post-substantial ulcer improvement" is never further defined, and we feel that this may lead to unintended consequences in the form of ambiguity. The DFU literature refers to 50% reduction in size after four weeks of conservative therapy and a similar measurable criteria for VLU would help avoid ambiguity and confusion.
Dr. David Sommers
Two minutes.
Dr. Mark Block
Thank you. Last, I would recommend changing on page 33 the term podiatry to podiatric medicine and surgery for consistency. Other policies do refer to, I believe, podiatric medicine and surgery. We will be providing a follow-up letter delineating these issues. In closing, I appreciate the opportunity to have hopefully contributed to this challenging issue. As always, I remain available if and as needed to further assist. Thank you very much for your time.
Dr. David Sommers
Yes. Thank you for your presentation and comments. Since there are no other presenters today, I would like to thank everyone for their participation in this open meeting. And again, remind you to submit comments in writing before the end of the comment period, which is June 8th, 2024, as the slide reflects. We encourage you to submit full-text published evidence supporting your comments that have not [inaudible] didn't address the question.
Thank you.
Thank you all.

