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PRESENTATION

Operator
Good afternoon. My name is Mandy McGarvey and I'll be your Webex producer for today's open meeting. Before we get started, I do just want to take a moment to remind everyone that this meeting is being recorded. At this time, I'm going to turn things over to contractor medical director for First Coast, Dr. Juan Schaening. Dr. Schaening?

Dr. Juan Schaening
	
Thank you. Good afternoon to you all. I would like to welcome everyone to First Coast August open meeting. My name is Dr. Juan Schaening, First Coast executive contractor medical director. On the phone with me today are my colleagues, Dr. Alicia Campbell and Bobbi Kelly. Joining us from Novitas are Dr. Jyme Schaefer and Dr. Leslie Stevens. Please be aware that First Coast Service Options is recording this virtual open meeting to comply with the CMS guidelines, and by remaining [inaudible] in, and connected via telephone or webinar, your knowledge that you have been made aware that this open meeting is being recorded and you are consenting to that recording. If you don't consent to being recorded, please disconnect from this virtual open meeting.
Dr. Mark Block
Can you hear me? Can you hear me?
Dr. Juan Schaening
Yes. Can you hear me, Dr. Block?
Dr. Mark Block
I cannot hear you.
Dr. Juan Schaening
Okay. Okay. And I'm giving a minute for my staff to reach out to Dr. Block. That is one of our presenters. He's having difficulties hearing anything. I will continue in a minute.
[silence]
So, we are holding today's open meeting to discuss the review of the evidence and the rationale for one new LCD and one LCD revision. The proposed LCD topics for today's meeting are surgical treatment of nails and genetic testing for cardiac disease. During today's meeting, interested parties we make presentations of information related to the proposed LCDs. 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 September 11, 2021. At this time, I would like to turn it over to Dr. Alicia Campbell to provide a brief overview of the proposed LCD for surgical treatment of nails. Dr. Campbell, please go ahead.

Dr. Alicia Campbell

Thank you Dr. Schaening. This is a new Part A and a revised Part B local coverage determination for First Coast to create a uniform LCD and associated billing and coding guidelines for First Coast and Novitas. The scope of this LCD includes the examination and treatment of fingernails and toenails for symptomatic disease processes affecting the nail complex that may require management with surgical intervention. First Coast currently provides limited coverage-

Dr. Mark Block

Hello?
Dr. Alicia Campbell
--for the surgical treatment of nails--
Dr. Mark Block
Hello?
Dr. Alicia Campbell
--when there is--
Dr. Mark Block
Hello? Can you hear me?

Dr. Juan Schaening

Hello, this is Dr. Schaening. Let's briefly interrupt the meeting so we can reach out to our presenter Dr. Block and let him know that he has a problem with the speaker. Mandy, could you-- or Vicki, or somebody, could you contact Dr. Block?
Mandy McGarvey
Dr. Schaening, I think Dr. Block was trying to speak. Dr. Block, are you on? It looks like your line may be on mute, but I do see you're connected by a phone now. Are you able to unmute?
Dr. Mark Block
Hello?
Mandy McGarvey
Dr. Block, can you hear us?
Dr. Mark Block
I can hear you. Can you hear me?
Mandy McGarvey
Yes.
Yep, we can hear you.
Dr. Mark Block
Okay, great.
Dr. Juan Schaening
[Apologies?]. Thank you so much. So, Dr. Campbell, I apologize for the interruption, and you may resume your presentation. Thank you.
Dr. Alicia Campbell
First Coast currently provides limited coverage for the surgical treatment of nails when there is the presence of symptomatic ingrown toenails, subungual abscess, contusions or crush injuries of the nails, Paronychia, complicated wounds of the toes involving the nail components, or deformed nails that prevent wearing shoes or that jeopardize integrity of the toe. The current LCD considers the following to not be medically reasonable and necessary: services to the same nail performed more often than every 12 weeks and nail avulsion and routine nail trimming of the same nail on the same date of service. The proposed LCD addresses the indications for partial or complete avulsion of the nail fold, excision of the nail plate and nail matrix, and wedge excision of the skin of the nail fold, with the use of local anesthetic for those patients where there is a presence of onychocryptosis, subungual abscess, and/or hematoma, subungual tumors, injury of the toes or fingers, fungal nail infection, suspected lichen planus or psoriasis of the nail, onychogryphosis, onychauxis, or congenital nail dystrophies.
Claims must report the nail on which the procedure is performed, using one of the appropriate toe, which is TA through T9, or finger, which is FA through F9, modifiers to identify the digit, in order for payment to be considered. The proposed LCD considers the following to not be medically reasonable and necessary: surgical treatment of asymptomatic nails, repeat nail avulsion to the same toe or finger following a complete toenail avulsion more frequently than every eight months, or complete fingernail avulsion more frequently than every four months, and repeat nail excision of the same nail following a complete nail excision for permanent removal.
Dr. Juan Schaening
Thank you, Dr. Campbell, for your presentation. Now, our first presenter is Florida CAC member, Dr. Mark Block. Please go ahead and present after stating any conflicts of interest. Go ahead, Dr. Block.
Dr. Mark Block
Yes, I don't have any conflicts of interest. Does everybody have a copy of my submission or is it reasonable to assume you do? Because it will make a difference in how I execute my discussion with you today.
Dr. Juan Schaening
Yes, I have.

	Dr. Mark Block
Okay, great. All right, so, again, what I'm going to be commenting on or presenting is based on the draft policy and article. I'd just like to start off by making some general comments, and if anybody has any questions as I present, feel free to interrupt and I'll be more than happy to clarify either now or after the presentation. So just some general comments. I understand that the main goal of any policy is to provide patient access to requisite treatments, and I also understand that overly liberal policies provide potential excess utilization, but we also need to appreciate that overly restrictive policies result in decreased access, which result in increased risk to patients' well-being, health, and welfare. In reviewing of the draft policies, there were several statements published in the draft that are not substantiated in the literature. Implementing some of these policies and edits potentially will compromise the patient's outcomes and may in fact result in increased health risk.
I can also appreciate the daunting tasks of the carrier to provide an equitable policy that attempts to address most, if not all, aspects of these medical conditions, having been involved in this process for many years. I know you all work very hard in trying to come up with a quality policy that's equitable and fair to all. I also appreciate the opportunity that you've given me to provide comments in our mutual effort to provide a policy that is robust and in the best interests of our patients. After reviewing, if applicable, I will provide additional comments prior to the September 11 deadline, and hopefully, they will be contributory in providing constructive recommendations to a final policy. Additionally, I would also like to state that, as always, I remain available to clarify any of my recommendations that I provide. I have in the past, and continue to, volunteer my time in an effort to further assist in facilitating these initiatives should the carrier so desire.
That being said, I'm going to proceed with comments specific to the policy, and how I laid this out is I pretty much cut and paste any of the draft statements, and then I commented on those and I attempted to highlight the area to expedite the process that I'm specifically commenting on. So, starting off with number one, I'm not going to read the whole paragraph. However, the highlighted area where it states patients with factors that predispose them to infection are those with uncontrolled diabetes mellitus prior infection with methicillin resistant Staphylococcus aureus, and immunosuppression. And I'm recommending that additional factors need to be considered, such as peripheral vascular disease, loss of protective sensation, or as it's abbreviated LOPS, L-O-P-S, immunocompromised, and even controlled diabetes mellitus. So just because it's controlled does not necessarily predispose them to potential problems. Well, may predispose them to potential problems, I should say. Dr. Schaening, should I-- does anybody want to comment as I make these things before I go on to the next one, or should I just go through the whole list? Is that how you would like me to proceed?
Dr. Juan Schaening
I think that we would like you to go over your statements and not everybody-- we received you document, but there are people listening to this conference that do not have the document available to them. So it would be good if you go over your document and your recommendations for the benefit of everybody attending this. How you do it-- if you want to read just the highlighted items, that's perfectly fine. It's up to you. But at the end of your presentation I will ask my colleagues if they have any questions, or I have any questions, for you.
Dr. Mark Block
Great. Okay.
 So then to expedite the process, we'll go on to number two, and I'm just going to read the highlighted area in this paragraph. The highlighted area states, "The following non-surgical treatments are typically used for mild to moderate ingrown nails, whereas surgical treatments are used in moderate and severe cases." My comment here is that a patient who is a poor surgical candidate, due to past or present medical history, may need to be addressed with different appropriate options. As written, the policy is dictating treatment and removing clinical judgment from the physician/provider.
Number three, highlighted area, "Treatment of a subungual hematoma depends upon the type of injury." I believe the way this is written, it's really referring to CPT code 11740, and I'm questioning whether that statement even has a place in this policy, since that is not one of the CPT codes that is being addressed. So I would request that, that be looked into, and I'd be more than happy to further dialogue and clarify if there's any questions regarding that or even offer further assistance in how may craft any language if you want to keep that in. Additionally, if it is to be kept in, the comment that I made there is treatments that should also be considered if the patient is at risk for compromised healing and complications due to other illnesses, such as peripheral vascular disease, diabetes mellitus, LOPS, etc., or loss of protective sensation.
Number four, avulsed fingernail. My comment is to include toenail as well, although not commonly used. Personally, I've never, in my practice, had to use a-- there's a statement here of a substitute, but if we're going to keep this language intact, it should also apply to the toenail because there is a potential where it may be appropriate. Number five, "The thickening of the nail plate may be a symptom of a nail fungus or psoriasis," and then, "This thickening, onycholysis," and I ended it there and I commented on this is too restrictive of a statement and predisposing causes, for example, trauma, hereditary, infection, previous surgical intervention, etc., can contribute to thickening.
Under six, "The thickening of the nail plate may be a symptom of a nail fungus or psoriasis. This thickening, onycholysis," and then it goes on to say the next highlighted area again, "is moderate or severe symptomatic dystrophic nail plate." The reason I highlighted that is I further drill down on the term symptomatic or symptom and that's what I'm commenting on. And my comment is the following. For example, a patient who has neuropathic/LOPS is not addressed in this requirement. Therefore, a consideration needs to be addressed to allow for and provide adequate care for these types of clinical-pathological presentations. And I'm assuming that again symptomatic is relating to conditions such as pain, etc.
Number seven, just kind of an edit where it has PNF abbreviation. When I initially read through it, I didn't catch that earlier in the document. It's stated PNF and spelled out, it was proximal nail fold, but that's the only place that indicated it and I could see where there potentially is confusion, where somebody glances over the draft LCD as it is now. So I would recommend that wherever PNF is, you add proximal nail fold, or just state proximal nail fold instead of the abbreviation PNF. Number eight, "Performed under local anesthesia." And my comment there is local anesthesia is not necessary for patients as diagnosed with loss of protective sensation/numbness or as stated LOPS, L-O-P-S.
Number nine, highlighted, "When a chemical matrixectomy is performed, the nail will not regrow and will result in permanently eliminating the problem the nail was causing." And my comment is the statement is not accurate. The statement further implies 100% success. I am not aware of any procedure that provides 100% guarantee other than an amputation, which is guaranteeing no regrowth of the appendage. Clinical experience also refutes this statement. Additionally, a literature search further did not support the statement, and in fact, the contrary is acknowledged. Recurrence of asymptomatic pathology can occur within a few months after treatment is performed. Nowhere was I able to find documentation that stated eight months. Although not common, two to three months is possible. And by the way, that two to three months-- that three months was stated in the previous-- or the current policy, as alluded to in the opening remarks. Eight months is excessive and not an appropriate limitation.
Denying coverage can lead to increased potential for infection, pain, disability, and complications associated with patients suffering from comorbidities, for example, diabetes mellitus, vascular compromised, loss of protective sensation, renal impairment, altered gait, excessive pressure due to the medical conditions. And one also has to understand that the pathology or symptomatology can occur when the nail is 25% grown in, or 50% grown in. It does not occur after the nail completely grows and does not occur at the end of the growth of the nail, at the distal aspect. So, I think a strong consideration has to be given to rewriting those parameters and making it more equitable and taking into account what I argued in my comments.
Number 10, "Wedge excision, the skin of the nail fold," and then it goes on to say, "Wedge of the soft granulation tissue and ingrown nail." Those are the highlighted areas. What I believe this is alluding to is CPT code number 11765, but the definition of CPT code number, or the descriptive 11765, is a wedge excision of skin of the nail fold. It doesn't indicate removal of the nail. It's the wedge excision of the actual nail fold. So, I think that needs to be rewritten because it's confusing and misleading. Number 11, under covered indications. So, I highlighted three areas here, "Symptomatic onychocryptosis," and my response to that was LOPS patient may be asymptomatic and at risk. Number three, "Subungual tumors." Tumors may not be subungual, but adjacent to the nail plate. And number 8, "Congenital nail dystrophies." Congenital is too limiting. There are a number of causes of nail dystrophy as alluded to in this document.
Number 12, under limitations, "The following are considered not medically reasonable and necessary." And number three, it says, "Surgical treatment of asymptomatic conditions," and my comment to that was this unfairly excludes loss of protective sensation patients and those whose comorbidities, clinical conditions, may put them at risk. Under number four, "repeated nail avulsions on the same toe or finger following a complete nail avulsion performing more frequently than every eight months." This was previously addressed in one of my arguments, and, again, it's not appropriately substantiated. Number five, "Repeat nail excision on the same toe or finger following a complete nail excision for permanent removal." Again, this was commented on above as an absolute, and there was a percentage of recurrences with surgical intended permanent procedures.
Under 13, what I highlighted was, "For those patients who have failed conservative therapy or have asymptomatic presentation of an ingrown toenail that is moderate to severe, a surgical intervention, such as removal of granulation tissue of the affected nail fold and the partial nail avulsion of the affected nail edge, and with the application of a chemical, surgical, electrocautery, matrixectomy to prevent recurrences may be required." And my comment here is it should also address those with illnesses that may be at risk for healing, of complications of performed as stated. Also, trauma can be a predisposing condition that can result in that.
Number 14, "More frequently that every eight months, parentheses, 32 weeks, close parentheses, for toenails of 4 months, parentheses, 16 weeks, close parentheses, for fingernails is considered not medically reasonably necessary." Again, I commented on this previously, and then stating my disagreement. Number 15 highlighted is, "Of a symptomatic ingrown toenail or fingernail," and my comment again is addressed in above comments. Symptomatic is not accurate. It fails to address the patient who is neuropathic or suffers from loss of protective sensation, and may be at risk due to other illnesses, so a little bit too self-limiting.
And then this comes under the article, the draft article, so my number 16, my comment, "Excision of wedge of the soft tissue--" I'm sorry, "Stated excision of a wedge of the soft tissue of the ingrown nail," and my comment was, as I commented in the draft LCD, this code descriptive does not state nail, only soft tissue. Under 17, "And is necessary to destroy the nail matrix," and my comment is, I would recommend that this statement be deleted. The verbiage is misleading since the destruction of a nail matrix would warrant 11750. 11730 should never be considered for the destruction of nail matrix. So, I believe here the descriptors are getting a little bit mixed up here, and there is an appropriate CPT code, which is 11750, that addresses that. 11730 is not the appropriate code to address that.
18, the highlighted areas, "The same toe less than eight months or 32 weeks following a previous avulsion." This was also noted previously, and I commented in the draft LCD, re: disagreement with stated period of time. And I just would like to make one more closing thought. After all this hard work went into this draft, in the end, I gave this some thought and I wanted to share this with you. The legacy policy that FCSO has, First Coast, is-- I thought it was well thought out, an equitable document that has addressed the needs since inception. I also contributed recommendations to its update when it was last up for review.
Additionally, First Coast policy staff, CMD, CAC representatives, and other stakeholders provided significant recommendations, edits, and updates, and there was a lot of thought that went into that. The outcome was, I thought, and I believe most if not all shared the same belief that, it was a robust policy or is a robust policy to address the previous deficiencies and current concerns. To the best of my knowledge, the implementation and execution adequately fulfilled the intent. I would recommend that consideration be given to maintain the current policy rather than reinventing the wheel. I hope my comments are helpful and contributory. Again, please feel free to contact me or call on me as needed. I always have, and always welcome the opportunity to contribute, assist and offer any suggestions. So that concludes my present presentation.
Dr. Juan Schaening
Thank you, Dr. Block. We greatly appreciate your excellent comments as always. We will be reading them when you send them. If you can also send supporting literature, that always is helpful. And we really appreciate-- we're very sensitive to access to care. We do have the routine foot care coverage policy that addresses a loss of protective sensation for routine foot care on non-symptomatic patients, but we are certainly going to take into account the loss of protective sensation in regards to this LCD that we are presenting today. So just thanking you and telling you that we will appreciate when you send the documentation to us. Does any other of our contractor medical directors have any comments for Dr. Block?
Dr. Leslie Stevens
I do. It's Dr. Stevens. And Dr. Block, just wanted to thank you for your really tireless effort in advocating for our Medicare beneficiaries, and all the work that you do as a volunteer and as one of our most valued CAC members. So, thank you so much, Dr. Block.
Dr. Mark Block
Well, that's very kind of you. Thank you very much. Appreciate it. And again, I appreciate having been in the trenches with you all over the years, all the hard work you do, and the effort that you're all making under extenuating circumstances to do what's best for everybody. And I know not everybody really understands that or gets it. You really have to be involved in the trenches to understand the hard work and the dedication that you all have. So, thank you as well.
Dr. Juan Schaening
And the same applies to you. We're very grateful for the excellent services that you provide to our beneficiaries, and the help you have gave us throughout the years with podiatric issues and particularly during pandemic events. So, we greatly appreciate your feedback. We will have the due deference that we need to have to your feedback. A reminder, this is a very regulated area. There is a lot of applicable manual language that provides certain inherent limitations that we must apply as a contractor. But definitely the part regarding the evidence, clinical evidence, we're going to review, and we will address during the comments response document. And if we have any doubts, we know that we can reach out to you and ask questions.
Dr. Mark Block
Absolutely.
Dr. Juan Schaening
So, we appreciate that. Thank you.
Dr. Mark Block
Can I just-- two questions that I have. First one is I looked up the Medicare data, and it doesn't seem to be a high level of utilization, unless I'm missing it. Is there a reason why this policy came up? Was it on just a timeframe for review with all policies? Is there a reason why it's even being continued and not being retired? If you can share that with me.
Dr. Juan Schaening
Sure. Do you want to address that, Dr. Campbell? As stated, we're consolidating our policies with Novitas Solutions - that is our sister company - that we're putting them in the 21st Century Cures Act when we consolidate our LCDs. So, we're trying to have a single library of LCDs. But when we consolidate an LCD to be used for all our jurisdictions, we need to take it through the process and the new rules of 21st Century Cures Act, that requires the summary of the evidence, and all. So that's why we have to, like you say, sort of reinvent the wheel, because this LCD was developed in the old process. And now we have to do it in the new process that follow the 21st Century Cures Act rules. But it was a consolidation effort. I will let Dr. Campbell elaborate more because she's letting me know that she had an issue and was in mute. So now she's able to speak. So, I get to let Dr. Campbell speak to her part.
Dr. Mark Block
Okay. Thank you.
Dr. Alicia Campbell
Hi. Thank you for giving us feedback. As Dr. Stevens stated, you're a very valuable CAC member that has helped us a lot in the past. We have kind of a process where we look at a lot of data across all three of our jurisdictions, as we're making decisions whether LCD should be retired, revised, or left alone. And so, this one, based on looking at the data across all three jurisdictions, supported that we really didn't want to retire it, but we also recognize that we felt there may have-- that we needed to revise and update it. And that's why it ended up being one that ended up going through this process.
Dr. Mark Block
Okay.
Dr. Alicia Campbell
I hope that explains some of our thought processes behind how the thing was selected, and why it's a revision and not a retirement.
Dr. Mark Block
Got it. Okay. No, that's helpful. Thank you. One last statement, personal. I noticed that the-- just looking back here, the draft article. The number is the DA57666. Could we change the 666 to maybe 555 or 777? Or is there a hidden message there? [laughter]
Dr. Juan Schaening
I think those method of numbers are basically assigned a lottery by the system in the order that we develop the documents, so let's see what we can do about that, but I get your concern. [laughter] Thank you for letting us know that.
Dr. Mark Block
I think that was the reason I had audio problems, but anyway. [laughter] Anyway, again, I appreciate all of your time, and I'm available as needed and thank you all.
Dr. Juan Schaening
And thank you, Dr. Block. Any additional comments or questions regarding this LCD before we move forward?
Dr. Mark Block

From my standpoint, if there's anything that I-- I'm going to be re-reviewing. If there's any revisions or anything else I need to add, I'll send it in through the comment period that ends on September 11th. Unless there's something specific. Of course, reach out to me and we can take care of it before that. But no, to answer your question right now, no.
Dr. Juan Schaening
Okay. Thank you. When you send that to our staff, please copy me. I would appreciate that. Thank you.
Dr. Mark Block
Sure. All right. Thanks again. Have a good day. Stay safe and healthy. Bye.
Dr. Juan Schaening
The same. 
Dr. Mark Block
Thank you.
Bye.

	Dr. Juan Schaening



Okay. So now since there are no additional presenters, I would like to turn it over to Bobbi Kelly to provide a brief overview of the proposed LCD for genetic testing for cardiac disease. Bobbi, could you please present? Thank you.
Bobbi Kelly
Certainly, thank you. This is a new part A and part B LCD that was developed to create a unified LCD for both First Coast and Novitas. The scope of the LCD is genetic testing in the practice of cardiovascular medicine in the Medicare population. Genetic testing for inherited cardiovascular disease in the patient with corresponding appropriate phenotypic medical conditions has the potential to assist patient management in the Medicare population. However, given our complexity and rapidly expanding knowledge in this area, there is also a potential for testing that does not result in improved outcomes for the patients. Reliable evidence for variants identified in genetic testing is critical The information must be actionable for the patient with the ability to improve patient management.
Prior to testing, a rigorous disease appropriate phenotyping is necessary. The NIH funded ClinGen that follows the standardized clinical protocol for evidence generation that is transparent with the working groups such as science technique and clinical experts. The widely accepted research and resources from this leading expert in the field, the ClinGen resource, provides a global review of genetic testing to provide clinicians the ability to understand, implement, and improve the outcome for the patient. Therefore, coverage for genetic testing for inheritable cardiovascular disease is based on the ClinGen gene disease scoring, where the patients are likely to have beneficial health outcomes. And this information is available via the web for public use.
Cardiovascular testing will be considered medically reasonable and necessary if the patient has a condition, or it has been demonstrated that a rigorous disease appropriate phenotyping has been established, for clinical diagnosis or suspected diagnosis, and the moderate, strong, more definitive clinical validity and qualitative descriptor. In addition, the gene being tested must have the following: disease severity of sudden death, possible death, major morbidity, or modest morbidity; substantial or moderate evidence of a greater than 40 percent likelihood of the disease; substantial or moderate evidence of highly effective or moderately effective intervention; the nature of intervention is either low risk/medically acceptable/ low intensity intervention, or moderately acceptable/ risk intent for intensive interventions. All the above mentioned requirements are easily attainable at the ClinGen site, that requires no membership or subscription.
Genetic testing of an asymptomatic patient, testing solely the proband identification, testing the with family history, and as the only indication of and testing where it does not directly impact the outcome or treatment of the identified patient, is considered not medically or reasonably necessary. And this completes the summary. Thank you.
Conclusion

Dr. Juan Schaening
	Thank you, Bobbi. Really appreciated your presentation. So since there are no other presenters for this LCD, I would like to thank everyone for their participation in today's open meeting, and remind you to submit comments in writing before the end of the comment period on September 11, 2021. And just wishing you all a beautiful day. This meeting is adjourned. Thank you all for participating.

	





