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PRESENTATION

Operator
Good day and welcome to the First Coast Service Options JN Contractor Advisory Committee. All participants will be in listen-only mode. Should you need assistance, please signal a conference specialist by pressing the Star key, followed by 0. Throughout today’s presentation, there will be an opportunity to ask questions. To ask a question, you may press Star, then 1 on your touchtone phone. To withdraw your question, please press Star, then 2.

Please note today’s conference call is being recorded. I would now like to turn the conference call over to Mr. Leon Tuisha, [sp] Senior Health Service Analyst. The floor is yours, sir.

Leon Tuisha
Thank you. Good afternoon, everyone. My name is Leon Tuisha, Health--Senior Health Service Analyst at First Coast Service Options, and I would like to welcome you to the First Coast Contractor Advisory Committee Meeting for Mac J. [sp]

This afternoon, we will discuss the quality of the evidence and the strength of recommendations of the published literature for glaucoma drainage devices. But, before we begin the meeting, I would like to review some housekeeping items.

We would like to remind everyone that only subject matter experts and CAC members who have completed the conflict of interest and disclosure forms may participate in the discussion. During the discussion, please be courteous of others when they are speaking. Please silence all electronic devices. Please take any phone calls outside of the room. Please place your phone on mute when you are not speaking. And, please do not place your phone on hold to take another call.

With all that being said, now I will turn the meeting over to Dr. Star. [sp]

Chen Star
Hi, I’m Chen Star, [sp] and I’m one of the co-chairs of the meeting. Just to let you know, first of all, that this is being recorded, the meeting. This is a new format for us as CAC members and it’s basically, as we’re talking today, we’re making changes in progress. And, I hope that technicalities, such as if you’re having--if you’re at a distant place and you’re listening to us right now, we will have that improved. We are--the communications will be better that way. And, we’ll also be improving communications in terms of the format of the meeting with time.

We’ll be sending you out emails and information. But, again, we’re learning how to best present and educate you at the same time that you’re doing this. So, the next move--meeting should be improved with time and I think you’ll kind of get used to the format.

I’ll just take a moment to ask that CAC members, first of all, identify themselves that are here. Can we get a consensus up or should we pass the mic around to CAC members so that the members on the--that are listening--

Do we have any new CAC members present today? We have a new CAC member. Maybe if you could just stand up for a moment and we’ll give you the mic and you can just tell us who you are [unintelligible].

Unknown
Hello, I’m [unintelligible]. I’m President of the Florida Optometric Association and I have no conflict of interest.

Chen Star
Great. Okay, thank you. And, maybe we can just run and everybody else introduce themselves to our new member, CAC members, briefly.

Unknown
[Inaudible], Florida Medical Association.

Unknown
[Inaudible], Florida Society of Ophthalmology.

Unknown
[Inaudible], Florida Pediatric Medical Association.

Unknown
[Inaudible] Association.

Chen Star
Okay. And, we have members, also that are listening to us as well that are part of the Webex, and I just want to say that we also have, who I failed to introduce this morning, Dr. Stephens. She is our First Coast Director and maybe she would like to tell us a little bit about her role.

Dr. Stephens
Good afternoon. I am [unintelligible] Dr. Stephens and I am new with First Coast. [Inaudible] and my background is in telemedicine and [inaudible].

Chen Star
Thank you. And, now I’ll hand the mic over to Dr. Mindy, [sp] that will fill you in on details about, first of all, the nature of what we’re doing and the topics that we--subjects and topics. Thank you.

Dr. Mindy
Thank you, Dr. Star. Good morning to you all. Today’s meeting, I first want to start going over the new process for the benefit of the people that perhaps called in on the new CAC members that are joining us today on the meeting here at the hotel. The new process was revised according to CR10 1901, [sp] where if we like the current [unintelligible] development process.

According to this mini revision of [unintelligible], that process could start with stakeholders soliciting informal meetings to try to learn and be educated about what sort of information [unintelligible] require regarding literature, regarding [inaudible] benefits category that they want to refer [unintelligible] and develop. So, it’s an informal meeting that a contractor may direct to address and educate [unintelligible] stakeholders in the possible request of the [inaudible].

[Inaudible] a provider to [inaudible] or any stakeholder that is interested [inaudible]. So, once that process is [inaudible] that they provided literature, they provide the items that have benefit category, and they would [unintelligible], that items is going to roll into [inaudible].

We will take that into consideration [unintelligible] where now the focus of this contractor advisory committee would be--would cost the quality of the evidence and the strength of the recommendations of [inaudible] regarding [inaudible] that if an interested contractor, for possible development of a proposal, [inaudible] develop a proposal to be. Then that proposal to be will be sent out for comments [sp] and once it’s out for [unintelligible] for 45 days, we will have [unintelligible] meeting that will be completely public, open to every stakeholder that they want to participate on the meeting could be participating by [unintelligible] person, as well as now the CAC meetings are also [unintelligible], that now people can hear what’s going on and because of [inaudible] development process.

Once that LTV [sp] goes to the open meeting, their stakeholders can provide a presentation [inaudible] and, then, you go out for--asking 45 days who will answer those comments [inaudible] 45 days and [inaudible].

So, [inaudible] is a new process [inaudible]. So, following that process, now we will go into [inaudible] regarding the glaucoma drainage devices for micro-invasive, or minimally invasive glaucoma [unintelligible] surgery.

Before I start, just doing a sound check. Operator, can you hear me clearly?

Operator
Yes, sir. At times, you might be moving your head in different directions, sir. But, wherever you’re currently facing, if you could please just kind of keep that way, sir, just so that we can hear you better over the phone.

Dr. Mindy
Okay, thank you for that.

Operator
Yes, sir.

Dr. Mindy
I appreciate it. So, I will stay right here then. So, when we were--we provided our CAC members [unintelligible] of the articles that we have reviewed that we found of interest [unintelligible] articles that we felt were significant. And, remember that a [unintelligible] contractor, our focus is on payment and coverage [unintelligible] on services that are provided to the America population. And, our focus today is to see how that evidence supports a minimally invasive devices to promote drainage and reduce [unintelligible] at least for [unintelligible] of glaucoma related events associated with cataract extraction and the use of micro-invasive or minimally invasive glaucoma surgery with small [unintelligible] devices in glaucoma treatment with [unintelligible] procedure for cataract extraction.

To go over some of the talking points regarding our [unintelligible] market, glaucoma [unintelligible] therapy includes [unintelligible] surgical procedures. Traditional surgical intervention [unintelligible] for individuals who feel non-invasive therapy would assist [unintelligible]. Cataract extraction would [unintelligible]. It’s a very common procedure that is done in America beneficiaries. [Unintelligible] diagnosis of glaucoma, or glaucoma, that has been controlled by pharmacological agents prior to an intervention may be not yet into [unintelligible] situation or requiring [unintelligible] and treatment in the short term or long term.

So, one of our interests here is the [unintelligible] surgery that could drastically [unintelligible] pressure in the [unintelligible]. Minimally invasive glaucoma devices, which most devices have been proposed [unintelligible] cataract extraction lens replacement procedure to lessen the effect on the intraocular pressure as a result of the primary intervention. Those with a history of glaucoma [unintelligible] or implantation of continuous drainage device, but for whom the device or procedure has failed to function accurately will possibly benefit from placement of an additional device.

So, the role of one of the [unintelligible] has been proposed to only drainage and pressure reduction as a primary procedure in such an individual with or without [unintelligible] treatment of cataract extraction. That give you some background of the points of our interest and our outcome of interest [unintelligible] reduction for exacerbation of intraocular pressure by a [unintelligible] pressure cataract extraction. [Unintelligible] intraocular pressure in individuals with previous but fully functioning draining procedures and maximum medications, potential reduction in [unintelligible] long and short term medication requirements.

[Unintelligible] repeat interventions and harm from the interventions, potential improved, reached benefit ratio for others undergoing and [unintelligible] intervention and potential enhancement--enhanced avoidance of the glaucoma related vision loss. Those will be our main outcomes of interest.

So, as I mentioned, we provided you with [inaudible] inclusive. [Unintelligible] we felt it had the advantages and disadvantages of the glaucoma drainage device were addressed on that--these issues. So, as part of the new process, we will go over some voting questions where we are trying to sort of mimic the [unintelligible]. That is that they do an evidence [unintelligible] of the literature and then they vote on the confidence that, based on that literature, the CAC member or in this instance, or subject matter expert on the instances of the NCA, National [unintelligible] Association, will provide their feedback based on a scale, one least confident, to five most confident of how confident they are on the--a question related on the evidence that was provided or on evidence that they have reviewed and were not part of our [unintelligible].

So, I want to remember that even though we will be addressing the questions here, we will ask CAC members that they can send off their voting questions to our contractor and we will like to have those votes by May 10th, so we may tabulate them. Okay? So, for the preamble, let’s go over our first question.

How confident are you that various adequate published evidence to support patient benefits from the placement of a micro invasive or minimally invasive glaucoma surgery meets device over the standard cataract extraction without addition of [unintelligible] devices? So, in a scale of one, very low confidence, and five, very high confidence, our CAC members will comment on that.

Unknown
[Inaudible]

Dr. Mindy
Sorry to interrupt, Mr. Friedman.[sp] We are having a--could you walk over here and speak to this microphone over here, to make sure that we’re--people on the lines can hear you? We appreciate that.

Neil Friedman
Thank you.

Unknown
[Inaudible]

Neil Friedman
I will. I’ll do something. Glaucoma is a very widespread condition and although most cases are controllable and we can use relatively minimal intervention, [inaudible]. There are some cases that cannot be [inaudible] optic nerve in such a way [inaudible] at the end of [inaudible] years and a patient can go thoroughly blind from the condition. And, this way is similar in many ways, can do macular degeneration and many of the people will have some early mild cases of macro degeneration. There are a few people who will develop a more severe form to macro degeneration, which can have some very substantive loss of vision.

So, over the years, we have come up with various treatments in an effort to control intra ocular pressure, which is a major component of glaucoma. We generally feel that if you come over the intra ocular pressure, you will prevent a progression of the glaucoma. There are some exceptions and so on and so forth. But, by and large, that’s the idea, get the pressure lower.

You don’t want it to go too low because if the eye is too soft, other problems can develop. That’s what we call [unintelligible]. And, so you have to be on guard against that. But, by and large, if you have somebody with pressure of 25 millimeters of mercury or higher, you can get it down to 16 or 1, that’s generally a good thing.

So, we’ve made efforts to try to do that and traditionally, the therapy for the earlier cases has been eye drops, and the number of different agents are available, probably like most of these [unintelligible] commonly. Hypertension, for example, I know you can treat hypertension in a lot of different ways, with a lot of different agents, and some patients are well controlled with one antihypertensive. Some may require two or three with different mechanisms of action.

And, it’s very similar in glaucoma. They all have different mechanisms of action. So, sometimes you can get by with one eye drop on an infrequent basis. Then, other patients require additional eye drops.

When I was in my training, we would use oral therapy as well, [unintelligible]. But, of course, the patients often got sick [inaudible]. So, we’ve gotten away from that.

Now, the concept has been, let’s start with medical therapy. Then there’s an intermediate stage, which is laser therapy, where it’s non-incisional and you can take a bright light at the laser and you can aim it at the drainage channel of the eye in such a way, it doesn’t actually poke holes in the drainage channel, but it shrinks the structure of the drainage channel in such a way, it shrinks it in certain areas and opens it up wider in other areas, and can often reduce the [unintelligible] pressure drastically.

And, so generally speaking, we have gone with medical therapy first, now eye drops really [unintelligible] and follow that with laser therapy. Now, if the laser is inadequate in controlling the pressure, now we start thinking about actual surgical intervention with the incisional procedures and the like. And, when I was in training, the standard was trabeculectomy, which is a somewhat destructive procedure where you’re actually controlling, so to speak, the leakage of fluid out of the eye.

And, now how you control the leak is a little bit questionable because sometimes you don’t control it well and that pressure becomes too soft. Sometimes you haven’t created enough of a leak and the pressure remains too hard. And, trabeculectomy was kind of a thankless operation because the patient did not see better with it. Often, they saw somewhat worse with the procedure. But, if you could say well, you know what, before we did this, your pressure was 20 and now we’re down to 11, that is probably a good thing. And, that procedure [unintelligible].

So, thank goodness for the glaucoma specialist who retracted to this kind of work, because unlike cataract surgery where the patient can see better, in glaucoma surgery, you’re just lowering some parameter, but the patient can’t see [inaudible] and you’re [unintelligible] potential destruction in the eye.

So, given all of this, the concept came over time of well maybe there are ways it can be less invasive with glaucoma surgery and maybe implant some small devices or something of this sort in a way so that that will reduce the optical pressure. Well, in the beginning, we developed these things called shunts, which are little tubes that actually go into the eye, into a reservoir which is outside of the eye, and that has been well established. We use it now as an alternative to trabeculectomy and those have their pitfalls as well and there’s not just tremendous enthusiasm for their use. I mean, they were used when necessary and are still used when necessary.

So, since we didn’t really have great options despite trabeculectomy and shunts, we said well what if we had just a very tiny incision and inject something into the eye maybe or implant something into the eye that has a pressure lowering effect, like some kind of a tube of some sort that is still a case for the outflow and the fluid out of the eye. Maybe that can be done with relatively little hazard and relatively easily done. And, as a matter of fact, a lot of patients are having cataract surgery.

So, they’re having the cataract surgery. The doctor is entering the eye anyway. Maybe we have some way of finding something that you can inject in there at the same time you’re removing the cataract and maybe that will lower the intra ocular pressure. Maybe we can develop something like that. I mean, that’s the concept of minimally invasive glaucoma surgery [inaudible].

And, of course, a number of different devices have been investigated. They have been studied. They’ve gone through the FDA approval process and [inaudible]. And, the question is well, if you inject this maybe at the time of the removal of the cataracts, so you’re saving the patient a procedure maybe, you’re doing it all at once, maybe this will be efficacious.

All right, so we came up with these various things. Originally, to my understanding, all the devices could only be used in conjunction with removal of the cataract and implantation [inaudible]. You couldn’t just go ahead and take the patient who doesn’t need a cataract and inject this device on top of the cataract. It kind of wouldn’t work or just [inaudible].

So, we had a series of devices developed that were used in conjunction and specifically for use in conjunction with removal of the cataract. And, an additional caveat was added to many of these, was that the procedure could only be done in cases of mild to moderate glaucoma, not advanced glaucoma, because they didn’t seem to have that much of an impact in the advanced cases. You weren’t going to get a pressure of 30 and get it down to 14 if you want with just one of these minimally invasive devices. It just wouldn’t accomplish that. You might get a few points of pressure controlled, but not a tremendous amount of pressure controlled. And, so it was decided for most of these that it would be usage and whoever did the mild to moderate glaucoma, and some of the FDA labels say exactly that.

Now, and a few new things have developed, of course, with the development of technology by some of the manufacturers over time and the thought might be, for example, if you inject one of these little tubes in there, maybe you can inject more and it would be of even greater benefit. It would facilitate more of the optical and maybe we can have some multiple injection device where two of them will go in and maybe three, and let’s see if maybe that will work better and not create substantial risks that one device did not carry.

So, that was a concept. And, then another concept was maybe we can implant this device in an area under the conjunctiva. You all know about conjunctivitis, so under the superficial layer of the eye, and it’s not really entering the ball of the eye in the same fashion, and maybe that can be done and you don’t even have to remove the cataract. And, maybe that would be helpful in certain situations. And, in fact, there is one product out there that is just like that and it appears that that one actually has more profound effect in reducing intra ocular pressure than the injectable devices that’s called the Xen implant [inaudible].

So, this is what’s come along and although we have pretty well established parameters for when a laser procedure should be done, when a trabeculectomy should be done, the use of these next devices is becoming rather popular amongst cataract surgeons particularly because they’re doing the cataract surgery. They’re thinking, “Well, maybe we can help the situation in the glaucoma population by injecting this device.”

So, we’ve got all of that going on, but we don’t really have great parameters. So, we’re not even having [inaudible] for the minimally invasive approach. Now, interestingly, the--and I am going to get to the questions--

Dr. Mindy
--[Inaudible] Thank you for the excellent summary. I think that is a good thing that you’re doing it because you’re touching a lot of points that we went through [inaudible]--

Neil Friedman
--I’m sorry.--

Dr. Mindy
Remember that we failed to mention if you have a conflict of interest.

Neil Friedman
I have no conflict.

Dr. Mindy
Okay. And, then after you are done with your opening statement, then you can address the first question of what your confidence level from one to five with that, using a mixed procedure on a patient that has a cataract, that has glaucoma. How confident are you that using a mixed procedure in that patient would be benefit to [inaudible].

Neil Friedman
The question in there as you see it is that sometimes your cataract surgeons, there’s enough inflammation inside the eye that the pressure shoots up. It goes from 18 or something and now all of the sudden, it’s 35. Well, the thought might be well, if you implant this device, and had you implant this device [inaudible] cataract surgery, you wouldn’t have had that [inaudible]. It would have stayed down relatively comfortable and it wouldn’t have shot up like that.

Now, I’m going to summarize in a way here, the literature which will in many ways guide my post to the voting and so on. I don’t intend to vote until posting the end of the required deadline. But, the summary is this. There’s been a number of studies. Long term data is largely missed. We study--this technology has not been around that long, so we don’t have follow ups of 10, 12 years and so on and so forth. Maybe some for five or six years, [inaudible].

But, we don’t have long term data. The numbers of patients is not--are not that fine and the confidence that we have that the literature is really demonstrative of the real impact of the surgery, I have to say it’s still, in many ways, somewhat low. We don’t have long term data and we don’t have that many patients. And, some of these things, like the one that goes under the [unintelligible] that lowers the pressure so well, I mean, we only have a few years of data on that really and not that many patients [unintelligible].

I do think we need to be cautious. There’s a device that came out with a lot of [unintelligible] called Bypass [sp] because you can bypass the normal mechanisms [inaudible] and it was made by a major manufacturer. And, the two year data, in the studies, were good, had minimal complications and everything worked out just great, and it was approved. So, people were putting it in. Like, they’d have the cataract with only that particular device [inaudible] only to find five years down the road, in the follow up measurements, that there was damage to the internal surface of the cornea that was associated in some way with this device, because you’re putting a device into the ball of the eye and it could bang up against your cornea of the eye or something, some kind of mischief. And, these patients were not doing well. Their corneas were losing the clarity and it was awful.

This was only found out after the five year data. It was not apparent at two years. The two year data was good and everything [inaudible]. So, the five year data showed [unintelligible] and the manufacturer voluntarily [inaudible].

So, essentially that’s the background and I’m going to take a cautious approach, as I think we like to do, and [inaudible]. We have very little information on multiple devices being injected into the eye [inaudible]. There really are not a lot of studies on that. We have limited information on the use of devices without removing the cataract [inaudible] limited data, very limited data on that.

And, I couldn’t really find much at all about [inaudible]. And, really, this device is not common at all. [Inaudible]. So, that’s my approach on this and I think that’s going to cover more or less my voting approach, really [unintelligible]. I just think caution, but we want to move forward as best as technology is being developed. [Inaudible].

Operator
Doctor, excuse me. This is the conference operator. I do apologize for the interruption. Just again, as a reminder, if you could just--if all speakers, if you could just kind of keep your head towards the microphone and not move around too much. It becomes a little difficult to hear on this end.

Neil Friedman
Sure. I concluded any comments. I tried to do it--I know it was long winded, but I tried to maybe bring the entire committee up to speed.

Dr. Mindy
It was--I actually sincerely appreciate your comment, Dr. Friedman. I think [inaudible] literature. So, I’m sorry to [unintelligible] the question, but following the process, on the first question, that you have that conservative approach. What would be your rating from one to five with that in the use of--

Neil Friedman
--Well, I’m disinclined to give you a number, Doctor. If I could respectfully not do so, because I want to--based on the comments of the committee and so on and hearing what is said today, I want to have a chance to consult with colleagues in glaucoma specialty and so forth.--

Dr. Mindy
--Duly noted.

Neil Friedman
--But, I can tell you, for example, with number one, how confident am I that it’s supported in communication indicated where if you were to take out the cataract and not use a lens, whereas if you used, it’d negatively lower the pressure--I think I can probably be at least intermediate confidence for that in the appropriate indications, with the appropriate device, that we have some background on over time and in that fashion.

When it comes to some of the newer devices, multiple injections and so forth, really the evidence is not there yet. But, in many cases, [inaudible].

Dr. Mindy
Thank you, Dr. Friedman. Any other CAC members on the line, do they have a comment or they want to vote?

Operator
[Unintelligible], sir. Let me go ahead and give those directions again. Again, if you’d like to participate in today’s Q&A or speak in the conference at this moment, you can hit Star, then 1 on a touchtone phone. Again, that is Star, then 1 for interaction. We’ll just go ahead and pause momentarily here.

Yeah, sir, I’m seeing nothing on this end.

Dr. Mindy 
Okay, thank you. And, any other CAC members here in the room like to comment?

Unknown
I just have a question. In the new format at the meeting, the discussion we had was really wonderful, but [inaudible] open mic meetings or do you--

Dr. Mindy
No, [unintelligible] the end, I was going to go over discussion questions with the intent of providing CAC members freely way to [inaudible], because even though we like to follow that process of seeing how the literature--how confident are you on the literature to say yes, this is valuable for this population of patients, there are, at the end, discussion questions that the intention was to provide CAC members an opportunity that [unintelligible]. Dr. Friedman was doing such an excellent job, I didn’t want to stop him and allow it to move that part forward. Go ahead, sir.

Unknown
[Inaudible]

Dr. Mindy
The person who’s name, society, and conflict of interest.

Chris Menford
Chris Menford [sp] of Medical Association, no conflicts with this issue. I really appreciate Dr. Friedman’s excellent summary of the issue and respect his opinion. The question I have is compared to existing technologies for glaucoma, this particular surgery, how many people do you think are--would suffer by not getting this particular technology over the next five years? I think that’s an important question.

We were talking earlier about what’s the existing technology, its effectiveness, and how much a new technology is really going to move the needle on helping patient out there. So, do you think a significant number of patients are going to suffer by not having access to the technology compared to system technology? I think that’s an important question for basically any discussion we have about [inaudible].

Dr. Mindy
Thank you. So, let’s go to question number two. The confidence that [unintelligible] intermediate confidence. So, since we expressed intermediate confidence that the literature supports the use of this device in some patients having cataract surgery [inaudible] glaucoma, how confident are you in adding this device to a cataract [unintelligible] procedure for the following indications: [unintelligible] chamber, pressure, not required medication, the [unintelligible] chamber pressure for [unintelligible] controlled with medications, [unintelligible] chamber pressure but risk of [unintelligible]? All of the above? Please name the indication and vote.

So, if any CAC member wants to vote on this?

Neil Friedman
Thank you. Neil Friedman again. I do not treat [unintelligible], but I can tell you another consideration I think that is relevant to a question like this. Regarding something like number one, you’ve got a patient who has minimal problem and here you are [inaudible] to the patient by injecting something into the eye when they really don’t have that much of a problem to start with. [Inaudible] intervention, not that bad of a condition right now.

And, then it’s talking about number B and C. B is probably one where the point I want to make becomes most relevant. Anterior chamber pressure satisfactorily controlled with medication and the question it would raise is well, how many patients will suffer if we don’t put the device in and that was brought up.

Well, one potential benefit, and you can say it’s a self-ranked application, is that they remain medication dependent after the surgery. And, you had a chance to liberate them from medication. All right, well that could potentially happen [unintelligible] device. Before, they were requiring a couple of drops and now all the sudden, they only require one drop. [Inaudible] generally don’t have a profound impact. But, you might take them from two agents down to one agent, for example.

So, I would think that might be a relatively stronger indication for the use of Negs [sp] than let’s say number one. Number two, now we’re--now we really have--number--letter C, we have patients with normal pressure but at risk for glaucoma. Well, you’re taking a fair amount of liberty here and risk with the patient for somebody who has no defined problem yeah, except for risk. So, that’s how I would conceptualize it.

Dr. Mindy
Thank you, Dr. Friedman. So, let’s continue to question number three. How confident are you that there’s adequate published evidence to support micro invasive or minimally invasive glaucoma surgery in those with mild to moderate [unintelligible]? We already went over that. I think we can go to the next question.

Remember you have up to May 10th to submit both these questions through email to us. So, let’s go to question number four.

How confident are you that there is sufficient [unintelligible] for the use of micro invasive or minimally invasive glaucoma surgery made on the following conditions: for management of [unintelligible] glaucoma, for the reduction of intra ocular pressure in patients with glaucoma who are medical and conventional surgical treatment [unintelligible]? If any members wants to vote or comment on this number four question?

So, let’s--does anyone on the line want to comment on question number four?

Operator
Again, as a reminder, please hit Star, then 1 on the touchtone phone if you have any questions or comments. I’m showing none on this side, sir.

Dr. Mindy
Okay. So, let’s move to question number five. How confident are you that there’s adequate published evidence to support the insertion of multiple mixed devices into a single eye? Does anyone want to comment on that question?

So--and nobody on the line neither, no?

Operator
No, sir. No one online.

Dr. Mindy
Okay. So, since we do not have a comment regarding that, let’s go to number seven. [Unintelligible] or drainage procedure has been done, how confident are you that the [unintelligible] adequate placement of a mix with cataract extraction? So, failure of conventional treatment, how confident are you that a mix will be useful for cataract extraction [unintelligible]?

[Unintelligible] number nine. How confident are you of occurrence of mix surgery short term and long term complications, such increased pressure eye pressure, failure to control eye pressure with need for another surgery, eye pressure that is too low, and normal collection [unintelligible] in the eye with the need for a second surgery, damage to cornea or [unintelligible], bleeding in the eye infection, ongoing swelling in the eye, lens becoming cloudy, droopy eye, implant becoming blocked, or losing all of the vision, ongoing [unintelligible] discomfort in the eye, double vision, [unintelligible] complete loss of vision, others?

So, any comments regarding the confidence on the long term complications related to mixed surgery?

Okay, so let’s go to question number 11 since the other questions have been sort of addressed on the previous comment and you can go to the internet. So, question number 11 will say what type of specialty or training must be required to perform this surgery? No comment?

So, finally, let’s go to the discussion questions where there’s no voting questions, but just to open conversation if you want to expand on the points discussed. The important glaucoma drainage or surgical pressure reducing procedure gaps that have not been previously [unintelligible]. This cost any [unintelligible] glaucoma treatment or anterior chamber pressure reduction that [unintelligible] and how they may affect the health of those American beneficiaries.

Does anyone online want to comment about that?

Operator
Again, that’s Star, then 1 if you have any questions on the phone.

Dr. Mindy
As well as anyone in the room.

Operator
Showing nothing on this end, sir.

Neil Friedman
Neil Freidman. I don’t really understand discussion question two. It says discuss any current treatment approaches to lower the pressure. Discuss their disparities and how they may affect the health outcomes of Medicare beneficiaries. Is there some way, Dr. Mindy, [sp] you could rephrase that for me? I am having trouble understanding the exact question.

Dr. Mindy
Basically [unintelligible] question is sort of too see--discuss any current glaucoma treatment on tradition [unintelligible] how they affect the health of glaucoma beneficiary people [unintelligible] procedures versus this sort of [unintelligible] minimally invasive [unintelligible] on the Medicare population.

Neil Friedman
All right. So, disparities between what has traditionally been used and what this new technology will allow?

Dr. Mindy
Yes.

Neil Friedman
All right, thank you.

Dr. Mindy
And, within the rest of the questions, I believe that we have [unintelligible] in our previous discussion. So, any CAC member or any person who wants to comment, if they can send us comments to our email and any other person that provided the conflict of interest, who provide their comments on this post and voting on this question.

So, let’s--nothing--this final part of this question of the literature. So, this is, as I mentioned, an ongoing process where we will try to get and bring points that are of our interests regarding subject matter. We have certain questions of the quality of [unintelligible] regarding that service and we will bring it to the CAC members for voting in the centers where we decide to go to take it to the CAC process.

Now, on the new process, if we feel that that subject matter is not controversial, we can [unintelligible] proposed [unintelligible], put it out there for comments and [unintelligible]. So, we have that other avenue to do this process. Any questions regarding the process? Any questions regarding the questions before I adjourn the discussion part of the CAC meeting? Yes?

Unknown
Yes, I thoroughly enjoyed the preamble to this particular discussion and I think that in the future, if we could have a preamble by an expert to give us a thorough background of past, present, and what they see as a future, might be very helpful in us answering some of these questions. So, a presentation like you did was extremely helpful for me as a podiatrist, not knowing [unintelligible]. It gave me good information to be able to maybe fill in some of the answers.

Dr. Mindy
Excellent comment. Thank you. Any additional comments? So, thank you. This finalizes our meeting. If there are CAC members on the line, they can stay on the line to have a brief conversation. All other parties that are not CAC members, they can leave the room or they can leave the call. Thank you for your attendance. We greatly appreciate your interest on this subject matter. Have a great day.

Operator
Okay, thank you, sir. And, again, the comments have now concluded for the public. Again, we thank you all for attending today’s presentation. Those on the phone may now disconnect.

You are now rejoining the main conference.

Dr. Mindy
Well, thank you all for being here. I sincerely appreciate your participation in the meeting. I greatly appreciate the podiatry community [unintelligible] and I greatly appreciate [inaudible]. I greatly appreciate it. 

All of you can go to your society [inaudible] CAC member [inaudible] greatly appreciate it.

So, any questions, any comments regarding the process that [inaudible]? [Unintelligible] because I was speaking to the CAC members here. Any question from the line?

Bob Castle
Yes. This is Bob Castle from oncology.

Dr. Mindy
Hello, Dr. Castle. Thank you for being on our CAC call.

Bob Castle
And, I have to repeat to you--to the group what I said to you. I think this is--this process is nonsensical. Spending an hour reviewing a few articles doesn’t make me an ophthalmologist and even our ophthalmologist said he needs information, he needs opinions from cataract specialists. What I think needs to be done is that the literature review and the information presented needs to be done by specialists in the area where this--where the policy is involved and then the rest of the CAC members, if they have any input after that, can put their input in.

But, I don’t think it’s appropriate to say to the CAC members, “Okay, read these articles and then how confident do you feel?” I don’t feel confident about anything. Reading articles does not tell me how to use a procedure or use a test. I would not trust anybody else on the CAC to give chemotherapy to one of my patients if they read 30 articles and listened to me for an hour.

That--it doesn’t make a specialist. What we are is a group of specialists from different areas who have reasons to have input. We don’t have the type of input that these questions are getting at. I think it’s just, it doesn’t make sense to expect us to meaningfully answer these questions. My answers to all the questions are going to be one the whole way down. I have no confidence in my ability to determine any of these things and even after reviewing stuff, because I mean, compare me to someone who’s spent three to five years in sub specialty training and then however many years in practice.

Reading a few articles and spending an hour in the group doesn’t compare to that. If CMS is insisting that you have input from experts, find the experts. Find the experts, and there are experts in Florida. There are people in Florida who know about these things and they could present to the group, people without--in a commercial complex. They could do it, and then I think that the group would--I mean, today--the ophthalmology presentation was excellent. But, I still don’t feel confident on anything, myself. I mean, I think--I would say let somebody else decide whether this is worthwhile or not, whether these are--this should be used.

So, that’s all I have to say.

Dr. Mindy
Excellent comment, duly noted. And, the new process allows [unintelligible] if they wish to do at CAC meetings just for subject matter experts. We could decide to do a CAC meeting where we invite subject matter experts. We always will invite any CAC member that wishes to participate, but we would try to get subject matter experts regarding the subject matters to participate on that meeting.

So, excellent comment, duly noted. Any other comment?

Unknown
[Inaudible] Let me purposefully [unintelligible] first, I understand that you’re [unintelligible] and this is not aimed in any way, shape, or form at First Coast Services. As my mother often said, the road to hell was paved with the best intentions and I think this is a perfect example.

I’m still a little confused. You have the open forum for industry, etc. CAC members are able to attend. It sounds to me like that would be a more appropriate venue than this. I came here with the expectation of trying to learn how the new process is going to work and I’m really not comfortable or pleased. I don’t know what can be changed or how we can change it and if there’s a consensus of opinion that is in agreement with me.

Personally, I would like to see us go more back towards the old process than what we have now. So, that’s all I have to say right now. I’m sure I’ll have some more thoughts afterwards, but a little disappointing. And, again, it’s not aimed at First Coast Services.

Dr. Mindy
In the new process for the [inaudible] by doing subject matter expert CAC meeting, where we try to find a subject matter expert on the subject matter from Florida who is our CAC member and tell him, “Oh Dr. Friedman, could you get me [unintelligible] or doctors” or whatever, or “Mr. Block, [sp] could you find me an expert on [unintelligible]” or whatever. So, when the subject matter is on your area, you will be invited to participate as all the other CAC members, but you will be sort of expected to be [unintelligible] subject matter experts from--it could be even out of [unintelligible] subject matter experts and the CAC members.

So, that’s a very valid point [unintelligible] subject matter expert and the CAC specialty [unintelligible]. And, that will be our main focus and then we can have that evidentiary conversation before we go out and practice [unintelligible]. And, then in that other meeting, we will let our CAC members know, “Hey, this is our job” and then you would [inaudible]. But, you can comment. Any person that has an interest can comment.

So, I think that’s a good takeaway point that you have for us.

Unknown
[Inaudible]

Dr. Mindy
[Inaudible] But, personally, I think that yes, [inaudible]. Then let the CAC member, stakeholder, whoever wants to do a presentation, commenting on that LCD [sp] that, “Oh, this is my comment on this LCD,” and then we will allow time for that person to do all the comments on the TLC [sp] that they want to [unintelligible].

Unknown
[Inaudible]

Dr. Mindy
Our plan is to make them on the--where we used to do the open meeting, the Florida--so, that’s our plan. But, they both have a telephone, Webex that you may participate [unintelligible].

Unknown
[Inaudible]

Dr. Mindy
Yes, the open meeting [unintelligible] the participants [inaudible]

Unknown
[Inaudible] sort of an open meeting and have people, the manufacturers and so forth. Does it have to be restricted to day time hours, like working hours?

Dr. Mindy
Our current plan, to be completely transparent, we were [unintelligible] the issues that made it more relevant now. It was the meeting that had TLC. That’s why make it more relevant. The open meeting itself has not really changed that much. [Unintelligible] discussion. So, now the open meetings in the past [unintelligible] have taken a more important role probably [unintelligible].

So, we are in the process to see [unintelligible]. That could be revised but it would take [unintelligible].

Unknown
[Inaudible]

Dr. Mindy
So, we will have to discuss. [Unintelligible] for certain times, that cost a certain amount, that [unintelligible]. So, it’s good to take into consideration. I cannot promise anything because I have to [unintelligible].

Unknown
[Unintelligible] Florida Medical Association. Question and a comment if that’s a good segue. My first question is right here, is my understanding is any of the folks that were invited here could have commented on the literature. Isn’t that correct? Or any expert, invited or not. Isn’t that correct?

Dr. Mindy
Not in the actual CAC meeting. The CAC meeting, [unintelligible] CAC members and subject matter experts. So, the rest of the public can participate--

Unknown
--But, what about the industry folks?

Dr. Mindy
They can’t--

Unknown
Observers

Dr. Mindy
Observers and I [unintelligible] to them that they were here as observers. So, part of the [unintelligible]--

Unknown
--I understand better now. So, they can’t comment on the literature--

Dr. Mindy
--Not in the meeting. They could request a comment and then we would allot a time for them to do a formal comment on it. So, on the open meeting, any person that registers [unintelligible] that is doing business [inaudible]--

Unknown
But, if you had the discretion to bring in some glaucoma specialist if you wanted to, I wanted to clarify that.

Unknown
[Inaudible]

Unknown
Okay. And, one other question or comment then. You said you had to get approval from CMS for your--

Dr. Mindy
No, no, no. [Unintelligible] basic proposal that this is the way I’m going to handle this CAC meeting and this open meeting. I already got--that proposal had some cost to it. So, and I got my approval, so now I’m going to say then okay, I’m going to change it. So, I had to rewrite it and that does have financial implications--

Unknown
--Every contractor [inaudible] do it a slightly different way.

Dr. Mindy
We have meetings as contractors to collaborate and try to define the most similar process among [unintelligible] because some--another thing that [unintelligible] consistency on how the [unintelligible]. So, we [inaudible] okay, where the CAC meeting is going [unintelligible].

Unknown
And, finally, my comment, [unintelligible]. You’re right, he’s got [unintelligible] and he’s got to follow the law. We never like anything new. When we get a new phone, it takes a while, get a new computer, and I say we give it a year and we may like it better.

Dr. Mindy
Yeah, or it may be revised. But, I think [inaudible] very good feedback. I think that I completely agree with [unintelligible] more beneficial if we do [unintelligible] subject matter that we’re bringing for the [unintelligible] meeting and invite all our CAC members to an open meeting. If they want to participate, just make me aware that they can participate [unintelligible].

I think that that will be [unintelligible], that they’re doing something meaningful.

Unknown
[Inaudible] just like the Affordable Care Act [inaudible].

Unknown
[Inaudible]

Dr. Mindy
I appreciate that. Any other comments? Thank you. I always have admired the commitment of the CAC members [unintelligible] particularly when there’s something that’s sort of changed [unintelligible] valuable insight [unintelligible] appreciate it. So, thank you all. Thank you for your feedback. If there are no further questions or comments, then [unintelligible] committee is adjourned and have a lovely Saturday, okay?
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