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PRESENTATION

Operator
Good day, and welcome to the First Coast Service Options open meeting. All participants will be in listen-only mode. Should you need assistance, please signal a conference specialist by pressing the star, then zero on your telephone keypad. Please note, this event is being recorded. I would now like to turn the conference over to Dr. Juan Schaening. Please go ahead.

Juan Schaening
Good morning. I would like to welcome everyone to First Coast Service Options May Open Meeting. My name is Dr. Juan Schaening, and I'm the Executive Contractor Medical Director. On the phone with me today are my colleagues Dr. Alicia Campbell and Dr. Leslie Stevens. We are holding today's open meeting to discuss a new proposed local coverage determination, and to hear information presented by interested parties related to the proposed LCD. The proposed LCD topic for today is implantable continuous glucose monitors. And the proposals on implantable continuous glucose monitors is the result of an LCD reconciliation request. 
[bookmark: _GoBack]
During today's meeting, interested parties will be introduced, and will then be allotted 15 minutes to make presentations of information related to the proposed LCD. Please remember, all formal comments must be submitted in writing. As a reminder, today's call is being recorded. At this time, I would like to provide a brief overview of the proposed local coverage determination. I am going to go over the rationale for our determination. 

The 2019 American Diabetic Association Treatment Guidelines noted that use of self-monitor of blood glucose, or CGM, is most important for insulin-treated patients, because it enables them to adjust therapy to minimize hypoglycemia and manage hyperglycemia. It also noted that real-time CGM should be used as close to daily as possible for maximum benefit, and that was a grade A recommendation. Medical coverage of therapeutic CGMs for patients, or intensive insulin therapy meeting certain criteria. Adjunctive CGMs are not covered. By and largely, if implantable CGMs are shown to produce similar results to the current FDA-approved non-implantable therapeutic CGMs, the implantable CGMs will similarly improve health outcomes for those medical patients with diabetes on insulin. 

The available clinical study for implantable CGMs include pivotal trials from the U.S. and Europe, and post-market registry data. Both the pre-market and real-world post-market data support patient benefit, with mean at sort of relative difference and other relevant data in the acceptable range. Therefore, objective criteria of this implantable device are similar to external sensor therapeutic CGMs. And in conclusion, coverage of this device will be in line with current CGM criteria and current coverage--medical coverage for CGMs per the DME medical contractors. 

So, that's my summary of the reasoning behind the--our determination, our rationale of determination, and our--based on our analysis of the evidence. I would like now to announce Dr. Kaufman, and Roger L. Moebus from Senseonics, Inc., the company that makes Eversense. They are going to be the presenters in our open meeting. I now give the floor to Dr. Kaufman and Mr. Moebus. Please proceed.

Francine Kaufman
Thank you very much, and I certainly appreciate this opportunity, as does Mr. Moebus, to be able to give you further details on implantable CGM, including Eversense. And I'd like to introduce myself, I'm the Chief Medical Officer at Senseonics, Inc. I'm also a distinguished professor at the University of Southern California's School of Medicine, and our Children's Hospital of Los Angeles, where I continue to be a practicing physician in endocrinology. And I'm very proud to announce that I'm the past President, as well, of the American Diabetes Association. 

And now I'm going to go to the tenth slide, which discusses that CGM is a standard of care for those people with diabetes who take insulin. And all three major diabetes associations--the American Diabetes Association, the American Association of Clinical Endocrinologists, and the Endocrine Society--have CGM as a standard of care, because it has been shown to improve outcomes, and to lower A1C as well as reduce hypoglycemia and make the management of insulin-taking diabetes much more possible, as well as to improve the outcomes. So, these three major societies have CGM as standard of care for people with diabetes. 

The next slide is a view of the approved indications for our therapeutic CGM, and Eversense is a therapeutic CGM. it is labeled for adults greater than 18 years of age, and for use for up to 90 days. The system is intended to provide real-time glucose readings, glucose trend information, alerts to the text both actual and predicted episodes of high and low glucose. It has a share capability, so five additional care partners can see real-time data from the patient, sent to their phone. 

And the data management system--so all the data is captured, and it is in an easily-accessible data management system, which I might suggest has become ever more important in the era of COVID, to be able to retrieve that information during virtual visits with patients. So, it is used as a non-adjunctive device to replace information obtained by standard home glucose monitoring, and it does require calibration. 

So, the next slide actually shows the components of this system. So, there is a sensor, which transmits information to the marked transmitter, which is worn on-body. The center is implanted in the subcutaneous space, and the marked transmitter is worn over that area. And then, information is then transmitted to the mobile phone, where the glucose trends information, as well as the actual glucose value at the time, and including arrows for directional change are available to the patient in real-time. So, the center lasts up to three months, it's fully implantable. 

The transmitter has a very unique feature, an on-body vibe alert, so it vibrates at certain levels, which are set by the individual with their healthcare provider. And the transmitter can be taken off and put back on without damaging, obviously, the sensor, which is implanted underneath. And then the data is captured in this data management system, which physicians and patients, or their healthcare providers can easily access from the cloud, to determine how the patient overall is being managed. There are a number of glucometrics available to both the patient and their healthcare providers. And then, it also has that share capability, so, in real-time care partners can get to see the data, and be aware of the alerts to the patient, and therefore, help in the management of that patient. 

So, the next slide, which is Slide 5, shows how this CGM system works. So, the body has on top of the sensor this smart transmitter, which is placed with a mild adhesive, and this wirelessly powers the subcutaneous sensor. The sensor antenna receives this RF energy from the smart transmitter to power the device. And this powers the indicator of polymer to fluoresce, and the fluorescence is dependent on the glucose concentration bathing the polymer at the time. The sensor sends the raw data back to the smart transmitter, which then calculates the glucose values. And then, the smart transmitter sends the sensor data, so the absolute glucose value at that time, the trend, the alert, to the mobile device, and again, it is able to be shared with up to five share partners. 

The next slide discusses the procedure to implant and remove the sensor. It is done an in-office procedure under sterile conditions. So, the patient first determines where they want to wear it, it's indicated to be worn on the outer arm. And then that area is marked, then it's cleansed, and again, this is done under sterile conditions. A small incision, approximately five millimeters is made, after lidocaine installation, to cause, obviously, pain reduction, or elimination. Then, next, the inserter takes a specialized tool, which is then inserted to create a pocket. That tool is removed, the sensor is placed in that area, and then closed with steri-strips. 

The removal procedure is very similar, done under sterile conditions, an incision is made approximate to the center, and then a clamp is inserted, and the sensor is removed, and that is also closed with steri-strips, and obviously done, as well under local anesthesia with lidocaine. Inserters and removers are trained by Eversense specialists, and the training procedure follows a very didactic course, and then the inserter and remover are observed for three procedures of both before they are certified to be able to do this procedure without observation.

The next slide shows a case vignette, and I'm excited to share a case with you. This is the reports that are available in the cloud and easily accessible to both the patient and the healthcare provider. There are numerous reports, but this is now what is known as the AGP report, a common report that is used by other CGMs as well. And it shows a number of group of metrics, it shows the wear time of the patient, how often they are keeping the transmitter over the sensor to get real-time data, then it shows a spread of the average glucose, an explanation of what an A1C would be, it's derived from that. It's now called the GMI. 

And this has been very, very important to obtain during the time of many telehealth visits, which are what is occurring, for people with insulin-taking diabetes. And rather than have them go to a laboratory, which many are afraid to do, you can get this estimate of the A1C from the sensor glucose data. Then it shows the spread of the glucose distribution, into the low, the target range, as well as the high range, and now there's a very distinct desire to know these glucometrics, which are outcome measures themselves. 

And then related to both immediate effects of glucose aberration, as well as to being correlated with the A1C, so that they can give an estimate of long-term outcome as well. And then, coefficient of variation and standard deviation are given as measures of glucose variability. And then, there's an ambulatory glucose profile that shows the glucose overlay over time. And this time period can be determined by the patient or their healthcare providers, from two weeks to months. 

And this is actual data from one of our 71-year-old users of our CGM device, who's had diabetes, Type I diabetes for 15 years. And actually, it is an excellent example of how well diabetes control can occur as a result of using CGM in patients who take insulin. So, I will now turn it over to Chip Moebus, and thank you, all, very much for your attention. 

Chip Moebus
Thank you, Fran. Good afternoon, this is Chip Moebus. I just wanted to provide a little commentary on the coverage criteria and the billing and coding article that accompanied the proposed local coverage determination. I'm currently employed by Senseonics as the Senior Director for Reimbursement and Market Access. First, we thank First Coast Service Options for all of the diligence that went into developing this proposed local coverage determination, and we definitely appreciate the expeditious nature by which they have acted here, as we know that local coverage determination can be a bit of a process.

In looking specifically at the therapeutic implantable CGM coverage criteria, there are criteria here that are nearly identical to the criteria that we are familiar with in the DME max. And one thing we wanted to bring to First Coast Service Options' attention, was a requirement of four or more times a day testing. And one of the concerns we wanted to share and raise with the group here, is that there could be patients that have adopted other CGM systems, and have not been able to comply with them, or have had trouble managing them, or frankly might not be appropriate for them anymore in light of other CGM options. 

We wanted to make a recommendation that additional language be supplied that would be outlined here. It says under criteria 2 to add language that says, "or the beneficiary has been using a CGM device previous to an iCGM," as a qualifying criteria. We believe that will give the patients the opportunity as well as the clinicians, who believe an iCGM option might be more appropriate for them and their care. So, we wanted to raise that as a potential add here to the current coverage criteria. Overall, we're very pleased with what we see here. It's very much in line with what the community has already seen, and the earlier local coverage determination that was administered by the DME MACs. 

And then finally, in looking at the more detailed coding information in the group one paragraph, we did see that one of the key codes, or the category three codes is missing from these group one codes. We believe they should be inserted here. We'd like for First Coast Service Options to update this section with the category code--category thee code 0447T. That would allow for removal of implantable insertional glucose sensor from subcutaneous pocket via incision, for patients that may need removal of the sensor only. 

So those are really our only two main comments related to criteria and the billing and coding article that supports this local coverage determination. Again, on behalf of Dr. Kaufman, myself, and our colleagues at Senseonics Incorporated, we're very excited about the opportunity to see local coverage determination come through. And of course, we're here to support with any more information, and we appreciate the hard work of First Coast Service Options here today. 

That will conclude Senseonics portion of the presentation today. Dr. Schaening, we'll yield back to you. 

Francine Kaufman
And if I could just interrupt for one second, I did want to also tell you that colleagues from Senseonics have been on the call as well, including our President and CEO, Dr. Tim Goodnow, as well as two of our Vice Presidents and our COO, in addition. So, thank you for allowing them to join us, in addition. 

Juan Schaening
Our pleasure. You know, and we're very grateful for your presentation, and all the work that you do on behalf of patients with diabetes. Your comments will be noted. Regarding the addition of the removal code, we could easily add that code to our finalized article. The issue that we wanted to avoid by not having the code there on the article, is that we didn't want to submit the removal code to the same criteria of diagnosis that is applicable to the implantation codes. 

And that was the main reason we didn't include, but we can make, definitely, an inclusion of the code, so people are aware that it relates to the LCD, making note that we maybe won't be applying the same ICD-10 diagnosis codes that are applicable to the other two codes, because there could be non-diabetes-related reasons to remove the device. 

Chip Moebus
That's a good point, Dr. Schaening. That was not something that we had considered. So, if First Coast Service Options believes it's more appropriate to not list that code, we would not have any concern around that. If it is one that invokes the ICD-10 codings, and those, then we completely understand your position on that. 

Juan Schaening
Yes. But don't worry, we will definitely consider your point, because it's a very valid point, for educational purposes. Probably providers, when they see the article, they're going to raise the same question. So, maybe we should add to the article, but just know that no ICD-10 codes will be applicable to that removal code, or whatever. We will work on that. But thank you, we really appreciate that comment. 

Chip Moebus
We appreciate that, Dr. Schaening.

Juan Schaening
So, Dr. Stevens, do you have any questions for our presenters?

Leslie Stevens
No, and it was a great presentation. Thank you all for attending and presenting.
 
Juan Schaening
And Dr. Campbell, do you have any questions for our presenters?

Alicia Campbell
No questions. And thank you for the presentation. 

Juan Schaening
So, then, I would like to give thanks again to the presenters, on behalf of First Coast Service Options. Any interested stakeholder, or any person that is interested in the policy, they can continue to send us recent comments through our medical policy mailbox. They can--we sort them to write comments on our LCD. We will certainly be able to rate them and address them when we finalize our LCD, and we'll issue the comments on our comment response document. 

So, I feel that with this, I will be--after thanking you all, again, for your presentation, I will then be adjourning the meeting. And making note that, even though we're definitely going to consider the comments that you have made today, we will be very grateful if you could submit those comments in writing. We have it on the presentation, but any additional comments, you may submit it in writing, okay? I appreciate your participation, and for attending our First Coast Open Meeting. Have a beautiful day. The meeting is adjourned. 

Francine Kaufman
Thank you very much.

Chip Moebus
Thank you, Dr. Schaening.
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