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Coordinator: Welcome and thank you for standing by. At this time, all participants will be on listen-
only until the question-and-answer sessions of today’s conference. At that time, you
may press Star, 1 to ask a question. Today’s conference is being recorded. If you

have any objections, please disconnect at this time.
I’'d now like to turn the meeting over to your host. Dr. Haug you may begin.

Dr. Haug: Thank you, Amber and welcome everybody to today’s NGS J6/JK open meeting.

Next slide please.

Just as a note, this call is being recorded and transcribed and will be posted within a

few weeks after the meeting. The next slide please.

In the next slide, you have a list of the NGS CMD Doctors Awodele, Boren,

Cunningham, myself and McKinney. Next slide please.
These are the five policies up for comment today. Monitors will be the first discussed
and that’s a new policy. The second will be percutaneous arteriovenous fistula for

hemodialysis. That’s also a brand new policy.

The percutaneous vertebral augmentation frosty product, which is vertebral

compression fracture, is an existing policy that has some revisions to it that we'll
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have comments on. And then water vapor thermal therapy for lots BPH is also an

existing policy that has the revision.

Then finally, computed tomography cerebral perfusion analysis (CTP) is another

brand new policy. Next slide.

So, as | said, the first policy up for discussion will be the implantable continuous

glucose monitor and Dr. Burrows will be leading this discussion. Dr. Burrows?

Dr. Burrows: Thank you Dr. Haug. Good afternoon, I’'m going to give an overview of the
implantable continuous glucose monitors. The Eversense continuous glucose
monitoring system is the only FDA approved, implantable continuous glucose
monitor. The device was initially approved by the FDA in 2018 with expanded non-

adjunctive indications in June of 2019.

The implantable continuous glucose monitor is a prescription device that provides
real-time glucose monitoring every five minutes for up to 90 days and it is designed
to replace finger stick blood glucose testing for diabetes treatment decisions as

indicated in the FDA 2019 approval. Next slide please.

With respect to covered indications, therapeutic implantable glucose monitors are
considered reasonable and necessary when all of the following coverage criteria are
met. The beneficiary has diabetes mellitus. The beneficiary has been using a blood

glucose monitor and performing frequent defined as four or more times a day testing.

The beneficiary is insulin treated with multiple meaning three or more daily injections
of insulin or Medicare-covered continuous subcutaneous insulin infusion pumps. And
the beneficiary’s insulin treatment regimen requires frequent adjustment by the
beneficiary on the basis of a blood glucose monitor or continuous glucose monitor

testing result.
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And within six months prior to ordering the implantable continuous monitor, the
treating practitioner has an in-person visit with the beneficiary to evaluate their
diabetes control and determine that criteria one through four above are met.

Every six months following the initial prescription of the implantable monitor, the
treating practitioner has an in-person visit with the beneficiary to assess adherence

to their monitor regimen and diabetic treatment plans. Next slide.

With regards to limitation of coverage, the implantable monitor devices will not be
considered reasonable and necessary for individuals who do not require insulin
therapy and short-term diagnostic use to find 72 hours to a week is also not

necessary. Next slide please.

Regarding analysis of evidence, these implantable continuous glucose monitors are
shown to produce similar results to the current FDA approved. Non-implantable
therapeutic monitors and implantable continuous glucose monitors will similarly

improve health outcomes for these Medicare beneficiaries with diabetes on insulin.
Objective criteria of this implantable device are similar to the external sensor
therapeutic continuous glucose monitors. So, coverage of this device will be in line
with current continuous glucose monitoring criteria. We have two registered

presenters. Amber, can you please open the line for Dr. Kaufman?

Dr. Kaufman, | know your slides state this, but for the sake of the audio recording,

can you please state your name, affiliation and any conflicts of interest?

Francine Kaufman: Certainly, can you hear me?

Dr. Burrows: Yes, | can.

Francine Kaufman:  Oh, great. Thank you. My name is Dr. Francine Kaufman. I'm the Chief Medical

Officer at Senseonics Inc. and I'm also a practicing pediatric endocrinologist. And my
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conflict of interest is that I'm an employee and a member of the board of directors of

Senseonics.

Thank you very much for the opportunity to present on the Eversense Continuous
Glucose Monitoring System. The first long-term implanted CGM. | do want to state
that the goal for the presentation is to describe the Eversense CGM System, its
components and then to show a case example of a patient requiring insulin in the

Medicare age range.

I do want to add that a number of Senseonics colleagues are on this call, including
our president, Dr. Tim Goodnow. (Unintelligible) days that continuous glucose
monitoring, CGM is considered the standard of care for type one and intensively-

managed type two diabetes.

The American Diabetes Association that amends their standards every year has
recommended CGM as a tool to improve glucose control and to mitigate
hyperglycemia. The American Association of Clinical Endocrinologist or AACE had
their standards developed in 2016.

And again saw the benefits of using CGM to improve glycemic control and to reduce
both the cost and the medical consequences of severe hypoglycemia. And the
endocrine society stated essentially the same in their 2016 standards that CGM can
be used to improve diabetes outcomes. Next slide.

This slide describes the FDA indications for Eversense as a therapeutic CGM. It's
indicated for adults for up to 90 days. The system provides real time glucose
readings every five minutes, glucose trend information, alerts to detect or predict
episodes of high or low blood glucose. The data can be shared with up to five care

partners in real time.

And the data is retrievable by both patients and healthcare providers to adjust their

diabetes regimen. The device is used as a non-adjunctive system to replace the
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information from standard blood glucose monitoring and it does require calibration.
Next slide.

This slide shows the components of the Eversense CGM system. There’s the center,
which is fully implanted. The smart transmitter, which is worn over the center on the
skin in place with a mild silicone-based adhesive. The information is being on the
mobile app of a smartphone and as well the cloud-based data management system

is available. The sensor again lasts up to three months.

If for implanted, the transmitter has the unique feature of allowing for on-body
vibratory alerts if the smartphone is not within the carrying of the individual and the

transmitter can be easily taken on and off. Next slide.

This slide describes how the Eversense system works. The on-body transmitter
wirelessly powered the implanted sensor. The antenna on the center receives the
energy and receives its power thereby. The indicator polymer on the center of

fluorescence when glucose is present in a reversible reaction.

The sensor then sends back the raw data to the transmitter that actually calculates
the glucose values. The values can then be seen on the mobile device, where it
displayed as well as trends and alerts can be shown. And again this can be shared

with up to five care partners in real time. The next slide.

This slide shows the Eversense insertion and removal procedures. All done in a
sterile field in the health care providers' office. To insert a sensor, a small five-
millimeter incision is made after numbering with glaucoma anesthesia. A sterile tool

is inserted to create a pocket.

The center then placed in that pocket and the skin is clothed with Steri-Strips and a
small bandage is placed on top. So the removal procedure again done under sterile
conditions involving anaesthetizing the area of this small five to six millimeter

incision, inserting the clamp, resting the sensor and removing it.
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And then the incision is closed with Steri-Strips and a small bandage is placed on
top. Next slide.

| wanted to share with you this example of how the system is used by a patient with
intensively managed diabetes taking insulin. This is a report from the BMS system

for a 71-year-old patient with longstanding diabetes.

It shows that she wears the transmitter almost all the time, therefore is able to obtain
the glucose information almost all the time and that the glucose level she achieves
are remarkable. And the glucose values in the CMS system are shown in multiple

ways for survey.

Average glucose values, there’s an estimation of the hemoglobin A1c from these
glucometrics. And | do want to suggest that this has been of incredible value during
the time of COVID, when patients were either unable or unwilling to get a laboratory

measurement of their A1C. You can see this patient's A1C is quite excellent, it’s 6.3.

And then you can see that the glucose information is then shown. The low values are
shown. The in-target range is shown and the high values are shown in addition. And
there are targeted numbers for each of these values so that the healthcare provider

and the patient can see how the patient is doing again established standards of care.

The coefficient of variation and the variation show measures that are seen like
variability. If all you can see the ambulatory glucose profile shows the median

glucose value by time as well as in a quartile range. Next slide.

And the next one after this, if | could just comment briefly on the coverage criteria,
which we agree with. However, | do want to point out that many beneficiaries are
performing blood glucose monitoring as suggested four or more times a day.
However, not all of them are able to do this. Some of them are already using a
different CGM device and are no longer using blood glucose measurements with any

frequency or even at all.
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Therefore, criteria too of the blood glucose testing of four or more times a day might
not be met, so we're hoping that this criteria could be revised. And | want to thank
you for your attention. I'd be more than happy to answer any questions you may
have. And again, thank you on behalf of Eversense the first long-term implantable
CGM system.

Dr. Burrows Thank you Dr. Kaufman for that presentation. Our next registrar presenter is Mr.
Bushman. (Amber), can you please open Dr. Bushman’s on? Sorry, Mr. Bushman, |
know that your slide status but for the sake of the recording, can you please state

your name, your affiliation?

Jesse Bushman: So, can you hear me?

Dr. Burrows Yes, | can.

Jesse Bushman: Okay. So, first of all a correction, | dropped out during my PhD program, | am not a
doctor.

Dr. Burrows Sorry.

Jesse Bushman: So, my name is Jesse Bushman. | am the Senior Director of Health Policy with JDRF
International. It's the leading charitable organization funding Type 1 diabetes

research.

And its mission is basically to accelerate life-changing breakthroughs and look for a
treatment and take care of people while they're looking for cure. | have no financial
relationship to the organization that manufactures the device that is subject to this

proposed LCD.
JDREF strongly supports the conclusion of the proposed LCD that coverage of this

device will be in line with currencies and criteria. There are more than 300,000

Medicare beneficiaries with Type 1. The mainstay of Type 1 disease management
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insulin has been around for about 100 years now. It's not a cure. There are

significant unmet needs and the disease management burden still exists today.

People with Type 1 and their caregivers are responsible for 24 hours a day and often
minute-to-minute disease management needed to survive. And the exogenous
insulin replacement that they use does not work the same as that created by their
own bodies. And that leads to some significant challenges with glucose control and

the increased risk for complications.

Data published earlier this year from the T1D Exchange clinical registry tells us that
less than a third of adults and only a fifth of children in the US meet recommended
glycemic targets as measured by HbA1c. The average patient spends seven hours a

day hypoglycemic and over 90 minutes hypoglycemic.

In addition, real world studies have estimated that most individuals with Type 1
diabetes experience approximately two episodes of hyperglycemia each week and
one severe event per patient per year. Because of the state of diabetes care, there is
a need for technology that can improve outcomes and meet the unmet needs of the

Type 1 population.

Continuous glucose monitors have been proven repeatedly to improve outcomes and
people with diabetes specifically lowering their A1cs. Study of older adults using
CGM funded by JDRF was just published in JAMA on the 16th of this month. And it
demonstrates that use of CGM in this population reduces incidence of hypoglycemia

increases time and range and lowers A1c.

Consequently, anything that we can do to encourage the use of CGM will help
improve outcomes and decrease the costly consequences of diabetes, including
things like hyperglycemia and the more unpleasant long-term complications that

Medicare largely pays for.

JDRF knows from unpublished internal surveys that people with diabetes are very

sensitive to variation and features of CGMs. Some will not use the devices because
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their specific features are problematic for them. Making another CGM option
available to Medicare beneficiaries, like, this proposed LCD will do will increase the
number of people who use CGM and this will have beneficial results.

JDREF strongly supports the conclusion of the proposed LCD that implantable CGM
should be covered by Medicare and we support the designation of the device as a
physician service and as payment under the Physician Fee Schedule. We would

request three changes in the eligibility criteria.

First, the proposal requires that beneficiaries be conducting at least four finger sticks
per day in order to qualify for CGM coverage. And we believe that that should be
eliminated or reduced to no more than three fingers sticks per day. People who are
diabetic and using insulin three or more times per day will necessarily be testing their

blood glucose levels each day.

It's unnecessary to impose the testing as a requirement as they will already be doing
that simply as a matter of taking care of themselves. Further, Medicare standard

covers for test strips only provides for three test strips per day.

And some major suppliers for example, CVS, refuse to provide more than three test
strips per day because of the challenges associated with obtaining documentation to

demonstrate the need for larger numbers of testers and the associated auto test.

Finally, subgroup analysis and two important studies concluded that there was no
difference in the outcomes of CGM usage among those patients who had previously

use four or more finger sticks and those were tested with fewer than four.

An article reporting on this subgroup analysis concluded that "There is no evidence
that frequent SMBG or finger stick testing or Type 1 diabetes has predictive a
successful outcome with CGM use." The proposed LCD requires that the patient be

treated with (unintelligible), so this is the second request that we're making.
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And that is that the proposed LCD requires that the patient be treated with injections
of insulin in order to receive coverage for CGM. There is at least one form of inhaled
insulin on the market. There are some suppliers who are leery about providing a

CGM if the person is using inhaled insulin because of that specific word injection.

So, to accommodate that reality, we suggested the wording within the LCD be
modified to require administrations on insulin. The third thing that we would request
is that the proposal to do requires a visit with the prescribing professional at least

every six months.

The only implantable CGM on the market, the subject of this proposed LCD must be
replaced every 90 days. Therefore, patients will by default be seen their professional
managers of service at least frequently. The manufacturer of the device is working to
get approval for a 180 day versus the device, which would still necessitate a visit with

a prescribing professional every six months.

In the case of this CGM, it would seem that a requirement that the patient visit with
the prescriber at least every six months would be unnecessary since the nature of
the device already requires that. Consequently, the inclusion of this and eligibility
requirement simply creates a paperwork burden for patients, providers and suppliers

that could be eliminated.

If CMS chooses to retain that requirement for periodic visits and documentation and
then we believe that that requirement should be modified to require that
documentation once per year and only more frequently if the provider and the patient

determine that it’s necessary.

With that I'd like to thank you for your time and the opportunity to talk today and

present the views of JDRF.

Dr. Burrows: Thank you, Mr. Bushman.
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We're now going to open the line for any additional comments on this draft policy. If
you’re on the line and you’d like to make a comment when your line has been
opened, please start off by stating your name, your affiliation and any conflicts of

interest.

(Amber), can you please open up the lines for comments?

Coordinator: Thank you. If you would like to ask a question or you have a comment, please press
Star, 1. You will be prompted to record your name. Please be sure to unmute your
phone. Once again, if you'd like to ask a question or you have a comment, please

press Star, 1.

We'll pause for just a moment to allow those to start coming through. We have no

questions or comments coming through at this time.

Dr. Burrows If there are no questions or comments, | think we can move on.

Dr. Haug: Thank you Dr. Burrows. So, we will close the open meeting comments on

implantable continuous glucose monitors.

The next policy to be discussed is percutaneous arteriovenous fistula for

hemodialysis. And as | mentioned earlier, this is a new policy.

In (unintelligible) digital forum, ABS has been the gold standard for hemodialysis
access. So the Fitzgerald's first campaign was launched by CMS in 2003.
Unfortunately, up to 50% never become usable especially in the elderly. A major
cause of this is just an anastomotic stenosis through the new intimal hyperplasia
thought to be due at least in part to surgical trauma to the vessel and surrounding

tissues.
So, a percutaneous approach to an ABS potentially minimizes this trauma. And this

policy looks at two endogenous methods of creating a proximal forum ABS. Next

slide please.
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Key outcome metrics after two years show relative parity between surgical and
endogenous approaches to proximal radiologically ABS using the Ellipsys system.

And so, we believe that it should enjoy comparable indication as a second access
option after a so called wrist fistula. The proposed LCD does not cover the
wavelength system due to ongoing safety issues and limited longer-term data. Next

slide.

| believe these coverage criteria for KVF are pretty self-explanatory and relatively
non-controversial. The main point of contention probably will be the non-coverage of

the wavelength device itself. Next slide.

We have four registered speakers for this policy. The first is Dr. Wasse. Dr. Wasse,

and operator if you could open his line. Dr. Wasse, are you able to...

Dr. Monnie Wasse: Yes, I’'m here and I'm a female, as you’ll recognize from my voice.

Dr. Haug: Okay.

Dr. Monnie Wasse: That’s right. My name is Monnie Wasse, I’'m an interventional nephrologist here
at Rush University Medical Center in Chicago. | was the current past president of the
National Society, which is known as the American Society of Diagnostic and
Interventional Nephrology. And my conflicts today, I’'m a consultant for Avenu

Medical and Xactimate and then a speaker for W.L. Gore and Medtronic.

We can go ahead with the next slide. Thank you. So, | wanted to give the audience
today, first of all, thank you for allowing me to speak. I'm really doing this on behalf of
our patients or dialysis patients. And | wanted to give the audience today a clear idea

of what the potential benefits are for percutaneous fistula.

So, just by way of background for those of you who aren’t quite as familiar with

dialysis access. These first two slides will get you there. So, as what many of you
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know, the surgical AV fistula is really the preferred form of vascular access, largely

due to its lower frequency of stenosis, thrombosis and infection.

But the real sticking point for surgical AV fistulas are that the outcomes tend to be
variable and can be quite poor and up to 60% of surgical AV fistulas in fact failed to
mature for use. As has been determined, one to two of the large studies that have
been conducted by the NIH. Moreover, surgical expertise is widely variable and

regional.

And in many cases, fistula need to require several one to two, maybe three
interventions in an effort to try and promote maturation and prepare them to be able
to be usable for dialysis. All the while that that is occurring patients who initiate
dialysis do so via a catheter. And protracted use of a catheter clearly places them at

increased risk of infection and central stenosis.

Next slide please. So, | think it's important to emphasize what this protracted use and
the length of time that it can actually pick to get a fistula what it can actually be.

Studies done, I'll be presenting two of these just very briefly.

One done in Birmingham showed that amongst those individuals who started dialysis
with a catheter timing was marked from the time at which the patient actually got
their first surgical appointment to the time at which they actually started to use their
fistula.

And as you can see on the right, that time is substantial. The time to first access
surgery was nearly five months from the referral point and time to first use amongst
this patient group was up to one year. So, all of the efforts that these patients go
through to try and get a fistula can take a tremendous amount of time to occur largely

because of the surgical.
Many of the steps that the patients have to go through and an effort to get this done

as well as the fact that surgeons are often very busy and have other types of

surgeries that they conduct. Next slide, please.
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When the same evaluation was done in a patient and group of patients that actually
hadn’t yet started dialysis, those patients with chronic kidney disease stages four and

five, similar results were found.

In fact, the time from nephrology evaluation to the surgical referral was nearly a
month and then the time to evaluation was another 52 days and then the time to
surgery was 30 days. That was nearly 3.5 months for a patient to go from evaluation

by their nephrologist to obtaining a surgery for a vascular access.

And this doesn’t account for the time that it takes for the fistula itself to achieve
maturation. So, a substantial amount of time can pass before our patients are

actually able to get a surgical fistula. Next slide please.

So, you can imagine that nephrologists were all very excited about the fact that
finally a new technology had come about knowing what the problems were and
knowing what the amount of time it was that could fistula could take to even get

placed.

And that new technology is a percutaneous fistula creation, which will be discussed
by both myself and then the next couple of speakers. Really, these devices allow
patients greater access to fistula creation by placing at a fistula creation into the
hands of interventionalists.

And the idea here is that there can be that reduction in the delays that many patients
face, the repeated scheduling of office visits and then the pre-surgical procedures
that are oftentimes required by our surgical colleagues in advance of this procedure

to be performed. Next slide, please.
So again, you’ll be hearing more about this but there are two current FDA approved

devices. One is the wavelength, which is a dual catheter device using an RF

electrode and it’s utilized under fluoroscopy in order to create a fistula.
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Then the second device is the Ellipsys, which is an ultrasound guided single catheter

electric artery device that’s placed under ultrasound. Next slide please.

So in general, these two technologies really focus on the use of vascular anatomy

and the proximal forearm.

And as a nephrologist, we like to use the distal arm as much as we possibly can in
patients in an effort to try and afford them as many options over time because
oftentimes fistulas and graphs can run out or they no longer become usable. So, we
like to give patients as much what we call vascular real estate as we possibly can

and we start, like, to start as distal as possible.

| think it's also important to note though that the use of the proximal forearm fistulas
vessels versus fistula creation is not new. Kenneth Kratz first described the use of
the proximal radial artery to perforate a vein fistula in 1977. And the growth fistula is

a surgical fistula that’s been in use for many years. Next slide please.

So, when we look to see what the two devices currently look like in comparison to a

surgical fistula, there’s some, a few things that are worth noting.

The access type obviously is differentiated by the type of device that is that has been
constructed single puncture versus open surgical incision versus a dual puncture and
then the AV axis creation method. One is a fused anastomosis that’s using the
Ellipsys device. Obviously, a surgical fistula is created using suture and then the

wavelength is used with a slit fistula with RF energy creation.

Image guidance as I've touched upon includes ultrasound for the Ellipsys device and
then ultrasound fluoroscopy and then use of contrast for the wavelength device.
Procedure time based on the two pivotal trials can vary from anywhere from 24

minutes to over an hour.
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And maturation time, you’ll note for the percutaneous devices to date appears to be
significantly better than that of surgical fistula. The time to use for dialysis has been
reported and the Ellipsys device is being shorter than that of a surgical fistula.

And then the cumulative patency for the two percutaneous devices are improved at
12 months beyond that of a surgical fistula. And the cumulative patency of an
Ellipsys device is around 91% compared to the surgical fistula of 64%. Adverse
events vary anywhere from 0% up to 3% as you can see there. And then you can
see where the data originated for the pivotal trials for these two devices compared to

that of surgical fistula historical studies. Next slide please.

So just briefly, it's worth covering the fact that not every patient is a suitable

candidate for percutaneous fistula.

Eligibility in general for these devices includes anticipated life expectancy greater
than a year, which | would say is probably similar to that for a surgical fistula. The
individual should not be a candidate for surgical wrist fistula because again as |

mentioned that’s a territory that we’'d like to start with.

So, if a patient can have the anatomy to support that, that’s the ideal starting point for
a patient. This is an opportunity for a patient to get a fistula who wants to avoid open
surgery. Those individuals who have no evidence of infection are potentially
candidates and then obviously one centimeter vascular parameters for the respective

devices.

And importantly, an adequate infrastructure needs to be in place to support
thoughtful cannulation whether the patient wants to do home hemodialysis and self-
cannulate versus doing in-centered dialysis. Next slide please.

Woman: We're down to a minute in presentations please.

Dr. Monnie Wasse: Thank you. Several ways by which the percutaneous fistula differs from a

surgical fistula as you can read there the one that I'll point out too is that currently,
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it’s less invasive, it appears to have improved maturation and shorter cannulation
time. Next slide please.

As you can see here, distilled fistulas ideally are surgical and as you move to the
proximal forearm that’'s when we employ the use of a percutaneous fistula. Next slide
please.

So, finally potential advantages include reduced delays for fistula creation, the
opportunity for more anatomic options for percutaneous fistula and improvement in

patient choice for procedures for those who wish to avoid open surgery. Thank you.

Dr. Haug Dr. Wasse, thank you. There’s a couple questions for you. Do you do both
procedures?

Dr. Monnie Wasse: | don’t do both procedures. There are two or three interventional nephrologists in
the US that do both procedures. But in general, those of us who work at a hospital
setting oftentimes either our interventional colleagues do one or the interventional

nephrologists do the other.

There are obviously issues around you know, the ability for the hospital to be willing
to pay for both devices to have on formulary. So, those are some things that are

critical issues.

Dr. Haug Do you have a preference?

Dr. Monnie Wasse: Well, | mean, the data so far is supportive, | think of both. | think that the - what |
would say is that | like long-term data and | think the data that is best supported with
long-term data suggesting fewer outcomes or fewer complications and good

cannulation. That data is supported by the Ellipsys device.
But | do know that many of my colleagues have used the wavelength device and are

having very good success with that and in places around the country, including St.

Louis and Dallas, Texas.
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Dr. Haug Do you think some patients would not be a candidate for Ellipsys but might be a
candidate for wavelength?

Dr. Monnie Wasse: Yes, | think based on the opportunities for both the four and the six fronts devices
for the wavelength, there’s an opportunity to approach the arm if we can go back to
one of my previous slides. It gives the opportunity for more distal creation with a

wavelength device.

You can see there that in Zone 2, the wavelength would be ideal for a patient and
then the Ellipsys would use the proximal radial artery and the perforator. So, it's

slightly more proximal than the wavelength.

So, you know, if you’re looking at it purely from an anatomic standpoint and choosing
where the patient has their optimal vasculature and meets the criteria, the
wavelength actually is appropriate for certain patients and the Ellipsys is appropriate
for others. This image came from Dr. Scheffer Dion, who's a vascular surgeon in

Germany.
And he actually uses both devices. And oftentimes on his social media does in fact
report that he has used the wavelength in a patient and then subsequently gone on
to use the Ellipsys device. So, there is a role for both, from what the data supports
and for those practitioners that actually are presenting their data from time to time in
our meetings.

Dr. Haug Thank you Dr. Wasse.

Dr. Monnie Wasse: You're welcome.

Dr. Haug: Okay, our next registered speaker is Dr. Jennings. Operator if you could open up Dr.

Jennings’s line.
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Dr. William Jennings: Hello, this William Jennings. I'm a Professor of Surgery with the University of

Oklahoma here in Tulsa. Next slide.

I, disclosure policy, | do have a stock in the Avenu Medical with the Ellipsys device.
Next slide.

So, these slides are a little tedious, but they’re reviewing literature. So initially, these
talks about some articles about surgical proximal radial artery fistulas which has

been a topic I've been interested in for several decades.

| use this a lot when working with Larry Spergel. We did all the fistula first meetings
for those many years working on increasing the number of fistulas in the United
States. The first article is a meta-analysis looking at proximal radial artery fistulas. It
emphasized the very low risk of steal syndrome, arm edema and other complications

associated with proximal radial artery fistulas versus brachial artery fistulas.

The next paper is number two was a publication from Boston by our next speaker
and his colleague Dr. Ozaki, prospectively looking at brachial versus proximal radial
artery access noting the much fewer risk of complications, adequate flow and good
functional success in both groups.

And lastly, just a reference to an article of mine of a 10-year experience of about
1400 proximal radial artery fistulas with primary patency at 24 months and
cumulative patency of prime at 24 months of 91%. Certainly, these patients needed
intervention to keep this going. However, the cumulative effect was excellent. Next

slide.

So, here’s the Ellipsys device which we have used in our practice. It's a single
venous access catheter placed through a superficial vein into the deep
communicating vein. The jaws are opened and you can see in the lower right hand
image a model of an actual anastomosis where you have fused pressure and heat to

create a secure and anastomosis.
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An image on the left lower from the pivotal study showing an actual fistulogram done

of the proximal radial artery fistula created by the Ellipsys system. Next slide.

So, here’s a schematic image showing the needle has been introduced with
ultrasound imaging only. Through the superficial system into the deep
communicating system, the needles advanced to the back wall of the deep
communicating vein, where it is adjacent to the radial artery. The needle goes into

the radial artery followed by a guide wire. Next slide.

The devices in advanced to over the guide wire of the jaws are closed. A few
seconds of the delivery of the energy from the device creates the anastomosis. In the
original pivotal study, these patients were returned after a week for follow-up and

generally most often had angioplasty of this anastomosis to complete the maturation.

This is long ago been replaced by an immediate balloon maturation at the time that
the procedure that’s just an integral part of the procedure now, so that secondary
balloon is not necessary unless some stenosis develops. Next slide.

So, the initial studies, Dr. Hall and others, it was five centers. As | recall, it was four
interventional nephrologists and one interventional radiologists about 100 patients.
And you can see from the results that cumulative patency at the termination of the

study was close to 90% and functional patency was very good.

Dr. Mallios, trained here with us and then now is in Paris and his initial study of these
Ellipsys devices showed great technical success and long-term patency. Flow rates
are about 900 milliliters per minute. Overall, he encountered no complications such

as Steal or arm oedema and patency rates were great.
He noted and continues to notice fewer needs for superficialization or lipectomy in

these individuals because of the territory saved by avoiding a surgical incision. Next

slide.
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