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Notrth Carolina Division of Health Service Reguiations
Attention: Tanya Rupp, Project Analyst

Healthcare Planning and Certificaie of Need Section
Edgerton Building

809 Ruggles Drive

Raleigh, NC 27603

Re:  Comments regarding CON application for a mobile lithotripter filed by
Eastern Carolina Lithouipsy, Inc.

Dear Ms. Rupp:

Attached are Comments submitted on behalf of our firm’s clients Carolina Lithotripsy, a
Limited Partnership, Fayetteville Lithotripters Limited Partnership ~ South Carolina II, and
Fayetteville Lithotripters Limited Partnership — Virginia I in the above-referenced matter.

If there are any questions, please let mie know at your earliest convenience.

Sincegely vours,

By~

Anthony . Brett
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: COMMENTS REGARDING
CON application for a mobile lithotripter filed by Eastern Carolina Lithotripsy, Inc. (“ECL™)

Commenters: Carolina Lithotripsy, a Limited Partnership (“Carolina Lithotripsy”)
: Fayetteville Lithotripters Limited Partnership — South Carolina II (“South
Carolina 1)
Fayetteville Lithotripters Limited Partnership — Virginia 1 (“Virginia I”")

Through their general partners, ESL, Inc. and Lithotripters, Inc.

Contact: Debbie Scott
Vice President — Customer Relations
HealthTronics, Inc.
9825 Spectrum Drive, Building 3
Austin, TX 78717
(512) 721-4779 (office)
(800) 706-6502 (fax)
debbie.scott@healthtronics.com

On behalf of the three above-named Commenters, ESL, Inc. as general partner of
Carolina Lithotripsy, and Lithotripers, Inc. as general partner of South Carolina IT and Virginia I,
provide the following comments concerning the above-referenced Certificate of Need
Application. In short, the ECL Application is based upon the false premise that ECL would
improve access for a medically-underserved population in eastern North Carolina, among other
deficiencies.

Eastern Notth Carolina is not Underserved

As ECL notes at various places in its Application (pages 35, 63-64, and 73"), Carolina
Lithotripsy and Virginia I, which serve eastern North Carolina, operate at low volumes. Since
both Carolina Lithotripsy and Virginia I focus on providing service throughout eastern North
Carolina, this fact alone is strongly suggestive that there are not unmet needs (page 62). The
suggestion by ECL that Carolina Lithotripsy and Virginia I are, for some unexplained and
illogical reason, disinterested in providing service in this area is simply false. Instead, Carolina
Lithotripsy and Virginia I are meeting the existing needs in this area, and both would relish the
opportunity to provide services to additional patients at current host sites and at any additional
host sites to serve any patients who have needs; combined, they provide service at over 30 host
sites in eastern North Carolina (page 37).

[HMustrative of these facts is ECL’s focus on Craven County in which the CarolinaFast
Health System (“CarolinaEast”) is located in New Bern. Carolina Lithotripsy currently provides
service for CarolinaEast. In the event that ECL were to provide service there, the number of
patients available for treatment would not change even if Carolina Lithotripsy were completely
displaced by ECL. As shown by the 2015 reporting of cases performéd, Carolina Lithotripsy
treated 89 patients (page 43). The number of patients treated in 2015 by Carolina Lithotripsy

! Ali page references are to ECL’s Application.



represents a decrease from prior years (page 43). Despite these facts, ECL projects performing a
volume of services at CarolinaEast of mythological proportions without explanation concerning
where these additional patients would come from.

ECL suggests that Carolina Lithotripsy’s current volume of service at CarolinaEast is a
result of Carolina Lithotripsy not providing adequate availability to treat patients. However, as
shown by Exhibit A, that is not a problem; for the year 2016 to date, the service provided by
Carolina Lithotripsy at CarolinaEast has provided more available slots than were used for every
month. As Exhibit A shows, Carolina Lithotripsy scheduled 30 weeks with 90 service slots, but
CarolinaEast only used 38 service slots during 21 weeks. Also, as shown by the attached
letters/emails from the following urologists contained in Exhibit B, the urologists who provide
services at CarolinaEast are of the opinion that the Carolina Lithotripsy service meets the needs
of their patients and does so providing quality services: Dr. Doak, Dr. Doyle, Dr. Holland,
Dr. Stewart, Dr. Underhill,? and Dr. Walsh,

As ECL’s “Craven County” argument that needs are going unmet in eastern North
Carolina is clearly false, then the remainder of ECL’s “eastern North Carolina® argument should
be met with a healthy degree of Missouri (the “Show Me” state) skepticism.

For example, ECL suggests that it will be “bringing lithotripsy” to Cumberland County
area as if that would be a new thing (page 43). Well, that would be a good argument if it were
true, but it is not. Carolina Lithotripsy performed 143 procedures in 2015 at Cape Fear Valley
Medical Center (at its Highsmith-Rainey Specialty Hospital campus), which is located in
Fayetteville (which is located in Cumberland County). Carolina Lithotripsy has provided these
services at this host site for decades.

Another example that ECL’s arguments are false it its proposal to provide services in
Sampson County. South Carolina II provided services at Sampson Regional Medical Center in
the past, and the volume levels were low. ECL incorrectly listed that in 2011 (South Carolina
II’s last year of service at this host site) that 54 procedures were performed (page 44); instead, 24
procedures were performed. Since the service at this host site was changed from South Carolina
If to Triangle Lithotripsy Corp., there has been even lower volume at this site. Only 7
procedures are listed as having been performed in 2015, and only 61 total procedures are
reported by Triangle Lithotripsy Corp. for the years 2011 through 2015 inclusive (page 44).
These facts are not suggestive that ECL will be performing a meaningful volume of procedures
at Sampson Regional Medical Center.

Another example of ECL misinterpreting facts relates to service in Onslow County.
While only 6 days of service were provided in 2015 by Carolina Lithotripsy (to treat 7 patients at
Onslow Memorial Hospital), 12 days were scheduled, but 6 days were not used because there
were 1o patients to be served. Carolina Lithotripsy tries to coordinate a “special stop” service at
that hospital when a urologist identifies that there is need for a patient’s treatment. Again, the
issue is not the lack of service from a lithotripsy provider; instead, the issue is the lack of need
for the service.

? Both of these urologists are listed among the three urologists at CarolinaEast on page 104,
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ECL’s Application makes a series of general statements suggestive that there might be a
need in eastern North Carolina for additional lithotripsy services, but then does not provide
analysis as to why that would be the case. For example, pointing out that there are counties in
eastern North Carolina in which lithotripsy service is not offered (page 39) does not mean that
the area is underserved. A county that does not have a urologist or a host hospital site is not
going to be able to offer the service. Also, these counties are located near the many sites in
eastern North Carolina in which Carolina Lithotripsy and/or Virginia I provide services. Exhibit
C contains letters from the following urologists addressing this very point: Dr. Hamilton,
Dr. Murphy, Dr. Reeves, and Dr. Taylor.

In essence, the principal premise for ECL’s Application is a false one given that it has
presented no factual basis to support that there is an access issue that it would serve in eastern
North Carolina or to support the alleged volumes of procedures that it would perform in eastern
North Carolina. Therefore, ECL’s Application is clearly deficient.

Other Points to Consider

Beyond the “eastern North Carolina” deficiency in ECL’s argument in support of its
Application, it also has a similar problem concerning its proposed host site at Rex Surgery
Center located in Cary (Wake County), North Carolina. Rex Surgery Center is already served by
Carolina Lithotripsy (page 44). As is the case at CarolinaEast, the slots provided for service at
Rex Surgery Center for 2016 consistently exceed their use as shown in Exhibit D. As Exhibit D
shows, Carolina Lithotripsy scheduled 14 weeks with 56 service slots, but Rex Surgery Center
only used 28 service slots during 11 weeks.

Unrelated to locations of services, ECL, which has no track record, asserts that it will be
a provider of quality services and suggests that, perhaps, some existing providers are not.
However, ECL will not be providing a nurse in conjunction with its provision of service (pages
24 and 102), but Carolina Lithotripsy and Virginia I do. Also, even providing the nurse that ECL
will not provide, these Commenters provide services at their host sites at comparable or lower
prices than those proposed by ECL in its Application (see page 101).

Also, these Commenters can provide reliable mobile lithotripsy services on an ongoing -
basis for their host sites as they share (i) a field service engineer based in North Carolina to
minimize equipment down time, (i) a lead mechanic, and (iif) full array of parts and supplies
located in Aberdeen, North Carolina. ECL does not address how its maintenance services would
be provided, but it is doubtful that the services available to ECL would be superior to those
already available for these Commenters’ lithotripters.

ECL also claims that a key to its program is that a patient can locate its services within 24
hours (page 22). While this may intuitively sound good, it actually makes no sense. Would a
patient (and the patient’s urologist) in New Bern go to Cary for “next day” service (or the
reverse)? Would the patient’s urologist who has privileges at CarolinaEast also have privileges
at Rex Surgery Center (or the reverse)? As Dr. Doak explains in his letter contained in Exhibit
B, next day treatment does not make clinical sense and is not consistent with the national
standard of care.
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CarolinaEast Medical Center, New Bern

Month Weeks Weeks Slots Slots

used allotted filled
lan 5 4 15 8
Feb 4 3 iz 5
Mar 4 2 iz 2
Apr 5 4 15 8
May 4 1 12 1
Jun 4 4 12 6
Jui 5(4) 3 15{12) 8

% day every Friday — Mornings 7:30/9:00/10:30
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July 27, 2016
To whom it may concam:

it has come to my attention that & business known as Eastern Carolina Lithotripsy (ECL) has submilted an
applicafion to the staie afleging that the urologists of Craven County ars frustrated by the services of the
existing fithotripsy provider, Carolina Lithotripsy. As one of only seven urclogists operating in Craven County, |
was surprised to hear about this. To my knowledge, the owners of ECL did not solicit the opintons of any
Craven County urglogists aside from their colleague, Dr. Robert Whitmaore. | can speak only for myself, but
since | began working at CarolinaEast two years ago, | have not had a single palient who has been lumed
away from lithotripsy, of had their lithotripsy procedure delayed because of a lack of access. Actually, | have
had many days that | was scheduled to perform lithotripsy but had no patienis who needed the service,

it has been suggested that with inereased access to extracorporeal shock wave lithotripsy (ESWL),
CarolinaEast will be performing 30 procedures per month by 2020, up from a supposed 10 par month at the
current time. Reasonable people may disagree aboul the utility of increasing lithotripsy availability, but to
suggest that the number of ESWL procedures could reach that level over the next 4 years betrays a basic lack
of understanding of current surgical stone management.

Urateroscopy is the principal precedure that competes with ESWL. for management of renal and ureteral
stones. Over the last 10-15 years, the performance of the technology used for ursteroscopy has undergone
revolutionary improvement. Put simply, uretercscopy is safer and more effective than ESWL for a greater
number of kidney stones every year. This is reflected in recent guidelines by the American Urological
Association. Note that it is nol the availsbility of ureteroscopy that makes it supetior for many kidney stones, but
rather improved efficacy for stones at many locations within the urinary tract. For this reason referrals 1o
litholripsy have been in dechine nationally over the last few years. They have been in decline at CarolinaEast for
the same reason. In the last 6 months we have performed only 33 lithotripsies in Craven County, despite
having 83 slots available. Note also that this is just over 5 procedures/imonth, rather than the 10 reported in
support of the ECL Certificate of Need. Tripling the populations of Craven, Pamlico, and Jones Counties could
prebably produce a demand for 15 ESWLs per month, but opening up ancther half day on the schedule for
ESWL most certainly wili not.

Most major medical centers in this country share their lithotripters with other hospitals, and offer ESWL one day
per week. | would consider this a national standard of care. ESWL is not an emergency procedure, and patients
usually need to wait 5-7 days after discontinuing their NSAIDs and anli-platelet medications before having the
precedure. For this reason, | would not expect to refer any mere patients to ESWL even if it became available
two days per week or five days per week. ESWL is an excellen! treatment for @ small and select group of
patients, and | believe that our current lithotripsy capacity is more than adequate to cover Carolinatiast's
current and future patients, Center of Excelience or niot.

I applaud any investment in the madical infrastructure of eastern North Caroling. | can only wish ECL the best
with what appears 10 be an audacious investment decision, Please take note, however, that the demand for
ESWL in Craven County is not accurately represented by thelr Cetlificate of Need application.

il you have any additicnal questions on this matter, please feel free to contact me.

Sincerely,

% %Emu.w NES

Hoyt B. Doak, MD
CarolinaEast Urology Center
705 Newman Rd.

New Bermn, NC 28562
252.633-2712
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July 27,2016

George Mark Doyle, MD
Carolina East Urology
7G5 Newman Rd

New Bern, NC 28562

To Whom It May Concern:

I was recently informed that a Certificate of Need appfication was submitted for another -
lithotripter in Eastern North Carolina. At no point was the application discussed with the
majority of physicians who actually take care of these patieats and perform lithotripsy. The
physician who helped initiate this process has cut back significantly on his surgical care of stone
patients over the past &6 months.

My patients have only experienced a delay of service on rare occasions due to the breakdown of
equipment. Our cuirent utilization is Jess than 50% of the designated ESWL. siots at Carolina
East Heaith Care Systems. Current treatment recomimendations for stones are moving towards
ureteroscopy and away from ESWL. Qur hospital is currently developing a “Center of
Excellence” for stone management. One of the primary goals of this effort is to reduce stone
formation by non-surgical alternatives. Given these facts, I do not anticipate a significant
increase in need for ESWL availability.

In addition, I am concerned that the LithoGold lithotripter does not provide a registered nurse
during treatments. I believe this has the potential to increase patient risk if there is an

unanticipated event.

[ hope this helps in your decision process.

Sincerely,

V&,

George Mark Dovle,




Debbie Scott

From: Ryan Holtand <ryan.holiand@gmaii.com>
Sent: Friday, July 29, 2016 646 AM

To: Debbie Scott

Subject: Re: Carolina Lithotripsy

Debbie,

It has been a crazy week. Please see my letter below.
To whom it may concer,

This remark is written to underscore the lack of need for another lithotripter to treat kidney stones at CarolinaEast
Medical center.

As a urologic surgeon working at that particular hospital, I can say without any doubt that our current lithotripter
service (Carolina Lithotripsy) is not running at full capacity. Said another way, if there were more patients with kidney
stones that needed lithotripsy, they would get excelient and timely treatment at our medical center.

It is well known that the incidence of kidney stones is rising nationaily. The number of lithotripsies being performed
nationally, however, has been shown to be decreasing. This is due to advances in minimally invasive surgical
techniques for kidney stone removal. [ see a trend locally and nationally for the use of lithotripsy to remain stable or
even continue to decrease.

The access to kidney stone care at CarolinaEast medical center is outstanding and will remain so without the addition
of a CON for another lithotripter unit. Regardless, we will continue to provide the highest level of kidney stone care to
to Craven county and its surrounding region including all of Eastern North Carolina.

Ryan Holland

On Thursday, July 28, 2016, Debbie Scott <debbie.scott@healthtronics.com> wrote:

¢ Dr. Holland,

" Will you able to respond to my email below so that I can include it in our comment response regarding Eastern
Carolina Lithotripsy’s CON application? I need the responses by tonight if possible.

Thanks,

Debbie

" Debbie Scott
" Vice President — Cusfomer Relations

HealthTronics, Inc | 9825 Spectrum Dr, Bidg 31 Austin, TX 78717
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contents of this e-mail is strictly prohibited. i you have received this e-mall tronsmission in error, pleose notify the sender immediately so that HeelthTranics can arrenge for proper
delivery, and hen ploase delete the message from your system, Thank you,

From: Debbie Scott

Sent: Monday, July 25, 2016 3:48 PM

To: 'rvan.holland@gmail. com' <rvan.holland@gmail.com>
Subject: Carolina Lithotripsy

{mportance: High

Dr. Holland,

1 wanted to bring a matter to your attention regarding our service at Carolina East Medical Center. Triangle
Lithotripsy (under the name of Eastern Carolina Lithotripsy) has filed an application with the State Planning Board to
be granted a new CON for lithotripsy that is going to be awarded this year. In their application, they have targeted 4

. host sites for their new lithotripter; one of those sites is Carolina East Medical Center in New Bern. In exhibits to their
: applications, they have provided support letters from Mr. Raymond Leggett and Dr. Robert Whitmore.

Among their reasons for requesting the new CON are:

1) The lack of available ESWL services in eastern North Carolina;

2} The need for developing a Kidney Stone Center of Exceilence for all residents of eastern North
Carolina;

3) Patients who are candidates for ESWL treatment often wait one to two weeks for services with some
sites getting as little as one day per month,

4) They state that urologists in Pitt and Craven counties reflect frustration with Carolina Lithotripsy’s
responsiveness to their accessibility concemns.

Their application proposes:




1} They will provide service 1 day per week at Carolina East Medical Center with a LithoGold
lithotripter.

2} They do not provide the use of a registered nurse.

3} Their proposed pricing would be $2900 for commercial patients and $1900 for government patients.
{Carolina Lithotripsy’s pricing at Carolina East is yior all patients regardiess of insurance type.)

The links for the application filed by Triangle for Eastern Carolina Lithotripsy are below. The first link is to the
application with their proposal and intent. The second link contains the exhibits and supporting documents. Note that
the letter from Mr. Leggett is in Exhibit 5 and the letter from Dr. Whitmore is in Exhibit 15.

hitps.//drive.google.com/file/d/0B8TGpk2NINk6dkpQQVUXTFROOVK/view?usp=sharing

hitps://drive.google.com/file/d/OBS T GokZNINkSZihGbkhIOEI XY 2s/view?usp=sharing

Carolina Lithotripsy has provided ESWL service to Craven County and eastern North Carolina for over 25 years. We
have recently within the past 2 years purchased new lithotripters to continue to provide patients with excellent service
and quality outcomes. In addition, the staff of Carolina Lithotripsy has extensive experience providing lithotripsy
service,

Please let me know your thoughts to this. Carolina Lithotripsy will be filing a response to this application by the
deadline of August 1*' so I need your feedback rather quickly.

Thanks,

" Debbie

L Debbie Scort

. Yice President — Customer Relations

HealthTronics, Inc | 9825 S;;_vecfrum Dr, Bldg 3§ Austin, TX 78717
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July 26, 2016

Thomas 8. Stewart, MD, MBA, FACS
CearolinaEast Uralogy

705 Newman Rd,

New Bern, NC 28582

To Whom it may Concern:

I recently learnad that a Certificate of Need application was submitied for additiona! lithotripsy
services in eastern Norih Carolina, and Carolina East was one of the hospitals listed in the
application. This application was submitted without the suppor or even the knowledge of the
majority of urclogists at this hospital. In fact, 1o my understanding only one of seven urologists
was even aware of the application. Dr. Robert Whitmore, the lone urologist to send a letter of
support from our group, is actually scaling back his pracfice such that he no longer takes call, no
longer performs lithotripsy, and has curtalied most of his operative practice including a majority
of his operative stone cases.

Currently Carolina East has 3 lithotripsy slots par week, on Friday morning. The day of the
week and number of slois was dictated by the hospital. The urclogists and Carolina Lithotripsy,
the current supplier of lithotripsy services, have requasted additional slots and options for
different days of the week, and these have been refused by the hospital,

Currently the availability of lithotripsy services with our current provider exceed the our current
need. If you look at the numbers from the beginning of the year, we have uced 8 out of 15 slots
in January, 512 in February, 2/12 in March, 8/15 in April, 112 in May, 6112 in Junse, and
aithough we filled 7/12 slots in July, we had 0/3 last week. If you total them up this is 37 out of
90 slots, or a ulilization of 41%. -

Wa have had tmes when patients had o walt additional time for lithotripsy sarvices. Thisis
rare, but when this has happened it occurred because of the hospital's unwillingness to aliow us
additional time, notlack of lithotripsy services. We have asked multiple times for more
availability and have been refused. Addition of a fourth slot would likely have alieviated thess
delays, and the physicians and lithotripsy provider would have accommodated (and both
strangly requested) if the hospital would have been wiliing to provide support for it. The hospital
administration is well aware of this fact as we have discussed this in multipie meetings with the
urologists and members of the administration.

1 hope these facts will help you understand why a Céftificate of Need is clearly not appropriate
for this application, and should not be granted.

Respectfully yours,

s S

Thomas S: Stewart, , MBA, FACS

£E000/8000F STITAUGSHORE 43D CFZe8C60T8  XVd 8T:OT 9Y0ZrsL2/L0




Debbie Scott

From: reed underhill <reed_underhili@yshoo.com>
Sent; Wednasday, july 27, 2016 740 AM

To: Debbie Scott

Subject: Re: Carolina East Medical Center

I'would like to say it false that Litho services are so busy that we in Eastern NC need another machine. The number of
procedures has actually gone down significantly over the last number of years so there is no need for another machine.
Also when we have tried to add on extra our pre and post op areas have said they cannot handle extra cases. ] also
noticed the cost of the extra machine is significantly higher for commercial payers. $2,900 verse w do not see
any need for another machine. We are not under served in Eastern N. C.-- Reed Underhill MD

Sent from Yahoo Mail on Android

On Tue, Jul 26, 2016 at 5:53 PM, Debbie Scott
<debbie.scott@healthtronics.com> wrote:

Dr. Underhill,

I wanted to bring a matter to your attention regarding our service at Carolina East Medical Center. Triangle Lithotripsy
(under the name of Eastem Carolina Lithotripsy) has filed an application with the State Planning Board to be granted a
new CON for lithotripsy that is going to be awarded this year. In their application, they have targeted 4 host sites for
their new lithotripter; one of those sites is Carolina East Medical Center in New Bern. In exhibits to their applications,
they have provided support letters from Mr. Raymond Leggett and Dr. Robert Whitmore.

Among their reasons for requesting the new CON are:
I} The lack of available ESWL services in eastern North Carolina;

2) The need for developing a Kidney Stone Center of Excellence for all residents of eastern North
Carolina;

3) Patients who are candidates for ESWL treatment often wait one to two weeks for services with some
sites getting as little as one day per month. '

4) They state that urologists in Pitt and Craven counties reflect frustration with Carolina Lithotripsy’s
responsiveness to their accessibility concerns.

Their application proposes:
1) They will provide service 1 day per week at Carolina East Medical Center with a LithoGold lithotripter.
2) They do not provide the use of a registered nurse.

3) Their proposed pricing would be $29060 for commercial patients and $1900 for government patients.
(Carolina Lithotripsy’s pricing at Carolina East is $@@or all patients regardless of insurance type.)




The links for the application filed by Triangle for Eastern: Carolina Lithotripsy are below. The first link is to the
application with their proposal and intent. The second link contains the exhibits and supporting documents. Note that
the letter from Mr. Leggett is in Exhibit 5 and the letter from Dr. Whitmore is in Exhibit 15.

hips:/drive.coogle. com/file/d/0BS TG ok 2NINk6dk pOOVUXTER OOV K view usprsharing

https:f!dﬁve.,qoo;zle.corrafl'lie/dJOB8TGDkZNlNkﬁZithkh!OEJXYZs/view?usn=sharina

Carolina Lithotripsy has provided ESWL service to Craven County and eastern North Carolina for over 25 years. We
have recently within the past 2 years purchased new lithotripters to continue to provide patients with excellent service
and quality outcomes. In addition, the staff of Carolina Lithotripsy has extensive experience providing lithotripsy
service, ‘

Please let me know your thoughts to this. Carolina Lithotripsy will be filing a response to this application by the
deadline of August 1* so I need your feedback rather quickly.

Thanks,

Debbie

Debbie Scofr

Pice frosident - Customer Relarions

HealthTronios, Ine P9823 Spegtrmn D, Blds 33 Awsiin, TV 87T
FI2 P20 4770 offiea TU2HATO5263 mobde SO0 00 G307 fuy

dihbiv. seotnd bealthieouics. com




July 28,2016

RE: Eastern Carolina Lithotripsy CON Application

To Whom it may concern:

As the Clinical Director of CarolinaEast Urology | am strongly opposed to the requested CON

application made by Eastern Caroling Lithotripsy, an Associate of Triangle Lithotripsy Corporation.

f.was very surprised o learn that anyone would believe that there is an unmet need for more

Lithotripsy service in our area. | spent 6 years in Urologic training at Duke under one of the top

leaders in the world for stone management before moving to New Bern 17 years ago. No one has
'+ treated more kidney stones in the CarolinaEast Health System than 1 have,

While Extracorporeal Shock Wave Lithotripsy {(ESWL) has been a great option for patients in some
situations, those select cases have became less and less over the years. The newer technologies
for minimally invasive procedures can have better lang term outcomes, require less retreatments
and be much more precise and safer than previously, For these and other reasons, current
Urologists are doing less ESWL procedures than previously. Our current ESWL usage reflects
these changes. We are down to an average of 5 per month from 10-12 per month previously,
The idea that calling our group a “Comprehensive Stone Center” will magically increase the need
for a less refevant technology by 200-300% sounds to me like someocne has been sold a bili of
goods.

in reading through the CON application, much of the information appears to be hased on

potential business motivations for a corporation rather than the true needs for the patient. Asa

“man in the trenches” who has been managing stone patients for 17 years in the Craven, Pamlico,

lones, Carteret and Onlsow counties, | can tell you another ESWL unit is NOT what our p_atiénts
“need. : ’

?ie.ase respond negatively to the CON application made by Eastern Carolina Lithotripsy.

Sincerely,
P
e
/,?_.//
ey -
s

#

4 Patrick J. Walsh, MD
Ctinical Director of Urology
Carolinatast Uralogy
705 Newrnan Road
New Bern, NC 28550
{252)633-2712
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Gregory B Mutph‘)'. MD, FaCs®
H. Mallory Recver, MD, FACS*
Jonathan M. Taylor, M), BACS”
Caraline . Ryan. MD, FACS*

J. Nathanicl Hamiiroa, MDD, FACS"
Mauhew A, Collins, MD*

Stcve Bensan, PA-C

Wanda Hancock, PA-C

* Diplomste of dhe American Board of Urology

To whom it tay concern,

| was very recently made aware 1
Carolina. As the regional represe

273 Bedhesda Drive
Greenville, NC 27834
252-753-5077

Toll Free: 1-888-752.5077
Fax: 252-752-9344
www.easeernurological.c fom

July 29, 2016

b a CON application for an additional lithotripter in eastern North
tatlve for Carolina hthotnpsy t am sending you. this letter to express

several concerns regarding the appiication and/or the ciatms made in this application.

First and foremost I would plainl¥ state that the overall volume of lithotripsy in eastern-North Carolina
has been declining especially for the past several years. This has little to do with utliization but more to

do with increased use of aiterna

ve modalities for treatment. A decision made by the attending surgeon

and patient togather in concert Hut very rarely made due to the equipment being unavailable for the

procedure.

During this time of change Carolipa lithotripsy has done their part to try to maximize utilization of their
{ithotripsy equipment. Continuods evaluation of how to make the process more efficient is undertaken

1o allow maximal patient access.

Furthermore neither my group nér | as an Individual were contacted in anyway by the applicant
regarding access to and/or ava#apility of the equipment. There are claims that we have felt undersewed
and 1 can wholeheartedly tell you this is inaccurate.

| feel certain that you wilt hear edhaing comments from both my partners in practice and muitipie other
providers in the community at lange. Simply stated | feel that mdditional lithotripter services in eastern
North Caroiina are unlikely to prqvide any greater access and/or utilization of lithotripsy as a modality
for treatment. Nor do ! think the application which was submitted was fully accurate in Its description of
the overall situation. : o

In summary, I feel certain that ugbn your own review of the a;ppiication for this CON you will come 1o
the same conclusions as 1. :

J. Nathaniel Hamiltan, MD, FACS
Eastern Urologital Associates
Affiliate professor of surgery East{Carolina University

Regional representative for Carolina Lithotripsy with Healthtronics




' eastern NC for over. 20 years “There is nio necd whatsoeVer for another Ixthotnpsy
- company. when the data would show the demand for lltho{npsy has actua!]y becn
décreasinig rathier than desressing, 4 04 o frvfle

o 1 ask that'you review the application with a nagauve 3udgmem

ent,; Eéstém Urologicﬁl Assocz ates PA




luly 28, 2016

Hugh M. Reeves, Ir,, MD, FACS
Eastern Urological Associates

Greenville, NC 27834
To Whom it May Concern,

i became aware of the certificate of need application this week by Eastern Carolina Lithotripsy {ECL). |
am writing to discourage awarding this certificate as it would duplicate services in cur surrounding
communities and unnecessarily waste healthcare resources. | feel that this application by ECL is
motivated by moriétary gain as the justifications for awarding the CON are exaggerated. The basis of the
ECL application is that the stone disease population needs in eastern North Carofina from a lithotripsy
standpoint are not met with the current provider and that many Uraloglsts in the region are asking for
additional provider services. Well, this is simply not true.

tithotripsy utilization nationally and statewide has declined over the last 5-10 years. This is not a
function of our current provider, Carolina Lithotripsy, not being able to keep pace with demand but
rather a sign ofa change in practice patterns by a younger generation of tUrologists. Patient slots at
each facility are dictated by demand and the demand for additional services has just not been there.
There are instances when a patient may have to wait an additional week for traatment bacause a
particular day may be full but that is exceedingly rare. At any rate, shockwave lithotripsy (SWL] is not
the treatment of choice for the patient with the acute stone episode. SWL patients are typically
minimally to moderately symptomatic and are stable. If these standard of care guideline are followed
and our current utilization patterns persist then there is no need for addltwﬂal lithotripsy services in
eastern North Carolina. Tha nk you for your consideration.

Sincerely,

Mu%ﬂ@/

Hugh Mallory Reeves, Jr., MD, FACS
Vice President, Eastern Urological Associates, PA
Affiliate Clinical Professor of Surgery

East Carolina University, Brody School of Medicine
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RE: Eastemn Carolina Lithotripsy CON Application
July 28, 2016

To Whom it May Concemn:

I'have been practicing Urology in Eastern North Carolina since 2007 and am appalled at the
misrepresentations made in the CON application referenced above. As a native of this area
growing up in a small farming communiy in Craven County, | am proud of the Lithotripsy
sefvices that are currentty in place and servicing this area of the state, hope that those with g
vote in this issue do not vote in favor of granting this CON as it would actually be detrimental to
our area,

There are more issues than can be cumpletely covered in this letter but | would like to highiight
afew items. First, quality has been of ulmost importance to us and ! belleve our group monitors
and providas follow up on quality measures far beyond most greups In this state let alone the
country, Secondly, acoess to care in our area Is always an issue but Lithotripsy services are
one of the few areas where there are very little in the way of wait times and it is quite convenient
for the public. Contrary to the what the application implies, patients often choose Lithotripsy

we have made efforts to provide this service to those who lack insurance which shows the
commitment to our patients in this area of the state,

Without laboring through a host of other details that | believe are elther faise or misteading in the
application, | again encourage those with a vote to deny the CON as I believe the citizens of
Eastern North Carofina have been well served by this group for over 30 years and hopefully for
a long tern 1o come. if there are any questions or concerns please feel free to call or contact
me. -

Sincerely,

Jorathan H. Taylor, MD FACS
Associate Clinical Instructor

East Caroiina School of Medicine
Department of Surgery

Eastern Urological Associates




EXHIBIT D



Rex Surgery Center Of Cary

Month Weeks Weeks Slots Slots
used aliotted filled
Jan 2 2 8 3
Feb 3 1 12 3
Mar 2 i 8 3
Apr 2 2 8 7
iMay 2 2 8 2
Jun 2 2 8 7
Jul 4% july 1 4 3
1

Every other Monday {4 slots) —~ 13:00 / la:ﬂb / 15:00/ 16:00

Rotates w/WakeMed on Monday afternoons







