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Facility Name: The Prostate Health Center
Type of Facility:  Diagnostic Center
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Acquisition by: Rex Radiation Oncology, LLC
Business #: 2359

County: Wake

Dear Mr. Qualls:

The Healthcare Planning and Certificate of Need 'Section, Division of Health Service Regulation
(Agency) determined that based on your letter of March 7, 2016, the above referenced proposal is exempt
from certificate of need review in accordance with G.S 131E-184(a)(8). Therefore, Rex Radiation
Oncology, LLC may proceed to acquire the above referenced health service facility without first
obtaining a certificate of need. Note that pursuant to G.S. 131E-181(b): “A recipient of a certificate of
need, or any person who may subsequently acquire, in any manner whatsoever permitted by law, the
service for which that certificate of need was issued, is required to materially comply with the
representations made in its application for that certificate of need.”

It should be noted that this Agency's position is based solely on the facts represented by you and that any
change in facts as represented would require further consideration by this Agency and a separate
determination. If you have any questions concerning this matter, please feel free to contact this office.

Sincerely,

WWQM%& C] Fleabro.
Martha J. Frisone,
Assistant Chief, Certificate of Need

cc: Kelli Fisk, Program Assistant, Healthcare Planning, DHSR
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March 7, 2016 gary.qualls@klgates.com

VIA HAND DELIVERY

Ms. Martha Frisone, Assistant Chief Certificate of Need
Healthcare Planning and Certificate of Need Section
Division of Health Service Regulation

Department of Health and Human Services

809 Ruggles Drive

Raleigh, NC 27603

Re: No-Review Request and Exemption Notice for Rex Radiation Oncology, LLC to acquire
the Prostate Health Center, Wake County

Dear Martha:

We are writing on behalf of our client Rex Radiation Oncology, LLC (“RRO”). RRO is a
wholly owned subsidiary of Rex Hospital, Inc. The purpose of this letter is to inform the North
Carolina Department of Health and Human Services, Division of Health Service Regulation,
Healthcare Planning and Certificate of Need Section (the “Agency” or “CON Section”) of
RRO’s planned acquisition of The Prostate Health Center (the “Center”), a multi-disciplinary
prostate care center demonstration project, currently owned and operated by Carolina Specialty
Oncology, P.A., formerly named Parkway Urology, P.A (“Carolina Specialty” or “Parkway”).
We ask that the Agency confirm that this transaction (the “Transaction”) is exempt and/or not
reviewable as a new institutional health service under the North Carolina Certificate of Need
(“CON”) law.

I BACKGROUND

By way of background, Carolina Specialty currently operates the Center pursuant to a
CON for Project 1.D. No. J-8331-09 to develop and operate a diagnostic and therapeutic multi-
disciplinary prostate health demonstration project, including a linear accelerator (“linac™) and
computerized tomography (“CT”) simulator. See The Prostate Health Center CON, attached as
Exhibit 1.! RRO seeks to obtain full ownership of the operational assets of the Center, including
its existing linear accelerator and CT simulator. After the Transaction, RRO will continue to

! On the CON, The Prostate Health Center’s physical location was listed as “Waverly Drive,” the location used in its
CON Application. Subsequently, through a Declaratory Ruling, dated August 2011, a site composed of three
contiguous parcels of land located at 117 Sunnybrook Road (PIN 1723397021), 0 Carl Sandberg Court (PIN
1723399011), and 200 Michael J. Smith Lane (PIN 1723482960) in Raleigh, NC 27610 was approved as a new
location, The Prostate Health Center uses 117 Sunnybrook Road, Raleigh, NC as its address.
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operate the Center in material compliance with requirements of its CON, including providing
diagnostic, planning, and therapeutic services, in the same location.’

II. EXEMPTION NOTICE

The proposed Transaction involves RRO acquiring the entire Center. Due to the dual
diagnostic and therapeutic functions of the Center, it serves as both a freestanding diagnostic
center and a freestanding oncology treatment center, As “an existing health service facility,” this
project is exempt from CON review. -

Under North Carolina law, a CON is required only prior to offering or developing a “new
institutional health service.” The North Carolina General Assembly saw fit to exempt certain
types of services or proposals from CON review, pursuant to N.C. Gen. Stat. § 131E-184. One
such exempt service or proposal includes the acquisition of “an existing health service facility,
including equipment owned by the health service facility at the time of acquisition.” N.C. Gen.
Stat. § 131E-184(a)(8).

The proposed Transaction involves the acquisition of an existing diagnostic center, which
falls within the purview of the statutory definition of “health service facility.” See N.C. Gen.
Stat. § 131E-176(9b). A “diagnostic center” is defined as:

a freestanding facility, program, or provider, including but not
limited to, physicians' offices, clinical laboratories, radiology
centers, and mobile diagnostic programs, in which the total cost of
all the medical diagnostic equipment utilized by the facility which
cost ten thousand dollars ($10,000) or more exceeds five hundred
thousand dollars ($500,000). In determining whether the medical
diagnostic equipment in a diagnostic center costs more than five
hundred thousand dollars ($500,000), the costs of the equipment,
studies, surveys, designs, plans, working drawings, specifications,
construction, installation, and other activities essential to acquiring
and making operational the equipment shall be included. The
capital expenditure for the equipment shall be deemed to be the
fair market value of the equipment or the cost of the equipment,
whichever is greater.

N.C. Gen. Stat. § 131E-176(7a).

% After the Transaction, Carolina Specialty will continue to own the building housing The Prostate Health Center,
which will be leased to RRO.
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The Center’s multidisciplinary nature provides both diagnostic and therapeutic services.
One service component of the Center is cancer diagnosis and clinical staging to determine the
extent of a disease and determine appropriate treatment. Diagnostic and planning services are
also provided by radiation oncologists working with the interdisciplinary team. The diagnostic
and planning services include use of a CT simulator to evaluate the size of the tumor, take
measurements, assess where the cancer is likely to spread, and identify normal tissues in the
treatment area. See Excerpts of Parkway’s CON Application for The Prostate Health Center,
attached as Exhibit 2. The Prostate Health Center includes a Siemens Somatom Emotion 6 CT
simulator, which costs $555,000. See Quotation for Siemens Somatom Emotion 6 CT simulator,
attached as Exhibit 3.

The linear accelerator also has planning and diagnostic functions, as it includes an add-on
Varian On-Board Imager. The imager allows the radiation therapist to take high-definition
digital images of the patient prior to treatment. This serves diagnostic and planning purposes,
allowing the physician to clearly view the treatment area, diagnose and plan the treatment
margins, and appropriately position the patient for treatment. The cost of the Varian On-Board
Imager was $348,518. See Invoice for Varian On-Board Imager, attached as Exhibit 4.

Equipment Cost

Siemens Somatom Simulator $555,000
Varian On-Board Imager $348,518
Total $ 903,518

The cost of these two pieces of medical diagnostic equipment thus exceeds the diagnostic
center - threshold of $500,000. Note that these costs do not include costs of construction,
installation, and other activities essential to acquiring or making the equipment operational.
When those costs are considered, the total cost further exceeds the diagnostic center threshold.
Thus, because this Transaction involves the acquisition of an existing health service facility, it is
exempt from CON review.

III. THE PROPOSED TRANSACTION IS NOT SUBJECT TO CON REVIEW

The proposed Transaction is not subject to CON review for additional reasons. Prior to
August 26, 2005, the acquisition of an oncology treatment center was exempt from CON review,
because oncology treatment centers were “health service facilities” as defined in N.C.G.S. §
131E-176(9b). As discussed in Section II above, the acquisition of a health service facility is
exempt from CON review under N.C. Gen. Stat. § 131E-184(a)(8). Session Law 2005-325 de-
regulated oncology treatment centers, eliminating them from the category of health service
facilities, effective August, 26 2005. Since buying an entire oncology treatment center was
previously exempt from CON review, and the legislature subsequently acted to further de-
regulate those facilities, the logical conclusion is that the acquisition of such a center today does
not require CON review.




Ms. Martha Frisone, Assistant Chief, Certificate of Need Section
March 7, 2016

Page 4

The proposed Transaction is consistent with prior Declaratory Rulings and No Review
Decisions that found no CON was required for a new entity assuming ownership of an oncology
center and/or CON regulated equipment therein, including linacs.®> Although the Transaction is
structured somewhat differently from prior rulings (being an asset purchase instead of a purchase
of membership interest in the existing entity), the end result is the same. Specifically, the
proposed Transaction does not involve the offering or expansion of any new facility, service, or
equipment, and the State’s and service area’s linac inventory will not change. No new or
additional linacs will be acquired or added to Linear Accelerator Service Area 20, as defined by
the State Medical Facilities Plan (“SMFP”). The Prostate Health Center will continue to operate
in the same location and in the same manner as it did prior to the Transaction. RRO will be
bound by the same terms of the demonstration project that Carolina Specialty was bound to
under CON #J-8331-09.

In this regard, this proposal is similar to prior Agency decisions finding that no CON
review is required when a facility obtains a separate, independent license. Like in this case, in
those requests and decisions, the location, services, and inventory of CON regulated items did
not change, which rendered the addition of a new facility license immaterial. See No Review
Request to Independently License Rex Rehabilitation & Nursing Center of Raleigh, attached as
Exhibit 10; No Review Request to Transfer Control of Hugh Chatham Nursing Center to Wholly
Owned-Subsidiary, attached as Exhibit 11. Here, we request that the Agency find that the
transfer of the Center from Carolina Specialty to RRO is likewise not a CON reviewable activity,
based on the same logic that the Transaction will not result in any change in the location,
inventory, or services provided on CON regulated items.

? See Declaratory Ruling for The Charlotte-Mecklenburg Hospital Authority, attached as Exhibit 5; In re: Request
Jor Declaratory Ruling by Wake Radiation Oncology Services, PLLC, et al., attached as Exhibit 6; In re: Request for
Declaratory Ruling by Radiation Therapy Services, Inc., et al, attached as Exhibit 7; No
Review/WakeMed/Acquisition of Ownership Interest of CSA-1, Owners of Five Heart-Lung Bypass Machines
Located in WakeMed/Wake County, attached as Exhibit 8; and No Review/Rex Hospital, Inc./Acquisition of
Ownership Interests of CSAMS Lake Boone, LLC, Owners of Three Heart-Lung Bypass Machines Located at Rex
Hospital/Wake County, attached as Exhibit 9.
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IV. CONCLUSION

Based on the foregoing information, we hereby request the Agency’s written
confirmation that the proposed Transaction described above does not require CON review,
and/or is exempt from CON review, pursuant to N.C. Gen. Stat. § 131E-184(a)(8).

If you require any additional information regarding this réquest, please contact us. We
appreciate your consideration of this request.

Sincerely,

Géry S. Qualls




10.

11.

EXHIBITS

CON for Project I.D. No. J-8331-09

Excerpts from Parkway’s CON Application for The Prostate Health Center
Invoice for Siemens Somatom Emotion 6 CT simulator

Invoice for Varian On-Board Imager

Declaratory Ruling for The Charlotte-Mecklenburg Hospital Authority,

In re: Request for Declaratory Ruling by Wake Radiation Oncology Services, PLLC, et
al.

Inre: Request for Declaratory Ruling by Radiation Therapy Services, Inc., et. al.

No Review/WakeMed/Acquisition of Ownership Interest of CSA-1, Owners of Five Heart-
Lung Bypass Machines Located in WakeMed/Wake County

No Review/Rex Hospital, Inc./Acquisition of Ownership Interests of CSAMS Lake Boone,
LLC, Owners of Three Heart-Lung Bypass Machines Located at Rex Hospital/Wake
County

No Review Request to Independently License Rex Rehabilitation & Nursing Center of
Raleigh

No Review Request to Transfer Control of Hugh Chatham Nursing Center to Wholly

‘Owned-Subsidiary
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EXHIBIT
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- Depantment of Health aned Fuman Sevuices
Dlvivione of Health Sevvice Regubintion

CHRTIFICATE OF NEED

for
Project Identification Number #J-8331-09

FID #090277

ISSUED TO: Parkway Urology,: PA di’b/a Cary JJ mlogy, PA
105 SW Cary. Parlcway, Suité 300
C'nl'y, NC 27511

EIN
-5 - "

Hyman Servxces hcreby aﬁthonzas'the persozi or persons named above (ﬂw “cemﬁcate holder™)
to. develop the’s temﬁcate of need project 1dent|ﬁed abovc;. . The cemﬁcate holdér shall develop
the project m,mannex’ qbnsnstent with the i'epresentauons inthe prOJec; applg_cg; on and with the
conditions ocmtamed frein aind sﬁi make; good faith ‘efforts to et the timetable contained
herein. The: : cetlificate holqler shalll not; exgeed.-the riwximuin, capital Expenditure amount
specified he#ein during thé’ degelopn:@nt ofﬂns pm)eet, except as prt)vided by N.Gv Gen. Stat. §
131E-176(16)e The' certificdle | Holder; shall nt iransfs, or agsign this éertificate to any other
person except ag: gm\nded in'N.C. Géfi¢ Stat..§ 131E-189(c). - This eerhﬁca‘te i5 yalidionly for the
scope, phystd;xl ToCation, and person@) deseribed herein. .. Fhig Depamnent may: withdraw this
certificate pprguamftoN C. Gen Stat 3 131E-189 for an -Qf the tegsons prqvxded mthat law,

SCOPE: Pprkv«ny Ul:olpgy, PA dl’b/a Cary Urology A sh‘qli ncqmre q’lmcnr aceelerator
' ang;devglop & mnlﬁdlsclplmary pmsta ealth &emer dem&nstt‘aﬂon project in
Rale,igh/ Wake County ,\ )

CONDITIONS: it See Reverse Side RN
PHYSICAL LOCATION:, The Prostatq Hea_lm Cénter

" Watverly Dpve
Raleigh, NC.27610

4:\'v R

' MAXIMUM CAPITAL EXPENDITURE: $9,771,773
TIMETABLE: See Reverse Side
FIRST PROGRESS REPORT DUE:  July 1, 2011

This certificate is effective as of the 23" day of February, 2011,

g K. S

Chief, Ce ate of Need Section
Division of Heéalth Service Regulation

y




1. Parkway Urology, PA, d/b/a Cary Urelogy, PA shall materially 'c""bmply with all representations
made in the certificate of need application. BRI

2, Parkway Urology, PA, d/b/a Cary Urology, PA shall acqufjfe no more than one linear
" accelerator, one computed tomography (CT) simulator, one digital ultrasound unit, and one
brachytherapy unit as part of this project.

3. Parkway Urology, PA, d/b/a Cary Urology, PA shall not acquire, as part of this project, any
equipment that is not included in the project’s proposed capital-expenditures in Section VII of
the application or that would otherwise require a certificate of need, '

4. Parkway Urology, PA, d/b/a Cary Urology, PA shall develop an organized African American |
Prostate Cancer Education/Outreach Program that partners with and complements existing ' |
initiatives, such as the NC Minority Prostate Cancer Awareness Action Team,

S. Parkway Urelogy, PA, d/b/a Cary Urology, PA shall develop an Advisory Board composed of

" representatives of prostate cancer advocacy groups, prostate canter patients and survivors that
meets regularly and provides feedback about effective practices or changes that need to he
made. :

6:: Parkway Urology, PA, d/b/a Cary Urology, PA shall prepare an annual report at the end of

" each of the first three operating years, to be submitted to the Medical Facilities Planning
Section and the Certificate of Need Section, that shall include: - :

The total number of patients treated;

The number of African-Americans treated;

The number of other minorities treated; and _

The number of insured, underinsured aud uninsured paticnts served by type of payment .

category. :

® © @ @

7. Parkway Urology, PA, d/b/a Cary Urology, PA shall make arrangements with a third party
‘rvesearcher (preferable a historically black university) to evaluate the efficacy of the mode
during the fourth aperating year of the Center and develop recommendations whether or not
the model should be replicated in other parts of the State, The report and recommendations of
the researcher shall be provided to the Medical Facilities Planning Section and the Certificate

of Need Section in the first quarter of the fifth operating year of the project.

8. Parkway Urology, PA, d/b/a Cary Urology, PA shall acknowledge acceptance of and agree to
i comply with all conditions stated herein to the Certificate of Need Section in writing prior to
" issuance of the certificate of need. :

A letter acknowledging acceptance of and agreeing to comply wuh all conditions stated in the
conditionnl approval letter was received by the Certificate of Need Section on October 2, 2009,

TIMETABLE:

Completion of Final Drawings and Specifications September 1, 2011
Approval of Site by Construction Section, DHSR - February 1, 2012
25% completion of Construction - . August 1, 2012
75% completion of Construction ' . February 1, 2013

Occupancy/Offering of Service(s) ' June 1, 2013

. 'z“'
: £02¢ LBY 616 XVd €ViE€T 1102/80/€0
200/900@1\ AD0TTOUN A¥VO

{
{







EXHIBIT

3
AN
. Cary Urology Demonstration Linear Accelerator
1L SCOPE OF SERVICES/QUALITY OF CARE
1. (a) Describe each service component included in the proposed project (e.g.,

acute care beds, Emergency Department, Radiology, Laboratory, MRI
scanner, CT scanner, operating rooms, etc.).

Proposed Project

Cary Urology is proposing to expand its urological health services by
development of The Prostate Health Center. The Prostate Health Center will
involve medical, research, therapy and social service disciplines in detection,
treatment and aftercare management of people with or at risk of prostate
cancer. Cary Urology proposes to house the multidisciplinary services in a
newly constructed 12,315 square foot facility located in Raleigh, North
Carolina. The proposed sites are easily accessible to residents of the service
area, participating team member clinicians, other health care providers and
minority communities. Part of the center will be a medical office building
intended to house offices of clinicians and other specialists

The applicant has identified several suitable properties in Raleigh near
WakeMed-Raleigh hospital. Please see Exhibits 4, 5 and 6 for a map showing
locations for Wake County urologists, a map showing relationship to Raleigh
African-American communities, and for transportation routes that serve the
proposed locations. These maps support the suitable proposed locations,

The Prostate Health Center will be a state-of-the art ambulatory care facility
primarily for treatment of men with prostate cancer, The center will also treat
some patients who have urologic cancers, Male urologic cancers include
prostate, bladder, kidney and male sexual organs. The Prostate Health Center
will be dedicated to developing leading-edge care for persons with and at risk
of prostate cancer.

The multidisciplinary Prostate Health Center will include programs designed
to increase awareness about factors associated with maintaining healthy
prostate organs, cancer prevention, early detection and post-treatment
lifestyle management. It will also include cancer staging, prostate treatment,
and continuing care, Clinicians from the fields of urology, medical oncology,
radiation oncology and counseling/therapy will collaborate, bringing patients
the most promising advances in medical, radiation and surgical treatments,
including targeted therapies, chemotherapy, hormone therapy, radiation

Scope Section IT 27
© PDA, Inc., 2009




Cary Urology

Demonstration Linear Accelerator

therapy and minimally invasive and ablative surgery. These diverse expert
disciplines will engage in the patient care as a team, often consulting together
with the patient or in team conferences.

One goal of The Prostate Health Center’s multidisciplinary team is to bring
resources to the patient as much as possible. For services the center cannot
provide, the center will employ trained clinicians to act as journey
coordinators; they will be assigned to specific patients and will function as a
single point of contact for patients and a communicator with other providers
in the care continuum, including the patients’ primary care providers. The
intent is to maintain continuous connection between patient and providers
throughout the care process.

Another goal is to consolidate / connect elements of the patient’s medical
record. Electronic medical records, web conferencing and face to face
consults will be employed to share information on diagnostic tests,
procedures, and therapeutic regimens among participating clinicians in the
fields of urology, radiation, chemotherapy, nursing, biofeedback therapy,
counseling and after care. This will contribute to clear communication among
specialists, better care coordination, improved communication with patients
and their support networks, with the goal of better overall outcomes.

Treatment of prostate cancer can involve brachytherapy, hormone therapy
with testosterone suppression, surgical removal of the prostate, external beam
radiation and chemotherapy, or combinations of these treatments. Each
patient has different clinical conditions and each requires an understanding of
the options and sufficient guidance to participate in making informed choices.

Equipment

Linear Accelerator

The applicant proposes to acquire the Varian Clinac “iX” with On Board
Imager (OBI) and RapidArc linear accelerator (or equipment that is
equivalent at time of acquisition), See Exhibit 7 for the vendor quote and
specifications. The Clinac® iX, an innovative platform for today and a solid
foundation for the future, is capable of providing patients with today’s most
advanced treatments and adapting to tomorrow’s advances,

Scope
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Cary Urology

Demonstration Linear Accelerator

With a streamlined workspace and true hardware and software integration, the
Clinac iX has efficiency, quality and customization built in. This efficiency
allows delivery of more exacting treatments faster, using image guidance
every step of the way. The combination of quality and customization ensures
that future technological breakthroughs and upgrades are more convenient
and affordable.

The proposed system includes:

120 Leaf Millennium Multileaf Collimator and collimator accessory
system-adjusts the size and shape of the computer-determined
radiation beams. The collimator, a computer-controlled mechanical
device, consists of 120 individually adjusted metal leaves, These
leaves move across the irradiated tissue while the beam is on,
blocking out some areas and filtering others to vary the beam
intensity and precisely distribute the radiation dosage. Conformity
and precision of the block is increased by a collimator with the higher
number of smaller leaves,

PortalVision aS500-I for high performance, high resolution, high
contrast images with the MV treatment beam using less dose to the
patient for both simple and complex treatments including IMRT,

On-Board Imager to provide high quality kV images of real-time
accurate anatomical detail for target localization, patient positioning
and motion management in the treatment room. Cone-beam CT
acquires a volumetric CT dataset, while the patient is on the treatment
couch, and allows the patient to be repositioned - by comparing the
locations of soft-tissue and bony anatomy visible in the cone-beam
CT images with the locations of the same anatomy in the planning
(reference) CT images. The OBl is a necessary component for IGRT,

RapidArc delivery for a single linear accelerator provides the Varian
accelerator with the capability to simultaneously modulate aperture
shape, dose rate, and gantry speed continuously through 360 degrees
of gantry rotation, during an arc beam delivery, It provides the
capability to generate IMRT-quality dose distributions in a single,
optimized arc around the patient,

Scope

© PDA, Inc., 2009
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Cary Urology Demonstration Linear Accelerator

= 4D Integrated Treatment Console gX - provides a streamlined front
end to the treatment delivery process. The 4D console integrates the
user controls of the linear accelerator, multi-leaf collimator and
electronic portal imager into one application on a single workstation
and provides the imaging control to manage advanced treatment
processes such as3D CRT, IMRT and Dynamic targeting IGRT,

= Portal Dosimetry — provides capability to perform pre-treatment
IMRT quality assurance. It aids in immediate and confident setup
verification for both simple and complex treatments including IMRT.
High resolution images allow the oncologist and dosimetrist to view
treatment field edges and included anatomy and surrogate targets
more easily. With this feature, systematic errors may be calculated
and later eliminated or reduced, which in tumn helps to speed the
delivery and improve the accuracy of conformal and IMRT treatment
delivery.

®  Eclipse Treatment Planning System — Treatment planning software
which includes multi-modality image support, image registration and
blending, clinical protocols, advanced segmentation, virtual
simulation, beam placement, plan evaluation, electronic plan
approval, electronic chart and configurable printing of plan
documentation which 2D and 3D dose calculation on a distributed
calculation framework including beam configuration, IRREG, 3D
conformal and field in field planning using Anisotropic Analytical
Algorithm (AAA) or pencil beam convolution, and electron
calculation using Generalized Gaussian Pencil Beam. It also features
2D BrachyVision for film based brachytherapy planning.

»  IMRT Planning package including beam angle optimization,
Interactive IMRT optimization, electronic surface compensation and
planar compensation. Support either split camriages or large-field
IMRT.

# ARiA Database — maintains patient records system, and stores clinical
patient information, and communicates with the linear accelerator

= Additional software, Servers, workstation and monitors

Scope Section I 30
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. : Cary Urology

Demonstration Linear Accelerator

New clinical capabilities of the system include:

IMRT and IGRT

Versatility to offer treatment protocols tailored to the individual
patient’s biologic model, including high-dose-rate therapy for
hypofractionation or to provide high doses to small treatment areas or

Low-dose-rate therapy to minimize patient side effects when large
volumes are treated

Exact alignment

o Tight isocenter alignment of gantry, couch, collimator, and
imagers

o Reproducible, stable, and accurate positioning
Automated Imaging

o Automated image acquisition

o Reproducible online image matching

o Remote control of imager position

Convenience and efficiency details include:

Exact Couch treatment table

o Robust, advanced carbon fiber composite construction optimized
for IMRT and IGRT

o Ultra precise imaging and patient positioning
Workstations

o At-a-glance system monitoring

o Easy upgrades

Efficient command center

Fewer controls to manage

o]

o]

Designed to follow workflow
Ergonomically designed for therapist comfort
Packaged for easy installation

Scope
© PDA, Inc., 2009
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Cary Urology

Demonstration Linear Accelerator

In addition, Clinac iX offers all the features needed to achieve an image
guided platform:

= Exact alignment between imaging and treatment isocenters
m  Exact™ Couch positioning accuracy
= Best-in-industry beam delivery performance

<

The quote includes a tuition paid education course for one person to either a
four-day course geared toward radiation therapists and radiation oncologists
or a three-day course designed for those personnel responsible for the
equipment maintenance, physicists and biomedical engineers. It also includes
on-site Clinac iX Operations training for up to eight users. The applications
training includes up to a two-day clinical training focusing on operations of
the Clinac, Exact couch and Millenniwin MLC, Portal Varian Image
acquisition and treatment methodologies to promote safe clinical operation of
the Clinac,

OBI training is also provided for the physicist and radiation therapist. A four
and a half-day course provides initial training for the physicist on
implementation and departmental training of the OBI system. A three-day
program is provided for the radiation therapist as an overview of the OBI
system Clinac communication and verification system. In addition, on-site
training includes a 2~day clinical training program for up to four users.

The quote also includes a five-day tuition-paid course for IMRT/RapidArc
Administration and Physics which will cover IMRT planning with the Eclipse
system and the delivery of IMRT using Varian dMLC, including integration
into the ARIA system,

CT Simulator

Treatment planning and simulation are critical first steps in the radiation
therapy process. In cancer treatment, a radiation oncologist, dosimetrist and
physicist use a simulator to coordinate unique aspects of patient anatomy and
tumor characteristics with the linear accelerator so that the target area is
precisely located.

Scope
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Cary Urology

Demeonstration Linear Accelerator

After the initial consultation, the radiation oncologist will formulate a
treatment plan. Here, the patient comes to the radiation department and lies
down on a table under a machine, called a simulator, Various immobilization
devices may be necessary, such as a head rest or a face mask, in order to
make sure the patient is positioned correctly and in the same way for each
treatment. Various markings will be made on the skin and various images
taken to assure accuracy of actual treatments,

Simulation is very important, because it is the step that allows for proper
planning and delivery of the actual treatment. After simulation, there is a lot
of behind-the-scenes work. Here the medical physicist and dosimetrist are
involved.

The applicant proposes to acquire a Siemens Somatom Emotion 6 CT-
Oncology scanner for simulation. See quote in Exhibit 7. Somatom Emotion
is a state-of-the-art spiral whole-body computed tomography scanner with an
air-cooled high-speed gantry. The system configuration is designed to
produce optimum image quality with the lowest possible radiation exposure.

Features of the Emotion 6 CT scanner inchude:

® Radiation Treatment Planning (RTP) enhancement package hardware
and software

= CARE Dose for real-time dose modulation yielding up to 68 percent
dose savings with no compromise in image quality

*  SureView™ — multi-slice image reconstruction system keeps image
quality constant at any scan speed

® Fast 3D processing tools for effective visualization, analysis,
quantification and documentation of clinical structures

» High speed and detail - fast image acquisition and real-time display
for conspicuous visualization of fine bone and soft tissue structures

» High efficiency air cooled system — no water chiller required

»  Siemens Remote Service (SRS) resulting in increased system
availability and efficiency

Scope
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Cary Urology

Demonstration Linear Accelerator

Ultrasound

The Prostate Health Center proposes to purchase a GE Logiq 200 Ultrasound.
The all-digital Logiq 200 system is a superior, cost-effective solution for
urological ultrasound. The system features advanced imaging technology
designed to deliver powerful urological imaging capabilities. Its 48-channel,
wide-aperture architecture supports wide-band, multi-frequency imaging at
faster frame rates, for optimized resolution. It is compact and mobile and
equipped with:

= A wideband 7.0 MHz endo-rectal probe for superb prostate imaging

= Sophisticated computational software for precise volume calculations

= An easy-to-use needle-biopsy guide.

Brachytherapy

The leased brachytherapy equipment includes a Varian Vari-Seed TPS 7.1
and a Siemens Adara ultrasound.

The Varian Vari-Seed TPS brachytherapy is a comprehensive workstation
that fully supports brachytherapy treatment planning needs, including rules-
based dose optimization, unprecedented conformal dose capabilities and
image-based planning, Varian’s recent addition of dynamic dosimetry to its
VariSeed software makes delivering the intended dose easier. Vari-Seed 7.1
offers a common interface and tools for users of Varian Systems, as well as
having the advantage of being able to access existing patient records and
images from the shared database. The VariSeed provides an editable
longitudinal representation of the selected needle on the source placement tab.,

The Adara ultrasound is a highly mobile system that offers premium
grayscale imaging with enhanced image quality, It provides reduced image
noise, improved image contrast and resolution and better penetration with
higher frequency transducers.

Scope
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can be involved in every aspect of the patient’s cancer treatment program.
Second, primary care physicians are responsible for coordination care that
their patients receive from other physicians. To coordinate ‘care of patients,
physicians must coordinate with a large number of other physicians, “The
typical primary care physician has 229 other physicians working in 117
practices with which care must be coordinated, equivalentto an additional 99
physicians and 53 practices for every 100 Medicare beneficiaries managed by
the primary care phy'sicia.n.”2 -

Radiation Oncology

Qverview

Radiation therapy, also radiotherapy or radiation oncology, is the medical use
of ionizing radiation as part of cancer treatment to control malignant cells.
Radiotherapy is used for the treatment of malignant tumors (cancer), and may
be used as the primary therapy. It is also common to combine radiotherapy
with surgery, chemotherapy, hormone therapy or some mixture of the three,

Radiotherapy may be used for curative or adjuvant cancer treatment. It is used
as palliative treatment, where cure is not possible and the #im is for local
disease control or symptomatic relief, or as therapeutic treatment, where the
therapy has survival benefit and it can be curative, The precise treatment
intent (curative, adjuvant, neoadjuvant, therapeutic, or palfiative) will depend
on the tumor type, location, and stage, as well as the general health of the
patient. Approximately half of prostate cancer patients are treated with
radiation therapy.

Two main divisions of radiotherapy are extemal beam radiotherapy (EBRT)
and brachytherapy or sealed source radiotherapy. EBRT involves a radiation
source outside the body; brachytherapy uses sealed radioactive sources placed
inside the body, precisely in the area under treatment. Approximately 75
percent of radiation therapy patients are treated with EBRT, 20 percent are
treated with brachytherapy and five (5) percent are treated with a combination
of the two. ‘

* http://www.annals.org/cgi/content/abstract/150/4/236
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External Beam Radiotherapy (EBRT)

EBRT will be provided by a linear accelerator. Simulation, the imaging and
positioning of the patient relative to the linear accelerator beam will be
precisely calibrated on a CT simulator whose data will be electronically
transmitted to the linear accelerator. Dosimetry and physics calculations will
be planned on Eclipse Treatment Planning software that is designed to
integrate specifically with the Varian linear accelerator and the Siemens CT
simulator,

Within EBRT, intensity-modulated radiation therapy (IMRT) is an
advanced mode of high-precision radiotherapy that utilizes computer-
controlled x-ray accelerators to deliver precise radiation doses to a
malignant tumor or specific areas within the tumor. IMRT allows for the
radiation dose to conform more precisely to the three-dimensional (3-D)
shape of the tumor by modulating—or controlling—the intensity of the
radiation beam. IMRT also allows higher radiation doses to be focused to
regions within the tumor while minimizing the dose to surrounding normal
critical structures. Treatment is carefully planned by using 3-D computed
tomography (CT) images of the patient in conjunction with computerized
dose calculations to determine the dose intensity pattern that will best
conform to the tumor shape. Typically, combinations of several intensity-
modulated fields coming from different beam directions produce a custom
tailored radiation dose that maximizes tumor dose while also protecting
adjacent normal tissues.

Because the ratio of normal tissue dose to tumor dose is reduced to a
minimum with the IMRT approach, higher and more effective radiation
doses can safely be delivered to tumors with fewer side effects compared
with conventional radiotherapy techniques. IMRT also has the potential to
reduce treatment toxicity, even when doses are not increased.

Conventional IMRT does require longer daily treatment times and delivers a
low dose to larger volumes of normal tissue than conventional radiotherapy.

Scope

Section I 38

© PDA, Inc., 2009




Cary Urology

Demonstration Linear Accelerator

IGRT and RapidArc

The prostate is a soft and flexible glandular organ that moves easily in the
body. Consequently, it can shift during EBRT treatment. Varian has
introduced a new technology, Rapid Arc, which can deliver treatment two to
eight times as fast as conventional IMRT. A Rapid Arc-equipped linear
accelerator delivers treatments in one 360° gantry rotation. Treatments can
be complete in 70 seconds. This compares to a conventional IMRT
treatment of seven to 10 minutes.

Rapid Arc uses a treatment planning algorithm that simultaneously changes
the rotation speed of the gantry, the delivery dose rate and the shape of the
treatment aperture using the movement of muitileaf collimator leaves.
Reports from users indicate a correlation between freatment accuracy and
the speed of the Rapid Arc treatment. For billing and coding purposes, the
Rapid Arc is treated as intensity-gated radiation therapy (IGRT).

EBRT Team

The center will involve a team specially trained for external beam and IMRT
delivery to the prostate. This team includes the radiation oncologist, urologist,
medical radiation physicist, dosimetrist, radiation therapist and radiation
therapy nurse. The urologist role in prostate cancer EBRT is particularly
important because of the complex nature of the anatomy of the prostate and the
delicate nature of interconnected tissues, nerves and vessels in and around it.

A radiation oncologist specializes in the treatment of cancer patients, using
radiation as the main modality of treatment, The radiation oncologist
specializes in knowledge of the impact of radiation energy on normal and
tumor cells. Whilst most oncologists will treat a selection of common general
oncology cases, there is increasing specialization, with the expectation that
consultants will specialize in one or two subsets,

John Leung, MD, a Radiation Oncologist who has deep expertise in external
and internal radiation of the prostate, will be the Medical Director and provide
clinical supervision for radiation oncology. Another radiation oncologist,
Connie Nguyen, MD has expressed willingness to return to North Carolina and
work full time in the center, One radiation oncologist will either lease
professional space at the Center and provide full time physician coverage for
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the linear accelerator or be an employee of Cary Urology and provide such
services full time at the Center. For purposes of proformas in this application,
the radiation oncologist has been treated as an independent practitioner.
Proformas include only technical fees.

See resumes in Exhibit 2 for extensive experience of the radiation oncologists.
Because the prostate anatomy is so complex, planning and positioning are
critical to effective external beam radiation. Urologists in The Prostate Health
Center will work directly with the radiation oncologist on the treatment plans.
A urologist will also review patient status and progress throughout the radiation
treatment program. This is a critical feature of the proposed center. Drs. Leung
and Khoudary have successfully demonstrated the value of such a team
relationship in the brachytherapy program at Cary Urology. The goal is to
minimize and eliminate side effects of the radiation treatment.

Effectiveness of external beam radiation therapy

Success rates for EBRT can range from 19 to 86 percent. Studies have shown
success rates between 81 to 86 percent for low-risk disease; 26 to 60 percent for
moderate-risk disease; and 19 to 25 percent for high-risk disease. To improve
the success rate, EBRT is often used in conjunction with other therapies. EBRT
is an option when the cancer is confined to the prostate gland, it may be used
alone or combined with medications or surgery. External beam radiation
therapy can be curative if the cancer has not gone beyond the prostate gland.

Patients undergoing EBRT generally receive treatment at an outpatient center
five days a week for six to eight consecutive weeks.

? Stokes SH: Comparison of biochemical disease-free survival of patients with localized carcinoma of the
prostate undergoing radical prostatectomy, transperineal ultrasound-guided radioactive seed implantation,
or definitive external beam irradiation. Int J Radiat Oncol Biol Phys 2000, 47:129-136.

Martinez AA, Gonzalez JA, Chung AK, etal.: A comparison of external beam radiation therapy versus
radical prostatectomy for patients stages with low risk prostate carcinoma diagnosed, stages, and treated at
a single institution, Cancer 2000, 88:425-432.

Zagars GK, Pollack A, von Eschenbach AC: Progtiostic factors for clinically localized prostate carcinoma,
Cancer 1997, 79:1370-1380.

Perez CA, Michalski M, Purdy JA, et aL: Three-dimensional conformal therapy or standard irradiation in
localized carcinoma of prostate: prehmmary results of a nonrandomized study, Int J Radiat Oncol Biol
Phys 2000, 47:629-637.
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Risks of exterrial beam tadiation therapy

Extemnal beam radiation therapy damages both cancer cells and normal cells.
However, normal cells are usually able to better repair themselves and
function properly more quickly than the cancer cells.

If the radiation damages nerves that
control erections, the patient may lose his
ability to get or keep an érection.
Occasionally bowel function will not
return immediately after treatment ends.

EART ivage of 1 Prostate Giand

Recovery time for EBRT

Side effects (see below) usually disappear shortly after the 7 to 8 week
therapy regimen ends. The patient usually can keep to daily activities during
the treatment.

Side effects of EBRT*

External beamn radiation therapy can lead to a variety of side effects. Most are
minor and disappear after therapy ends. They include;

w  Diarrhea
= Rectal irritation or bleeding
@  Fatigue

*  Frequent and painful urination

= Blood in the urine

= Possible fistulas

= Secondary tumors as a result of irradiation

4 (Int, J. Radiation Oncology Biol. Phys., Vol. 54, No. 4, pp. 1063-1068, 2002) EBRT reference material
explained on website for Prostate Cancer Institute http://www.prostate-cancer-institute.org/prostate-cancer-
treatment/external-beam-radiation.html
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Planning

The process of planning radiation therapy is complex and may take several
days to complete. Treatments are designed to give the strongest dose of
radiation to the cancer while sparing as much normal tissue as possible,
resulting in fewer side effects, The first part of treatment planning is called
simulation. In simulation, the physician checks the size of the tumor,
identifies where it is more likely to spread, identifies normal tissues that are
in the treatment area, takes measurements, and develops the treatment plan.
The amount of radiation depends on the size of the tumor, how sensitive the
tumor is to radiation, and the ability of the normal tissue to tolerate the
radiation.

Special CT scans may be used to produce a three-dimensional image of the

tumor to help in planning. This complex planning procedure is called

dosimetry or determining the dose that will be delivered to normal structures

in order to deliver the prescribed dose to the cancer. Radiation therapy

physicians also provide consultative, evaluative, and diagnostic services to a
. wide range of programs within the continuum of cancer cere services.

External beam radiation services available at The Prostate Health Center will
include:

n Lfnear accelerator with IMRT and Rapid Arc capabxhty Specifically a
Clinac iX with OBI and RapidAr¢

s  CT simulator, a Siemens Somatom Emotion 6 CT, wuh wide open
bore, which has capacity to support the wide girth of patients who may
weigh up to 350 pounds

=  Planning software Eclipse
®  Picture Archiving Computer System (PACS) for storing image data

»  Mold room to provide block capacity for simple tr¢atments, or in the
event of collimator down time

= Dosimetry
®  Physics calibration of equipment and patient dosiny

Scope Section 11 42
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VIII. CAPITAL COSTS AND FINANCING

1. Estimated Capital Costs of Proposed Project

(a) Both the lessor and the lessee, as applicable, shall individually complete
Application Section VIII.

(b)  Provide all assumptions and the specific methodelogy used to project
capital costs.

Capital Cost Assumptions

Purchase price of the land is based on the land purchase asking price
of the primary site as documented in Exhibit 72.

Site preparation costs are based on the Architect’s cost estimate for
site preparation of the primary site in Exhibit 13.

Total site costs (land purchase and site preparation) associated with
the primary site were used because they are higher than total site costs
associated with the secondary site. See the Architect’s cost estimate in
Exhibit 13.

Costs of materials and labor are based on the Architects cost estimate
in Exhibit 13.

Equipment and furniture costs are based on fair market value for all
equipment needed for the project. Please see Exhibit 7 for quotes of
all medical equipment valued at over $10,000.

Brachytherapy equipment (to be leased) fair market value is based on
the quote in Exhibit 8.

Commissioning costs of the CON are based on conservative market
estimates.

A/E fees are based on the professional fees associated with the
primary site listed on the Architect’s cost estimate in Exhibit 13. (This
is more expense than the professional fees associatzd with the
secondary site.)

CON consulting fees are based on conservative market estimates.

Interest during construction is based on the interest paid during
construction In accordance with the bank letter in Exhibit 73.
Additional contingency was added to ensure capitai cost estimates
remain conservative.

Costs/Financing
© PDA, Inc., 2009
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PROJECT CAPITAL COST
A. Site Costs

(1)

@)
3)
(4)
(%)

I

Full purchase price of land
# Acres__ Price per Acre §
Closing costs
Site Inspection and Survey
Legal fees and subsoil investigation
Site Preparation Costs [include]
Soil Borings
Clearing and Grading
Roads and Parking
Sidewalks
Water and Sewer
Excavation and Backfill
Termite Treatment
Sub-total Site Preparation Costs
Additional Contingency
Sub-total Site Costs

B. Construction Contract

(8)

®

(10
an

Cost of Materials [include]
General Requirements
Concrete/Masonry
Woods/Doors & Windows/Finishes
Thermal & Moisture Protection
Equipment/Specialty Items
Mechanical/Electrical

Sub-total Cost of Materials

Cost of Labor

Cost of Materials and Labor

Additional Contingency

Sub-total Construction Contract

$ 700,000

$ 467,125
§ 58,356
$ 1,225,481

$ 3,065,431
$ 153,272
$ 3,218,703

Costs/Financing

Section VIlI
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C. Miscellaneous Project Costs

(12) Building Purchase
(13) Fixed Equipment Purchase/Lease
(14) Movable Equipment Purchase/Lease
Total Equipment Purchase $ 4,164,860
Brachytherapy Equipment Fair Market Value $ 79,014
(15) Furniture $ 100,000
Commissioning Costs $ 75,000
(16) Landscaping
(17) Consultant Fees
Architect/Engineering Fees $ 194,290
Legal Fees
Market Analysis
CON Consultant Fees $ 40,000
Total Consultant Fees
(18) Financing Costs (e.g,, Bond, Loan, etc.) $ 188,700
(19) Interest During Construction $ 336,032
(20) Additional Contingency $ 228,707
(21) Sub-total Miscellancous $ 5,406,603
D. Total Capital Cost of Project (Sum A-C above) $ 9,850,787
Costs/Financing ‘ Section VIII 283
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2. (a) Provide an itemized list of all medical equipment, which is valued at
more than $10,000, that is included in the proposed project, regardless of
whether the equipment will be leased or purchased. Provide the
estimated cost or fair market value of each item of medical equipment
valued at more than $10,000.

Equipment Cost

Linear Accelerator —Varian iX with Rapid Arc $2,354,000
Eclipse Treatment Planning ~ $401,250
ARIA Database $214,000
Siemens CT Simulator $418,771
GE Logic 200 Ultrasound $33,812
Block Cutter $12,332
Brachytherapy (Fair Market Value) £79,014

Please note, seven percent sales tax was included above the quotes in Exhibit
. 7 for all items listed above that will be purchased.

See Exhibit 8 for Fair Market Value of the leased brachytherapy equipment.

The above does not include estimates for miscellancous medical equipment
under $10,000 to be purchased, office equipment and computers, and
electronic medical records system.

(b)  Indicate if the equipment is replacement equipment or additional
equipment.

The Prostate Health Center does not yet exist. All equipment to be purchased
or leased as part of this project is additional equipment. All equipment except
brachytherapy is new. Brachytherapy is a part-time lease of existing
equipment.

. Costs/Financing Section VIII 284
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SIEMENS | FINAL INVOICE

- - INVOICE NUMBER 90297417
Siemens Medical Solutions USA Inc, INVOICE DATE 02/20/2013
51 Valley Stream Parkway, Malvern PA 19355 CUSTOMER NO. 213033
SALES ORDER NO, 30159823
DISTRICT 26
DIVISION 03 ]
BILL TO: ' SHIP TO: EXHIBIT
: SHIPPED ON; 02/20/2013
PARKWAY UROLOGY LLC PARKWAY UROLOGY LLC
105 SW CARY PKWY STE 300 . 117 SUNNYBROOK RD 5
CARY NC 27511-5600 RALEIGH NC 27610
PAGE . 1 of 1
NUmMBER: 1-7N77-189 paTE:  09/12/2012
NT CARRIER'S NAME, FREJGHT REMARKS SHIPPED VIA
FOB - Destination
[ TERMS OF BAYMENT TAX STATE
00/80/20 ' NC
' ’ : TOTAL PRICE
DESCRIPTION/SERIAL NO,
Equipment Contract Total ) 556,000.00
EQUIPMENT TYPE: SOMATOM Definition AS(Open 20Slice) ’ '
Portion Billed Previously . 443,999.00-
20.00 % Final Amount Due 111,001.00
Taxes for Equipment Contract Total 36,088.88
AMOUNT DUE NOW: . 147.089.88

PLEASE DIRECT ANY INQUIRIES REGARDING THIS BILLING TO:
csgsiblllinginquirysoutheast.healthcare@siemens.com

_  PLEASEREMITTO: = 0
olutions USA, Inc. PO Box 120001 - Dept. 0733, DALLAS, TX 75312:0

The customer is hereby informed that section 1128B(b) of the Social Security Act requires that discounts and other reductions
in price or the existence of discount programs be properly disclosed and reflected in the costs claimed or charges made by a

provider under Medicare or a State Health Program.

NOTICE: COMPLIANGE WITH LEGAL AND INTERNAL REGULATIONS IS AN INTEGRAL PART OF ALL BUSINESS PROCESSES AT SIEMENS, POSSIBLE INFRINGEMENTS CAN BE REFORTED TO OUR
HELPDESK "TELL US" AT WWW.SIEMENS.COM/TELL-US

PAST DUE INVOICES ARE SUBJECT TO A SERVICE CHARGE OF 112% PER MONTH, EQUAL TO 18% PER YEAR APPLICABLE.

GOODS HAVE BEEN CAREFULLY CHECKED AND SAFELY PACKED. NO' RETURN OF MECHANDISE WILL BE ACCEPTED UNLESS PREVIOUSLY APPROVED. EQUIPMENT ORDERED IN
COLORSOTHERTHAN STANDARD COLORS CANNOT BE CHANGED WITHOUT PRIOR WRITTEN CONSENT OF SIEMENS MEDICAL SOLUTIONS USA, INC, ALL MERCHANDISEREMAINS THE PROPERTY

- - OF SIEMENS MEDICAL SOLUTIONS USA, INC, UNTIL PAID FOR IN FULL, CLAIMS MUST BE MADE WITHIN SEVEN {7) DAYS AFTER REGEIPT OF SHIPMENT.

THIS INVOICE IS FOR PAYMENT DUE PURSUANT TOTHE TERMS OF THE EQUIPMENT SALES AGREEMENT BETWEEN SIEMENS AND CUSTOMER. PLEASE REFER TO THAT AGREEMENT
FORALLAPFLICABLE TERMS AND CONDITIONS OF SALE AND THE SOFTWARE LICENSE SCHEDULE,







medical systems

Quotation For:

Kevin Khoudary, MD
Parkway Urology Associates
117 Sunnybrook Rd

Raleigh, NC 27610

(919) 467 - 3203

EXHIBIT

Quotation

SXM20140512-001A

Please address inquiries and replies fo:

Susan Thomas

Varian Medical Systems

2250 Newmarket Parkway

Suite 120

Marietta, GA 30067

(770) 955 - 1367 FAX: (678) 255 - 3850
susan.thomas@varian.com

Your Reference:

Quotation Firm Until: Way 13, 2015

FOB Poaint: US1 FOB; Origin Inc. Freight & Ins.

Shipping Allocation: 180 DAYS ARO

Payment Terms: 10%I85%! 5%

Varian Terms and Conditions of Sale 1652U Attached

Parkway Urology Associates

Clinac iX with OBI, CBCT and RapidArc
Expansion of Eclipse

Parkway Urology Associates Varian Medical Systems
Quotation Total of: USD  $2,262,053 Accepted by:
Signature: Submitted by:
Name:
Signature
Title: (Slg )
Name: Susan Thomas
Date:
For this purchase, we designate FREESTANDING _ as our Title:  District Manager
institution’s Primary Group Purchasing Organization affiliation.
ny change will be indicated below:
Any change nal W Date:  May 13, 2014
1 AmeriNet [] Aptium [JBJC {{] Broadlane
] cHW [J ConsortalHPG [] KP Select [] Magnet
1 Matrix ] MedAssets [] Novation [] Premier
[J rOI 1 uso O vAGov [ None

This document is confidential and intended solely for the information and benefit of the immediate recipient and Varian
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medical ystems SXM20140512-001A Page: 2
Parkway Urology Associates, Raleigh, NC
item Qty Product Description ‘ Offer Price
|Section 1 Clinac iX with OBI, CBCT and RapidArc
1.01 1 iXPackage Included
102 1 High Energy Clinac iX 540,619.00
1.03 1 INCL ED: CL100 Clinac Basic Operations Included
1.04 1 STD TRNG: Clinac iX Ops Included
1.05 1 INCL ED: HEC100 High-Energy Clinac Support Included
1.06 1 Dual Photon Energy: 6/10 MV 99,093.00
1.07 1 Display of Photon Energy: BJR11 Included
1.08 1 Photon Dose Rate: 600 NIU/Min 19,819.00
1.09 1 5 Electrons; Grp 4: 4,6,9,12,16 MeV 11,010.00
1.10 1 Electron Dose Rate: 400 MU/Min Maximum 8,808.00
1.1 1 Size of Electron Apblicators: 6cm x 6em Included
1.12 1 Upper Wedges: 30cm x 40cm Included
113 1 Energy of Spec Electron Procedures: eV Included
144 1 Scale Convention: Varian IEC 60601-2-1 Included
116 1 Counterweight Included
1.16 1 Three Piece Breakdown Included
1.17 1 Neﬁ Universal Baseframe 52" Fixed Floor 9,229.00
1148 - 1 Exact Couch with IGRT Couch Top 52,658.00
1.49 1 20" LCD Monitor (4:3) 653.00
1.20 1 Millennium MLC, 120 Leaf 272,105.00
1.21 1 Large Field IMRT 17,730.00
1.22 1 20" LCD Monitor (4:3) 653.00

S i =
This document is confidential and intended solely for the information and benefit of the immediate recipient and Varian
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Item Qty
[

1.23

1.24

1.25

1.26

1.27

1.28

1.29

1.30

1.31

1.32

1.33

1.34

1.35

1.36

1.37

1.38

1.39

1.40

1.41

1.42

1.43

1.44

1.45

Quotation

1

1

3D for Advanced RPM Gating System

SXM20140512-001A Page: 3
Parkway Urology Associates, Raleigh, NC

Product Description B Offer Price
PortalVision: a81000 187,720.00
Portal Vision for 4DITC Included
Laser Backpointer for PortalVigion Arm 978.00
On-Board Imager 348,518.00
INCL ED: CL201 OB Imagng for Physicists Included
INCL ED: CL101 OBl Imagng for Therapists Included
STD TRNG: OBI Included
Cone Beam CT for On-Board Imager 1 108,910.00
Remote Couch Motion 11,010.00
IGRT Online Marketing Program 10,000.00
NLS: English Included
RapidArc Delivery Capability 179,550.00
Enhanced Dynamic Wedge 9,300.00
Auto Field Sequencing 15,495.00
- Advanced Dynamic MLC 46,493.00
EXCI Interface to R&V System 11,627.00
4D Integrated Treatment Console 36,701.00
4DITC gX for Varian Image Mgmt Network Included
In-Room 20™ Monitor with Mounting Kit 2,271.00
Electron Arc Therapy: TBI, TBE and HDTSE 6,973.00
Béam Isocenter Accuracy: Fine 16,883.00
Additional Advanced RPM Gating System 43,912.00
7,984.00

S
This document is confidential and intended solely for the information and benefit of the immediate recipient and Varian
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S$XM20140512-001A Page: 4
Parkway Urology Associates, Raleigh, NC

medical systems

ltem Qty ProductDescription , Offer Price
1.46 1 Configured for Trilogy Included
1.47 1 Console Package, Deluxe Roll In Console Included
148 1 Remote Access Smart Connect Ready 3,098.00
1.49 1 Factory Data Set 3,671.00
Section Total $ 2,083,471.00
Section 2

2.01 1 ExactIGRT Bar 1,300.00
202 1 Patient Intercom : ' 920.00
203 1 CCTV Camera Qty 2; 15" Monitor Qty 2 7,128.00
2.04 1 41AP Apollo Green Lasers 18,600.00
Section Total $ _ 27,948.00

Section 3 Expansion of Eclipse

3.01 1 Eclipse RapidArc Planning Lic-Addl 55,911.00
3.02° 1 Acuros External Beam 39,468.00
3.03 1 SmartSeg Knowledge Based Contouring Pkg 55,255.00
Section Total § 150,634.00

Quotation Total $ 2,262,053.00

: AR e s
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S$XM20140512-001A Page: 5
Parkway Urology Associates, Raleigh, NC

medical ystems

iftem Qty ProductDescription ‘ Offer Price

There may be radiological regulatory requirements applicable to possessing and/or operating radiation generating machines.
Varian takes no responsibility regarding local radiation safety requirements.
These requirements are the customer’s responsibility.

End of Support:Varian may terminate the Agreement at the end of support of the Product that is the object of the Support Services
by giving twenty-four (24) months written notice to the Customer. However, Varian may shorten this notice period in its sole
discretion if termination is required due to key component obsolescence issues or material product quality concerns.

Terms & Conditions of Sale
This offer is subject to credit approval and is exclusive of any applicable sales taxes or duties.
If Customer chooses to pay by credit card, a four percent (4%) service fee will be added.

FINANCING AVAILABLE: For lease and finance plans, call Tony Susen, Director - Varian Customer Finance, at (508) 668-4609,

, . ,
This document is confidential and intended solely for the information and benefit of the immediate recipient and Varian







Division of Health Setvice Regulation

Office of the Directos
2701 Mail Setvice Centet * Raleigh, North Carolina 27699-2701
http: .ncdhhs,
Beverly Raves Perdue, Governar Drexdal Pratt, Ditector
Laniet M, Cansler, Secretaty Phone:  919-855-3750
Fax: 919-733.2757
November 4, 2011 CERTIFIED MAIL & FACSIMILE

William W. Stewart, Esq.
K&L Gates LLP

430 Davis Drive, Suite 400
Morrisville, NC 27560

RE:  Declaratory Ruling for The Charlotte-Mecklenburg Hospital Authority
d/b/a Carolinas Healthcare System

Dear Mr, Stewart:

I am enclosing a Declaratory Ruling that you requested. If questions arise, do not hesitate to let
me know,

Sincerely,

Drexdal Pratt
DP:TH:peb
Enclosure

cc:  Jeff Horton, Chief Operating Officer, DHSR
Craig Smith, Chief, Certificate of Need Section
Steven Lewis, Chief, Construction Section
Azzie Conley, Chief, Acute and Home Care Licensure and Certification Section
DHSR Medical Facilities Planning Section
Marc Lodge, Special Deputy Attorney General, DOJ

% Location: 809 Ruggles Drive a Dorothea Dix Hospital Campus n Raleigh, N.C. 27603 ﬁ
An Equal Opportunity / Affirmative Action Employer




NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

RALEIGH, NORTH CAROLINA
IN RE: REQUEST FOR )
DECLARATORY RULING BY )
THE CHARLOTTE-MECKLENBURG ) DECLARATORY RULING
HOSPITAL AUTHORITY D/B/A )
CAROLINAS HEALTHCARE SYSTEM )

1, Drexdal Pratt, as Director of the Division of Health Service Regulation, North Carolina
Department of Health and Human Services (“Department” or “Agency”), do hereby issue this
Declaratory Ruling pursuant to North Carolina General Statute § 150B-4 and 10A NCAC 14A
.0103 under the avthority granted me by the Secretary of the Department of Health and Human
Services.

The Charlotte-Mecklenburg Hospital Authority d/b/a Carolinas Healthcare System
(“CMHA”) has requested a declaratory ruling to confirm that its acquisition of the membership
interests of University Radiation Oncology Center, LLC (“UROC”) and its continued operation
of that facility may proceed without first obtaining a Certificate of Need (“CON™). This ruling
will be binding upon the Department and the entities requesting it, as long as the material facts
stated herein are accurate. This ruling pertains only to the matters referenced herein. Except as
provided by N.C.G.S. § 150B4, the Department expressly reserves the right to make a
prospective change in the interpretation of the statutes and regulations at issue in this Declaratory
Ruling. William W. Stewart of K&L Gates LLP has requested this ruling on CMHA’s behalf
and has provided the material facts upon which this ruling is b'ased.

STATEMENT OF THE FACTS ‘
UROC, which is located at 8310 University Executive Park, Suite 500, Charlotte, NC

28262, is a limited liability company which provides radiation therapy treatment. UROC was




acquired by Radiation Oncology Centers of the Carolinas, Inc, (“ROCC”) pursuant to an
exemption in Aﬁgust 1997. Currently, UROC operates a Varian 2100C linear accelerator and a
GE Highspeed Advantage CT simulator, which the CON Section previously approved.

On August 18, 2011, the Department issued a Declaratory Ruling determining that ROCC
could transfer, without a CON, its interest in UROC and Matthews Radiatioxi Oncology Center
(“MROC”) to two wholly owned subsidiaries of ROCC. Once that transaction is consummated,
ROCC will be the sole member of UROC. ROCC will then transfer its entire membership
interest in UROC to CMHA and CMHA will become UROC’s sole member. Thus, UROC will
remain intact as the same LLC, but with a different membership composition.

ANALYSIS

The CON law provides that no person shall offer or develop a “new institutional health
service” without first obtaining a CON. N.C. Gen. Stat. § 131E-178. The list of new
institutional health services includes “the acquisition by purchase, donation, lease, transfer or
comparable arrangement” of a linear accelerator or simulator “by or on behalf of any person,”
N.C. Gen. Stat. § 131E-176(16)(f1)5a, 9, and “the obligation by any person of a capital
expenditure exceeding two million dollars ($2,000,000) to develop or expand a héalth service or
a health service facility, or which relates to the provision of a health service,” N.C. Gen. Stat. §
131E-176(16)(b).

Prior declaratory rulings show that the Department has alteady determined that these
deﬁnitions do not require an entity to obtain a CON to acquire membership interests in an
exi;ﬁng legal entity like UROC which owns and operates a linear accelerator or simulator. The

declaratory ruling requested by CMHA is consistent with the Department’s prior rulings that




have interpreted the applicability of the CON Law to the purchase of ownership interests in
health care organizations, for the following reasons:

CMHA'’s acqujsitioh of the membership interests in UROC does not constitute the
acquisition of a linear accelerator or a simulator because the ownership of the equipment will not
change, and the same equipment will be used to provide the same radiation oncology services, in
the same location. UROC will continue to own the two pieces of equipment and UROC’s legal
status as a corporate entity will not change.

The purchase of ROCC’s membership interests in UROC does not involve the offering
or expansion of any new facility, service or equipment, and the state’s inventory of linear
accelerators and simulators will not chaﬁge. No new or additional equipment will be acquired or
placed in operation in the State.

CONCLUSION
For the foregoing reasons, assuming the statements of fact in the request to be true, I

corclude that CMHA does not require a certificate of need in order to proceed with the purchase

of ROCC’s membership interests in UROC.

This the 4[”'&4 day of November, 2011.

Drexdal Pératt, Direcéor

Division of Health Service Regulation
N.C. Department of Health and Human Services




CERTIFICATE OF SERVICE

.1 certify that a copy of the foregoing Declaratory Ruling has been served upon the
nonagency party by facsimile and certified mail, return receipt requested, by depositing the copy
in an official depository of the United States Postal Service in a first-class, postage pre-paid
envelope addressed as follows:

CERTIFIED MAIL

William W, Stewart

K& Gates LIP

430 Davis Drive, Suite 400
Monisville, NC 27560

This the 4" day of November, 2011.

Chigt Operating Officer







NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION
‘RALEIGH, NORTH CAROLINA
IN RE: REQUEST FOR DECLARATORY
RULING BY WAKE RADIOLOGY

ONCOLOGY SERVICES, PLLC, CANCER

)

) DECLARATORY RULING
CENTERS OF NORTH CAROLINA,P.C., )

)

)

)

US ONCOLOGY, INC,, AOR

MANAGEMENT COMPANY OF VIRGINIA,
LLC AND WAKEMED

I, Drexdal Pratt, as Director of the Division of Health Service Regulation, North Carolina
Department of Health and Human Services (“Department” or “Agency”), do hereby issue this
Declaratory Ruling pursuant to North Carolina General Statute § 150B-4 and 10A NCAC 14A
.0103 under the authority granted me by the Secretary of the Department of Health and Human
Services.

Wake Radiology Oncology Services, PLLC (hereinafter “WROS”); Cancer Centers of
North Carolina, P.C. (“CCNC”); US Oncology, Inc. (“USON™) and its subsidiary AOR
Management Company of Virginia, LLC (“AOR”); and WakeMed have requested a declaratory
ruling to confirm that the acquisition of the membership interests in WROS and the continued
operation of the oncology treatment center may proceed without first obtaining a certificate of
need. This ruling will be binding upon the Department and the entities requesting it, as long as
the material facts stated herein are accurate, This ruling pertains only to the matters referenced
herein. Except as provided by N.C.G.S. § 150B-4, the Department expressly reserves the right to
make a prospective change in the interpretation of the statutes and regulations at issue in this
Declératory Ruling. Attorneys for the Petitioners have requested this ruling on their behalf and

have provided the material facts upon which this ruling is based.

EXHIBIT

(o




STATEMENT OF THE FACTS

WROS is a North Carolina professional limited liability company presently owned by
certain physician-members, each of whom owns a specific percentage of the total membership
interests in WROS. WROS provides radiation oncology treatment services at 300 Ashville
Avenue, Suite 110, Cary, North Carolina, based on a certificate of need that was issued in 1997
to own an oncology treatment center and to operate a linear accelerator and simulator and other
equipment used in furnishing radiation oncology services.

CCNC is a professional corporation organized under the laws of the State of North
Carolina. CCNC employs physicians licensed to practice medicine in the State of North
Carolina, who provide oncology treatment services, including radiation oncology services
through the use of a linear accelerator.

USON is a business corporation organized under the laws of the State of Delaware.
Through its subsidiaries, US Oncology provides administrative support for, and furnishes
medical equipment used by, oncology practices throughout the United States.

AOR is a limited liability company, a subsidiary of USON and was organized under the
laws of the State of Delaware and authorized to do business in North Carolina. AOR provides
administrative and other support services to CCNC under a Management Services Agreement
with CCNC.

WakeMed is a North Carolina nonprofit corporation engaged in the provision of acute
care services and other health care services in Wake County.

WROS established its oncology treatment center on or about July 17, 1998. Since the
establishment of its oncology treatment center, WROS has continuously operated the oncology

treatment center established pursuant to the CON it received in 1997,




When the CON Law was amended in 2005, WROS already was operating an existing
oncology treatment center pursuant to the CON that it had obtained in 1997 and using a linear
accelerator and simulator that had been recognized in the SMFP inventory for seven years, Since
it already owned the equipment, it was not required to obtain a second CON to be able to
continue to operate its linear accelerator and simulator.

Recently, WROS physician oWncrs approved a conversion of WROS from a professional
limited liability company to a limited liability company, to occur simultaneously with the sale of
ownership interests to CCNC. It is likely that WROS will change its name after the sale.
Subsequently, in a separate transaction, WakeMed anticipates purchasing a minority membership
interest in the renamed WROS (“the LLC”).

This change in the business form of WROS that has been approved by its physician
owners will not constitute a change in or dissolution of WROS, the legal entity that received the
CON in 1997 and has continuously operated the oncology treatment center and the linear
accelerator and simulator since they became operational.

After these two transactions, the LL.C will continue to exist as a legal and business entity,
and will continue to own the oncology treatment center and the equipment that was authorized
under the 1997 CON, including the linear accelerator and simulator. The oncology treatment
center and its equipment will remain at the same location at 300 Ashville Avenue in Cary.

The LLC will not offer any medical services. Oncology treatment services will be
furnished by physicians associated with CCNC.

ANALYSIS
The CON law provides that no person shall offer or develop a “new institutional health

service” without first obtaining a CON. N.C. Gen. Stat. § 131E-178. The list of new




institutional health services includes “the acquisition by purchase, donation, lease, transfer or
comparable arrangement” of a linear accelerator or simulator “by or on behalf of any person,”
N.C. Gen. Stat. § 131E-176(16)(f1)5a, 9, and “the obligation by any person of a capital
expenditure exceeding two million dollars ($2,000,000) to develop or expand a health service or
a health service facility, or which relates to the provision of a health service,” N.C. Gen. Stat. §
131E-176(16)(b).

Prior declaratory rulings show that the Department has already determined that these
definitions do not require an entity to obtain a CON to acquire membership interests in an
existing legal entity like WROS which owns and operates a linear accelerator or simulator. The
declaratory ruling requested by Petitioners is consistent with the Department’s prior rulings that
have interpreted the applicability of the CON Law to the purchase of ownership interests in
health care organizations, for the following reasons:

The entity that owns the linear accelerator and simulator will not change, and the same
equipment will be used to provide the same radiation oncology services, in the same location.
The LLC will continue to own the linear accelerator, the simulator, and all the oncology
treatment center assets that were authorized under the 1997 CON and have been used to furnish
oncology treatments to patients. Its membership composition initially will change from the
present physician members to a single member, CCNC, with the subsequent purchase of a
minority interest by WakeMed.'

The Proposed Transaction will involve expenditures by CCNC, and later by WakeMed,
but these will be purchases of ownership interests in an existing limited liability company that

owns the oncology treatment center. There will be no capital expenditure to develop or expand a




health service or health service facility because the same equipment will continue to be operated
at the same location, and no expansion of services is proposed.

The Proposed Transaction does not involve the offering or expansion of any new facility,
service or equipment, and the state’s inventory of linear accelerators and simulators will not
change. No new, or additional equipment will be acquired or placéd in operation in the State.

CONCLUSION

For the foregoing reasons, assuming the statements of fact in the request to be true, I
conclude that the Petitioners do not require a certificate of need in order to proceed with the
Proposed Transaction.

This the day of September, 2010.

Drexdal Pratt, Director
Division of Health Service Regulation
N.C. Department of Health and Human Services




CERTIFICATE OF SERVICE

I certify that a copy of the foregoing Declaratory Ruling has been served upon the
nonagency party by certified mail, return receipt requested, by depositing the copy in an official

depository of the United States Postal Service in first-class, postage pre-paid envelope addressed
as follows:

CERTIFIED MAITIL,

Ronald I. Kirschbaum

KIRSCHBAUM, NANNEY, KEENAN & GRIFFIN, P.A,
P.O.Box 19766

Raleigh, North Carolina 27607
Attorneys for Wake Radiology Oncology, PLLC

William R, Shenton

POYNER SPRUILL LLP

301 Fayetteville Street, Suite 1900

Raleigh, North Carolina 27601

Attorneys for U.S. Oncology, Inc. and AOR Management
Company of Virginia, LL.C

Larry E. Robbins

WYRICK ROBBINS YATES & PONTON, LLP
P.O. Drawer 17803

Raleigh, North Carolina 27607

Attorneys for Cancer Centers of North Carolina, P.C.

Maureen Demarest Murray

SMITH MOORE LEATHERWOOD LLP
P.O.Box 21927

Greensboro, North Carolina 27420
Attorneys for WakeMed

This the day of September, 2010.

Jeff Horton
Chief Operating Officer







NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION
RALEIGH, NORTH CAROLINA

IN RE: REQUEST FOR
DECLARATORY RULING BY RADIATION

)
)
THERAPY SERVICES, INC. AND NORTH ) DECLARATORY RULING
CAROLINA RADIATION THERAPY )
MANAGEMENT SERVICES, INC. )

I, Robert J. Fitzgerald, Director of the Division of Health Service Regulation (the
“Department”), hereby issue this declaratory ruling to Radiation Therapy Services, Inc. d/b/a/
21% Century Oncology (“RTS”) and North Carolina Radiation Therapy Management Services,
Inc. (‘NC Radiation”) (collectively “Petitioners”) pursuant to N.C.G.S. § 150B-4, 10A NCAC
14A.0103, and the authority delegated to me by the Secretary of the North Carolina Department
of Health and Human Services. Petitioners have filed a Declaratory Ruling Request (the
“Request”) asking the Department to issue a declaratory ruling that they may acquire all of the
stock of Carolina Radiation and Cancer Treatment Center, Inc. (“CRTC”) without certificate of
need (“CON”) review.

' This ruling is binding on the Department and the person requesting it if the material facts
stated in the Request are accurate and no material facts have been omitted from the request. The
ruling applies only to this request. Except as provided by N.C.G.S. § 150B-4, the Department
reserves the right to change the conclusions which are contained in this ruling. Susan H.
Hargrove, Sean A. Timmons, and Jennifer B, Markhan of Smith, Anderson, Blount, Dorsett,
Mitchell & Jernigan, L.L.P., counsel for Petitioners, have requested this ruling on behalf of
Petitioners and have provided the statement of facts upon which this ruling is based. The

material facts as provided by counsel for Petitioners are set out below.

EXHIBIT

"]




STATEMENT OF THE FACTS

Except as noted, the following statement of the facts is based on the representations of
Petitioners in the Request.

Petitioner RTS is a Florida corporation. NC Radiation is a North Carolina corporation
that is a wholly-owned subsidiary of RTS. Both have their principal business address in Fort
Myers, Florida.

Petitioners wish to acquire 100% of the issued and outstanding stock of CRTC, which
they state is a North Carolina corporation owned by Dr. Gordon Koltis that operates a radiation
therapy facility for cancer patients. Petitioners describe CRTC as an oncology treatment center
that, prior to 26 August 2005, would have been a “health service facility” as defined in N.C.G.S.
§ 131E-176(9b). S.L. 2005-325 eliminated oncology treatment centers from the category of
“health service facilities,” effective 26 August 2005.

Petitioners also state that CRTC “owns and operates two linear accelerators” and “one
simulator.” Request, p. 3. Footnote 1 to the Request states:

CRTC has represented to Petitioners that it entered into binding
obligations to acquire the second linear accelerator prior to August 26,
2005, and that the acquisition of the second linear accelerator cost less
than $750,000, including the cost of the equipment, studies, surveys,
designs, plans, working drawings, specifications, construction, installation,

and other activities essential to acquiring and making operational the
second linear accelerator.

I note from the ﬁleé of the Department that the inventory report of linear accelerator
equipment submitted by Carolina Radiation Medicine, P.A., certified and dated by Gordon G.
Koltis on April 6, 2007, identifies only one linear accelerator owned by CRTC. The Department

files do not contain any information concerning the purported second linear accelerator.



Petitioners represent that they have executed a stock purchase agreement by which NC
Radiation will acquire 100% of the issued and outstanding capital stock of CRTC from Dr.
Koltis. After closing the transaction, Petitioners state that CRTC will remain a separate
corporate entity that is a wholly-owned subsidiary of NC Radiation. They state that CRTC will
continue to operate its freestanding radiation therapy facility at the same location in Greenville,
- Pitt County, North Carolina, in the same manner in which it operated prior to the transaction in
ali material ways. Petitioners will pay more than two million dollars to purchase the CRTC
stock. The closing of the transaction is conditioned on receiving confirmation from the
Department that acquisition of the stock will not require a certificate of need.

ANALYSIS

N.C.G.S. § 131E-178 provides that no person shall offer or develop “a new institutional
health service” without first obtaining a CON. N.G.C.S. § 131E-176(16) defines “new
institutional health service” to include: (1) “The acquisition by purchase, donation, lease,
transfer, or comparable arrangement” of a linear accelerator “by or on behalf of any person,”
N.G.C.S. § 131E-176(16)f1.5a, and (2) “The obligation by any person of a capital expenditure
exceeding two million dollars ($2,000,000) to develop or expand a heath service or a health
service facility, or which relates to the provision of a health service,” N.C.G.S. § 131E-176(16)b.

The transaction described by Petitioners does not constitute the acquisition of a linear
accelerator or a simulator by any person because ownership of the one reported linear accelerator
and one reported simulator here will not change. CRTC will continue to be the owner of these
two pieces of equipment, and CRTC’s legal status as a corporate entity will not change.

Similarly, the transaction is not an obligation to develop or expand a health service or a

health service facility, since Petitioners represent that CRTC will continue to operate at the same




location in a manner that is the same in all material respects as it operated prior to the
transaction. In addition, pursuant to S.L. 2005-325, oncology treatment centers are not “health
service facilities” for purposes of the CON law.

Finally, on the specific facts of this case, the transaction proposed by Petitioners is not “a
capital expenditure . . . which relates to the provision of a health service” within the meaning of
N.C.G.S. § 131E-176(16)b. The definition of “health service” specifically “does not include
administrative and other activities that are not integral to clinical management.” Petitioners’
representations indicate that stock ownership of CRTC is not integral to the clinical management
of CRTC, because in all material respects the operations of CRTC will not chaﬁge.

I specifically except from this Ruling any conclusions as to the status or legality of the
ownership of a purported second linear accelerator by CRTC. The Department has no nbtice of
the existence or ownership of the second linear accelerator, and I make no finding that CR’fC
may acquire or operate, or has properly acquired and operated, a second linear accelerator
without CON review,

CONCLUSION

For the foregoing reasons, assuming the statements of fact in the Request to be true, I
conclude that the acquisition by Petitioners of 100% of the outstanding and issued stock of
CRTC, in the manner represented by Petitioners in the Request, is not subject to CON review.

This ruling is subject to the condition that, after the transaction, CRTC continues to
operéte its freestanding radiation therapy facility at the same location in Greenville, Pitt County,
North Carolina, in the same manner in which it operated prior to the transaction in all material

ways,




This ruling is not intended to address, expand or validate any activities or status of CRTC
with respect to the requirements of the CON law as it relates to CRTC. The ruling is limited to
the specific facts presented in the Request. It specifically does not address the status of any
linear accelerator that CRTC may own or claim to own.

This day of , 2007.

Robert J. Fitzgerald, Director
Division of Health Service Regulation
N.C. Department of Health and Human Services




CERTIFICATE OF SERVICE

I certify that a copy of the foregoing Declaratory Ruling has been served upon the
nonagency party by certified mail, return receipt requested, by depositing the copy in an official
depository of the United States postal service in a first class, postage prepaid envelope addressed
as follows:

CERTIFIED MAIL

Susan H. Hargrove

Smith, Anderson, Blount, Dorsett,
Mitchell & Jernigan, L.L. P

P.O. Box 2611

Raleigh, NC 27602-2611

This day of , 2007.

Jeff Horton
Chief Operating Officer







EXHIBIT
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North Carolina Department of Health and Human Sesvices
Division of Health Service Regulation
Certificate of Need Section
2704 Mail Service Center * Raleigh, North Carolina 27699-2704
Drexdal Pratt, Director
Beverly Eaves Perdue, Governor Craig R. Smith, Section Chief

Albert A, Delia, Acting Secretary Phone: (919) 855-3873

Fax: (919) 733-8139
February 27, 2012

Maureen Demarest Murray
Smith, Moore, Leatherwood

300 N, Greene Street, Suite 1400
Greensboro, NC 27401

RE: No Review / WakeMed / Acquisition of ownership interests of CSA-1, owners of five heart-
lung bypass machines located at WakeMed / Wake County
FID #: 943528

Dear Ms. Murray:

The Certificate of Need (CON) Section received your letter of February 8, 2012 regarding the above
referenced proposal. Based on the CON law in effect on the date of this response to your request,
the proposal described in your correspondence is not governed by, and therefore, does not currently
require a certificate of need. However, please note that if the CON law is subsequently amended
such that the above referenced proposal would require a certificate of need, this determination does

not authorize you to proceed to develop the above referenced proposal when the new law becomes
effective.

It should be noted that this determination is binding only for the facts represented by you.
Consequently, if changes are made in the project or in the facts provided in your correspondence
referenced above, a new determination as to whether a certificate of need is required would need to
be made by the Certificate of Need Section. Changes in a project include, but are not limited to; (1)
increases in the capital cost; (2) acquisition of medical equipment not included in the original cost
estimate; (3) modifications in the design of the project; (4) change in location; and (5) any increase
in the number of square feet to be constructed.

Please contact the CON Section if you have any questions.

Sincerely,

m%&ﬂ/& Ceaug R It
Michael J”McKillip Craig RFSmith, Chief
Project Analyst Certificate of Need Section

@éﬂ\h Location: 809 Ruggles Drive, Dorothea Dix Hospita! Campus, Raleigh, N.C. 27603
4, S An Equal Opportunity/A ffirmative Action Employer
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- SMITHMOORE
#  LEATHERWOOD

February 8, 2012

Via E-Mail and U.S. Mail

Mr. Craig R, Smith, Chief

Ms, Martha Frisone, Assistant Chief

North Carolina Department of Health
Service Regulation

Certificate of Need Section

2704 Mail Service Center

Raleigh, North Carolina 27696-2704

Re:  WakeMed Acquisition of Ownership Interests in CSA-1
Dear Mr. Smith and Ms. Frisone;

We represent WakeMed. The purpose of this letter is to provide notice to the North
Carolina Department of Health and Human Services, Division of Health Service Regulation,
Certificate of Need Section (the “Agency™) and confirm that WakeMed's acquisition of the
ownership interests of CSA-1 is not reviewable as a new institutional health service under the
North Carolina Certificate of Need (“CON”) law. CSA-1 is a wholly owned sub of CSA
Medical, LLC (“CSA”) and owns five (5) heart lung bypass (“HLB”) machines that have been
and are operated at WakeMed. WakeMed would acquire the membership interests in CSA-1,

which would continue to exist as a legal entity and to own the five (5) HLB machines that would
retnain located and operated at WakeMed.

The Agency has issued numerous declaratory rulings and no review letters that
acknowledge that acquisition of ownership interests in a legal entity does not constitute a
reviewable acquisition of the medical equipment owned by that legal entity. For example, in a
declaratory ruling issued to New Hanover Perfusionists, Inc., the Agency determined that the
purchase of stock did not constitute the ‘acquisition of a heart-lung bypass machine because
ownership of the regulated heart-lung bypass equipment would not change, The Agency also
determined that the transaction was not an obligation to develop or expand a health service or
health service facility because the equipment company was not a health service facility, The
stock purchase transaction proposed also was not “a capital expenditure . . . which relates to the
provision of a health service” within the meaning of N.C. Gen, Stat, § 131E-176(16)(b). The
definition of “health service” specifically “does not include administrative and other activities
that are not integral to clinical management.” Stock or membership interest ownership is not

integral to clinical management. In re: Request for Declaratory Ruling by New Hanover
Perfusionists, Inc., January 24, 2008.




Mr, Craig R. Smith, Chief

Ms. Martha Frisone, Assistant Chief
February 8, 2012

Page 2

Similarly, the Department approved the sale of 100% of the issued and outstanding stock
of a company that owned a linear accelerator to another entity. Linear accelerators are regulated
in the same manner as heart-lung bypass equipment. The Department held that certificate of
need review was not required for the stock purchase transaction, See Declaratory Ruling, I re:
Request for Declaratory Ruling by Radiation Therapy Services, Inc. and North Carolina
Radiation Therapy Management Services, Inc., September 14, 2007.

We would appreciate written confirmation from you that the anticipated transaction does
not require CON review. If you require additional information to consider this request, please

contact us. We appreciate your consideration.

Sincerely yours,

SMITH MOORE LEATHERWOOD LLP

%M »J’MMW

Maureen Demarest Murray

cc: Stan Taylor, WakeMed







Beverly Eaves Petdue, Governor
Albert A, Delia, Acting Sectetary

North Catolina Department of Health and Human Services
Division of Health Service Regulation
Certificate of Need Section
2704 Mail Service Center * Raleigh, North Catolina 276992704
bitpy/ /www.acdbhs.gov/dhse/

Drexdal Pratt, Director

Craig R. Smith, Section Chief
Phone: (919) 855-3873
Fax: (919) 733-8139

February 27, 2012

Gary S. Qualls

K & L Gates, LLP

P.O. Box 14210

Research Triangle Park NC 27709-4210

RE:  No Review / Rex Hospital, Inc. / Acquisition of ownership interests of CSAMS Lake Boone,

LLC, owners of three heart-lung bypass machines located at Rex Hospital / Wake County
FID #: 953429

Dear Mr. Qualls:

The Certificate of Need (CON) Section received your letter of February 9, 2012 regarding the above
referenced proposal. Based on the CON law in effect on the date of this response to your request,
the proposal described in your correspondence is not governed by, and therefore, does not currently
require a certificate of need. However, please note that if the CON law is subsequently amended
such that the above referenced proposal would require a certificate of need, this determination does

not authorize you to proceed to develop the above refetenced proposal when the new law becomes
effective,

It should be noted that this determination is binding only for the facts represented by you.
Consequently, if changes are made in the project or in the facts provided in your correspondence
referenced above, a new determination as to whether a certificate of need is required would need to
be made by the Certificate of Need Section. Changes in a project include, but are not limited to: 1)
increases in the capital cost; (2) acquisition of medical equipment not included in the original cost
estimate; (3) modifications in the design of the project; (4) change in location; and (5) any increase
in the number of square feet to be constructed.

Pleaée contact the CON Section if you have any questions. EXHIBIT

Sincerely, ‘ O\

Michael T. McKi Craig RCSmith, Chief

Project Analyst Certificate of Need Section

£

Location; 809 Ruggles Drive, Dorothea Dix Hospital Campus, Raleigh, N.C, 27603
% An Equal Opportunity/Affirmative Action Employer
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February 9, 2012

Mr. Craig R. Smith, Chief

Ms. Martha Frisone, Assistant Chief

North Carolina Department of Health
Service Regulation

Certificate of Need Section

2704 Mail Service Center

Raleigh, North Carolina 27696-2704

Re:  Rex Acquisition of Ownership Interests in CSAMS Lake Boone Trail, LLC
Dear Mr. Smith and Ms, Frisone:

We represent Rex Hospital, Inc. (“Rex”). The purpose of this letter is to provide notice
to the North Carolina Department of Health and Human Services, Division of Health Service
Regulation, Certificate of Need Section (the “Agency”) and confirm that Rex’s acquisition of the
ownership interests of CSAMS Lake Boone Trail, LLC (“CSA Lake Boone”) is not reviewable
as a new institutional health service under the North Carolina Certificate of Need (“CON”) law.
CSA Lake Boone is a wholly owned sub of CSA Medical, LLC (“CSA™) and owns three 3)
heart-lung bypass (“HLB”) machines that have been and are operated at Rex, Rex would acquire
the membership interests in CSA Lake Boone, which would continue to exist as a legal entity
and to own the three (3) HLB machines that would remain located and operated at Rex.

The Agency has issued numerous declaratory rulings and no review letters that
acknowledge that acquisition of ownership interest in a legal entity does not constitute a
reviewable acquisition of the medical equipment owned by that legal entity. For example, in a
declaratory ruling issued to New Hanover Perfusionists, Inc., the Agency determined that the
purchase of stock did not constitute the acquisition of a heatt-lung bypass machine because
ownership of the regulated heart-lung bypass equipment would not change. The Agency also
determined that the transaction was not an obligation to develop or expand a health service or
health service facility because the equipment company was not a health service facility. The
stock purchase transaction proposed also was not “a capital expenditure . ., . which relates to the
provision of a health service” within the meaning of N.C. Gen. Stat, § 131E-176(16)(b). The
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Mr, Craig R. Smith, Chief
Martha Frisone, Assistant Chief
February 9, 2012

Page 2

definition of “health service” specifically “does not include administrative and other activities
that are not integral to clinical management.” Stock or membership interest ownership is not

integral to clinical management, In re: Request for Declaratory Ruling by New Hanover
Perfusionists, Inc., January 24, 2008,

Similarly, the Department has recently approved the sale of 100% of the membership
interests in a company that owned a linear accelerator to another entity. Linear accelerators are
regulated in the same manner as heart-lung bypass equipment. The Department held that
certificate of need review was not required for the LLC membership purchase transaction. See
Declaratory Ruling, In re: Request for Declaratory Ruling by The Charlotte-Mecklenburg
Hospital Authority d/b/a Carolinas Healthcare, November 4, 2011 (attached as Exhibit 1).

We would appreciate written confirmation from you that the anticipated transaction does
not require CON review. If you require additional information to consider this request, please
contact us. We appreciate your consideration.

Sincerely yours,

K&L GATES LLP

Gary S. Qualls
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Notth Carolina Depaitment of Health and Human Setvices
Division of Health Setvice Regulation
Office of the Director

2701 Mail Service Cente * Raleigh, North Catolina 27699-2701
; n

Beverdy Haves Perdue, Govetnor

Drexdal Pratt, Ditector
Lanier M. Cansler, Secretaty

Phone: 919-855-3750
Fax: 919-733-2757

November 4, 2011 CERTIFIED MAIL & FACSIMILE
William W, Stewart, Esq.

K&L Gates LIP

430 Davis Drive, Suite 400

Morrisville, NC 27560

RE:  Declaratory Ruling for The Charlotte-Mecklenburg Hospital Authority
d/b/a Carolinas Healthcare System

Dear Mr, Stewart:

T am enclosing a Declaratory Ruling that you requested. If questions arise, do not hesitate to let
me know.

Sincerely,

Drexdal Pratt
DP:JH:peb
Enclosure

cc:  Jeff Horton, Chief Operating Officer, DHSR
Craig Smith, Chief, Certificate of Need Section
Steven Lewis, Chief, Construction Section
Azzie Conley, Chief, Acute and Home Care Licensure and Certification Section
DHSR Medical Facilities Planning Section
Marc Lodge, Special Deputy Attorney General, DOJT

%S Location: 809 Ruggles Drive » Dorothea Dix Hospital Campus a Raleigh, N.C. 27603 ﬁ
An Bqual Opportunity / Affirmative Action Employer




NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

RALEIGH, NORTH CAROLINA
IN RE: REQUEST FOR )
DECLARATORY RULING BY )
THE CHARLOTTE-MECKLENBURG ) DECLARATORY RULING
HOSPITAL AUTHORITY D/B/A )
CAROLINAS HEALTHCARE SYSTEM )

1, Drexdal Prait, as Director of the Division of Health Service Regulation, North Carolina
Department of Health and Human Services (“Department” or “Agency”), do hereby issue tﬁs
Declaratory Ruling pursuant to North Carolina General Statute § 150B-4 and 10A NCAC 14A
.0103 under the authority granted me by the Secretary of the Department of Health and Human
Services.

‘The Chatlotte-Mecklenburg Hospital Authority d/b/a Carolinas Healthcare System
(“CMHA”) has requested & declaratory ruling to confirm that its acquisition of the membership

 interests of University Radiation Oncology Ceater, LLC (“UROC”) and its continued operation
of that facility may proceed without first obtaining a Certificate of Negd (“CON"). This ruling
will be binding upon the Department and the entiﬁes requesting it, as long as the material facts
stated herejn ate accurate. This ruling pertains only to the matters referenced herein. Except as
provided by N.C.G.5. § 150B-4, the Department expressly reserves the right to make a
prospective change in the interpretation of the statutes and regulations at issue in this Declaatory
Ruling. William W. Stewart of K&I. Gates LLP has requested this ruling on CMHA's behalf

, gnd has provided the material facts upon which this ruling is b;xsed.

STATEMENT OF THE FACTS '

UROC, which is located at 8310 University Executive Park, Suite 500, Charlotte, NC

28262, is a limited liability company which provides radiation therapy treatment. UROC was




acquired by Radiation Oncology Centers of the Carolinas, Inc. (“ROCC™) pursuant to an
exemption in August 1997. Currently, UROC operates a Varian 2100C linear accelerator and a
GE Highspeed Advantage CT simulator, which the CON Section previously approved.

On August 18, 2011, the Department issued a Declaratory Ruling determining that ROCC .
could transfer, without a CON, its interest in UROC and Matthews Radiation Oncology Center
(“MROC”) to two wholly owned subsidiaries of ROCC. Once that transaction is consummated,
ROCC will be the sole member of UROC. ROCC will then transfer its entire membership
interest in UROC to CMHA and CMHA will become UROC’s sole member, Thus, UROC will
‘Temain intact as the same LLC, but with a different membership composition.

ANALYSIS

The CON law provides that no person shall offer or develop a “new institutional health
service” without first obtainiﬁg a CON. N.C Gen‘. Stat, § 131B-178. The list of new
institutional health services includes “the acquisition by purchase, donation, lease, transfer or
comparable artangement” of a linear accelesator or simulator “by or on behalf of any person,”
N.C. Gen. Stat. § 131E-176(16)(f1)5a, 9, and .“the obligation by any person of a capital
expenditure exceeding two million dollars ($2,000,000) to develop or expand a health service or
a health service facility, or which relates to the provision of a health service,” N.C. Gen. Stat. §
131E-176(16)(b).

Prior declaratory rulings show that the Department has already determined that these
definitions do not require an entity to obtain a CON to acquire membership interests in an

. existing legal entity like UROC which owns and operates a linear accelerator or simulator. The

declaratory ruling requested by CMHA is consistent with the Department’s prior rulings that




have interpreted the applicability of the CON Law to the purchase of ownership interests in
health care organizations, for the following reasons:

CMHA’s acquisition of the membership interests in UROC does not constitute the
acquisition of a linear accelerator or a simulator because the ownership of the equipment will not
change, and the same equipment will be used to provide the same radiation oncology services, in
the same location. UROC will continue to own the two pieces of equipment and UROC’s legal
status as a corporate entity will not change.

The purchase of ROCC’s membership interests in UROC does not involve the offering
or expansion of any new facility, service or equipment, and the state’s inventory of linear
accelerators and simulators will not change. No new or additional equipment will be acquired or
placed in operation in the State.

CONCLUSION

For the foregoing reasons, assuming the statements of fact in the request to be true, I

conichide that CMHA does not require a certificate of need in order to proceed with the purchase

of ROCC’s membership interests in UROC.

This the 41" day of November, 2011.

éexdal Eatt, Direc\E.O; T

Division of Health Service Regnlation
N.C. Department of Health and Human Services




CERTIFICATE OF SERVICE

I certify that a copy of the foregoing Declaratory Ruling has been served upon the
nonagency party by facsimile and certified mail, retum receipt requested, by depositing the copy
in an official depository of the United States Postal Service in a first-class, postage pre-paid
envelope addiessed as follows:

CERTITED MATL,
William W, Stewart

K&L Gates LLP
430 Davis Drive, Suite 400

Morrisville, NC 27560

D
Je
Chi¥f Operating Officer

This the 4™ day of November, 2011.
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North Carolina Department of Health and Human Services
~ Division of Health Setvice Regulation

Pat McCrory Aldona Z. Wos, M.D,
Governor ' Ambassador (Ret.)
Secretary DHHS
Drexdal Pratt
Division Director

April 7,2014 '

Gary S. Qualls

K&L Gates, LLP

P.O. Box 14210

Research Triangle Park NC 27709-4210

No Review

Facility: Rex Hospital

Project Description:  Obtain a separate license for Rex Rehabilitation and Nursing Center of
Raleigh

County: Wake

FID #: 953429

Dear Mr. Qualls:

The Certificate of Need Section (CON Section) received your letter of March 24, 2014 regarding
the above referenced proposal. Based on the CON law in effect on the date of this response to
your request, the proposal described in your correspondence is not governed by, and therefore,
does not currently require a certificate of need. However, please note that if the CON law is

- subsequently amended such that the above referenced proposal would require a certificate of
need, this determination does not authorize you to proceed to develop the above referenced
proposal when the new law becomes effective.

Moreover, you need to contact the Acute and Home Care Licensure and Certification and
Nursing Home Licensure and Certification Sections of the Division of Health Service Regulation
to determine if they have any requirements for development of the proposed project.

1t should be noted that this determination is binding only for the facts represented by you.
Consequently, if changes are made in the project or in the facts provided in your correspondence
referenced above, a new determination as to whether a certificate of need is required would need
to be made by the Certificate of Need Section. Changes in a project include, but are not limited
to: (1) increases in the capital cost; (2) acquisition of medical equipment not included in the
original cost estimate; (3) modifications in the design of the project; (4) change in location; and
(5) any increase in the number of square feet to be constructed.

Certificate of Need Section

AM‘ www.ncdhhs.gov o,
A+ IS , Telephone: 919-855-3873 » Fax: 919-733-8139 k14
Location: Edgerton Building * 809 Ruggles Drive + Raleigh, NC 27603
Mailing Address; 2704 Mail Service Center *Raleigh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer




Mr, Qualls
April 7,2014
Page 2

Please contact the CON Section if you have any questions. Also, in all future correspondence
you should reference the Facility ID. # (FID) if the facility is licensed.

Sincerely,
S
MichaelJ. McKilith, Project Analyst

L/Waﬂjm,q. ﬁmwvub

Martha J. Frisone, Interim Chief
Certificate of Need Section

cc:  Medical Facilities Planning Branch, DHSR
Acute and Home Care Licensure and Certification Section, DHSR
Nursing Home Licensure and Certification Section, DHSR




K&L ' GAT E S ' | K&L Gates wp

Post Office Box 14210

Ky o | Research Triangle Park, NG 277094210
Ty 430 Davis Drive, Suite 400
o \E“} Morrisville, NG 27560
\ ' T 919,466,190 www.kigates.com

& A
G S, P
'5\";\":.‘, 2 ;‘f‘{' Gary S, Qualls
4’;7,;)01’:%6 D 919.466,1182
,8,;;53@01;@ : F 919.516.2072
{%’ /0,? gary.qualls@klgates.com
March 24, 2014
VIA HAND DELIVERY
Martha Frisone,

Chief, Certificate of Need Section
Division of Health Service Regulation
North Carolina Department of Health &
Human Services

809 Ruggles Drive

Raleigh, North Carolina 27603

RE: Rex Hospital, Inc. (License No. H0065)
No Review Request To Independently License Rex Rehabilitation &
Nursing Center of Raleigh

Dear Ms, Frisone:

We are writing on behalf of our client Rex Hospital, Inc. (“Rex”). Rex owns
and operates Rex Rehabilitation &  Nursing Center of Raleigh (the “Nursing
Center”), a nursing home with 120 nursing beds under the Rex Hospital license. Rex
has decided to obtain an independent license for the Nursing Center in order to
promote operational efficiencies. We are requesting confirmation from the
Department of Health and Human Services, Division of Health Service Regulation,
Certificate of Need Section (the “Agency”) that this proposal is not subject to
certificate of need review.

. In this instance, the entity (Rex) that owns the Nursing Center will not
change, and the same building, staff and equipment will be used to provide the
same services at the same location, Rex will continue to own the CON-authorized
Nursing Center assets that have been used to furnish skilled nursing care to the
Nursing Center’s residents. The proposed transaction does not involve the offering
or expansion of any new facility, service or equipment, and the State’s inventory of
nursing beds will not change. No new or additional nursing home beds will be
acquired or placed in operation in the State. The Nursing Center already has its own

RT-3002794 v1




K&L|GATES

Martha Frisone,

Chief, Certificate of Need Section
March 24, 2014

Page 2

distinct Medicare provider number (Medicare #345369), which is separate from Rex
Hospital’s Medicare provider number (Medicare #340114).

This proposal is similar to other proposals that the Agency has found to be
non-reviewable. For example, the Agency recently determined that no CON review
was necessary for Hugh Chatham Memorial Hospital, Inc. to independently license |
a nursing home that historically operated under its hospital license. See Exhibit 1. |

We believe that the CON law allows the independent licensing of the Nursing
‘Center without the requirement of a CON because such an event does not constitute
the development or acquisition of a new facility or services, within the meaning of
N.C. Gen. Stat. § 131E-176(16). The beds already exist in the State Medical Facilities
Plan inventory and there is no new facility constructed. Thus, there has been no |
action which constitutes the offering or development of a new institutional health |
service within the meaning of N.C. Gen. Stat. § 131E-178(a), and no CON is therefore
required.

We request that you provide a no review letter confirming that our
interpretation of the CON law is correct and that this proposal is not subject to
certificate of need review.

Please do not hesitate to contact us if you have any questions,

Sincerely,

Gary S. Qualls




K&L|GATES

Martha Frisone,
Chief, Certificate of Need Section
March 24, 2014

Page 3
Exhibits

1. Hugh Chatham Memorial Hospital, Inc. No Review Request and Response




EXHIBIT

1

Notth Carolina Department of Health and Human Services
Division of Health Setvice Regulation

Pat McCrory Aldona Z, Wos, M,D.
Governor Ambassador (Ret.)
Secretary DHHS

Drexdal Pratt

Division Director

March 11, 2014

S. Todd Hemphill ‘
3105 Glenwood Avenue, Suite 300
Raleigh, North Carolina 27612

No Review

Facility: Hugh Chatham Memorial Nursing Center

Project Description: Transfer by Hugh Chatham Memorial Hospital, Inc. (HCMH) of 100% of
its ownership interests in Hugh Chatham Memotial Nursing Centet to
Hugh Chatham Nursing Center, LLC, a wholly-owned subsidiary of
HCMH and license it separately from the hospital

County: Surry ,

FID #; 955375

Dear Mr, Hemphill:

The Certificate of Need Section (CON Section) received your letter of February 18, 2014,
regarding the above referenced proposal. Based on the CON law in effect on the date of this
response to your request, the proposal described in your cotrespondence is not governed by,
and therefore, does not currently require a certificate of need. However, please note that if the
CON law is subsequently amended such that the above referenced proposal would require a
certificate of need, this determination does not authorize you to proceed to develop the above
referenced proposal when the new law becomes effective,

Moreover, you need to contact the Acute and Home Care Licensure and Certification Section
and the Nursing Home Licensure and Certification Section of the Division of Health Service
Regulation to determine if they have any requirements for development of the proposed project.

It should be noted that this determination is binding only for the facts represented by you.
Consequently, if changes are made in the project or in the facts provided in your cotrespondence
referenced above, a new determination as to whether a certificate of need is required would need
to be made by the Certificate of Need Section, Changes in a project include, but are not limited
to: (1) increases in the capital cost; (2) acquisition of medical equipment not included in the
original cost estimate; (3) modifications in the design of the project; (4) change in location; and
(5) any increase in the number of square feet to be constructed.

Certificate of Need Section

A www.nedhhs.gov g
Telephone: 919-855-3873 » Fax: 919-733-8139 b4

" Location: Edgerton Building * 809 Ruggles Drive » Raleigh, NC 27603
Mailing Address: 2704 Mail Service Center *Raleigh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer




8. Todd Hemphill
March 11, 2014
Page 2

Please contact the CON Section if you have any questions. Also, in all future cotrespondence
you should reference the Facility LD. # (FID) if the facility is licensed.

Sincerely,

M
Kim Randolph, Projeét Analyst

7 776071%&(; Hobn

Martha J. Frisone, Interim Chief
Certificate of Need Section

cc:  Acute and Home Care Licensure and Certification Section, DHSR
Nursing Home Licensure and Certification Section, DHSR
Medical Facilities Planning Branch, DHSR '




BODE HEMPHILL, L.L.P.
ATTORNEYS AT LAWY
3105 GLENWOOD AVENUE, SUITE 300

JOHNT. BODE RALEIGH, NORTH CAR
S, TODD HEMPHILL » NORTH CAROLINA 27612 MAILING ADDRESS .
i‘)‘:;f:)n:‘z 1’:' };f;ER TELEPHONE (919) 881-0338 POST OFFICE BOX 6338
+BRO FACSIMILE (919) 881-9548 RALEIGH, NORTH CAROLINA
27628-6338
WWW.BCS-LAW.COM
Wiriter’s E-mail: HEMPHILL@BCS-LAY.COM - J )
' . 15%/73"0 o
" 4 /VL O;'b ‘
February 18,2014 e <

Via HAND DELIVERY

Martha J. Frisone, Interim Chief

Kim Randolph, Project Analyst

‘Certificate of Need Section

N.C. Department of Health and Human Servwes
Division of Health Service Regulation

809 Ruggles Drive

Raleigh, North Carolina 27603

Re: Hugh Chatham Memorial Hospital, Inc. (License No. H0049)
No review request to transfer control of Hugh Chatham Nursing Center to Wholly
owned-subsidiary

Dear Ms. Frisbne and Ms. Randolph:

We are writing you on behalf of our client, Hugh Chatham Memotial Hospital, Inc.
(“HCMH™), a North Carolina non-profit corporation. HCMH owns and operates Hugh
Chatham Nursing Center (the “Nursing Centét”), a combination facility with 99 nutsing beds
and 28 assisted living beds (20 Alzheimer’s or special care unit beds and 8 general beds), under
the hospital’s license, HCMH has determined that it is in its best interest to transfer ownership
of the Nursing Center to a wholly-owned subsidiary which it has created, Hugh Chatham
Nutsing Center, LLC, a North Carolina limited liability company (“HCNC”). HCMH is the
sole member of HCNC, See HCNC Articles of Organization, Exhibit I heteto.

We also understand that as part of this transfer, the Nursing Center will need to be
operated as a separately-licensed nursing facility. I have already spoken about this subject with
Becky Wertz, Nurse Consultant with the Nursing Home Licensure and Certification Section,
and our client is in the process of prepating the Nursing Home Licensure Application and other
related documentation which she has provided, However, before that documentation can be
filed, we first need to confirm with your office that thls proposal is not subject to certificate of
need review.




Ms. Frisone and Ms. Randolph
Februvary 18,2014
Page 2

The CON law provides that transfer of ownership or control of a CON would constitute
grounds for withdrawal of the CON if it occurs during the course of development of a project
before the project is complete. N.C.G.S. § 131E-189, There is no CON project under
development at the Nursing Center, Furthermore, Agency rules provide that neither ownership
nor conftrol of a cettificate of need is transferred when the holder of the certificate is a
corporation and the identity of the holder changes because of a corpotate reorganization, such as
transfetring ownership to a wholly-owned subsidiary. 10A N.C.A.C. 14C.0502(b)(1) and (c).

In this instance, the entity that owns the Nursing Center will not change, and the same
building, staff and equipment will be used to provide the same services at the same location,
HCMH will continue to own the Nursing Center assets that were authorized under the CON and
have been used to furnish skilled nursing care to the Nursing Center’s residents, The proposed
transaction does not involve the offering or expansion of any new facility, service or equipment,
and the State's inventory of nursing home beds will not change. No new or additional nursing
home beds will be acquired or placed in operation in the State. The Nursing Center already has
its own separate NPI number and Medicare number,

This proposal is similar to other proposals involving transfer of assets to wholly owned
subsidiaries that the CON Section has found in the past did not require CON review. For
example, the CON Section determined that a perfusion company could hold heart-lung bypass

equipment in two separate wholly owned subsidiaries without undergoing CON review. See -

enclosed Exhibit 2 (without exhibits to original request letter),

For these reasons, we believe that the CON law allows the transfer of the Nursing Center
to a wholly-owned subsidiary of HCMH, without the requirement of a CON, because such a
transfer does not constitute the development or acquisition of a new facility or services by the
subsidiary, within the meaning of G.S. 131E—176(16) or 10A N.CA.C. 14C.0502. The
subsidiary. has no control over those services independent of its parent entlty The ultimate
ownership and control of the service does not change. The beds already exist in the inventory in
the State Medical Facilities Plan and there is no new facility constructed. Thus, there has been
no action which constitutes the offering or development of a new institutional health service
within the meaning of G.S. 131E-178(a), and no CON is required.

We request that you provide a letter of no review confirming that our interpretation of the
CON law.and applicable rules is correct and that this proposal is not subject to certificate of need
review,




Ms, Frisone and Ms. Randolph
February 18, 2014
Page 3

Please let us know if you need further information or it there are questions we can
answer,

Very truly §;ours,

BopE HeEmMpHILL, L.L.P,

7

S Todd Hey

STH:sh

Enclosure

cc w/enc.: Becky Wertz, Nurse Consultant (via hand delivery)
Paul Hammes/Don Trippel (via e-mail only)




SOSID: 1361794
Date Filed: 2/14/2014 5:00:00 PV
Elaine F. Marshall
North Carolina Secretary of State

C2014 043 00481

State of North Carolina
Department of the Secretary of State

Limited Liabllity Company
ARTICLES OF ORGANIZATION

Pursuant to §57D-2-20 of the Goneral Statutes of North Casoling, the undersigned does heteby submit these
Artloles of Organlzutlon for the purpose of forming u limited Habllity compuny,

1, The name of the limited liability company s: Hugh Chatham Nursing Center, LLC
(See Ttem Jof tho Instructions for spproprlate sntlty desiguation)
2, The name and addross of eaoh porson exeeuting thoese articles of organization i3 us follows: (Stute
whether each person iz exsouting these artioles of organization in the capacity of a member, organizer
or both, Note: Thisdocumentniust be signed by all persona liated.)

8. Todd Hemphill (Organizer)
Post Office Box 6338, Raleigh, NC 27628

3. The name ofthe Initial registered agent ls R8YMONd A, Parker

4, The sireot addresy and county of the Initlal seglstered agent oifice of the limited liabllity compasny {n:
Nurber and Street 131 Colony Lane

city Elkin Statet NG Zip Cod: 28621 county; SUIty

5, 'The maillng address, if different from the sireet address, of the Initlal reglstered agent office ls:.
Number and Street :
City, ", Stafe: NG Zip Codst County:

6. Principal office information: (Selectelther a or b.)
a. [)The limlted fability company has a prinolpal offlcs,
The prinoipal offlos telephons number: (336) 527-7000

The gireet nddross and oounty of the prinelpal office of the lmited Hablllty company ls:
Numbet and Street 180 Parkwood Drive

cuyElkin sttt NC__ zipCoder 28621 county, Surry
* CORPORATIONS DIVISION P.0, Box 29622 © RATBIOH, NC 2/626-0622
(Revived January 2014) 1 (Form L-01)

EXHIBIT

1




The mailing addresy, If different from the strest addross, of the prinelpal offlos of the oompany ls:
“Number and Street P08t Offlaa Box 680

cliy Elkln state: NC Zlp Code: 48621 County: Surty

by ] The dimited Habllity company doess not have a prlnoibul offive,

7 Anyothor grovlslona which the limited Habllity company elects to Inoludo (o.g., the purpose of the entity)
aro attachod,

Privacy Redaction
8 (Optlonaf): Ploase provide a business-a-tall addres
Tlhe Secretaty of State's Offlos Wil eaall the buslisss auforatioally uf the addvess provided above at 1o
oost when a doowmont is.filed, The e-mall provided will niot ba viewabls on the website, For more
information on why this servios Is offered, please soo the Instruotions for this docutent,

9, These nrttoles will be effoctive upon Tiling, unless a tatwre date 1s speolflad:

This ls the 12 _day of February ,2034

Aatutd

8, Tadd Hemphil, Organizey
Typo or Print Name and Title

Tho below space to be used If move than one-orgentzer or member s listed n Item #2 above. "

Signature Slgrnture

5o and PGt Name and TIHs ' Type o AT Nae snd Tite
Stgnature Siguature

' ‘Typs and PiInt Name and Tltle Typoe and Print Namo and Ttle

NOTES;
L Flling feo1s $125, This dooument mvat be flled with the Seoretary of State,

*© *" CORPORATIONS DIVISION - .0, Bon29622 _ RALBIGH, NC 27626.0622
(Revised Janupry 2014) 2 (Form L-01)




ATTACHMENT TO ARTICLES OF ORGANIZATION
HUGH CHATHAM NURSING CENTER, LLC

' NAME AND ADDRISS OF INITIAL MEMBER ]

The sole member of Hugh Chatheus Nutsing Center, LLC {s Hugh Chatham Memovial Hospital,
Ino,

Hugh Chathan Mamorlal Hospital, Ino,'s address s 180 Parkwood Drlve, Blldn, NC 28621




N ' .
North Carolina Department of Henlth and Human Sexvices
Division of Health Sexvice Regulation
Cortificate of Need Section

2704 Mail Service Center w Raleigh, North Carolina 27699-2704

www.nedhihs,gov/dhsy Cralg R, Smith, Section Chief
' Phone; 919-855-3875
Fax; 919-733-8139

Beverly Eaves Perdue, Governor
Lanior M. Cansler, Seoretary’

Decesnber 9, 2011
Willigmn R, Shenton
Poyner Spruill

PO, Box 1801

Raleigh, NC 27602-1801

RE: No Review:

o Transfor by CSA Medical Services, LLC (CSA) of 100% of its ownership interests in five (5) existing hoart

Tong bypass machines in use at WakeMed to CSAMS New Bem Avenve, LLC, a wholly-owned subsidlary
. ofCSA ' '

o Transfor by CSA Medical Sexviees, LLC (CSA) of 100% of ifs ownership Interests i threo (3) existing
heart lung bypass machines In use at Rex Hospital fo CSAMS Lake Boone Trall, LLC, a wholly-owned
subsidiary of CSA.

Wiake County

Dear Mz, Shenton;

The Certificate of Need (CON) Section recelved your letter of November 21, 2011 regarding the above referenced
proposals, Based on the CON law in effect on the date of this response to your request, the proposuly desoribed in
your corregporidence are not governed by, and therefore, do not ourrently xequire a certificate of need, However, please
note that if the CON law is subsequently amended such that the sbove referenced proposals wonld require a certificate of
need, fhis determination does not authorize you to proceed to develop the above roferenced proposals when the new law
becomes offective. .

Tt should be noted that this determination is binding only for the facts represented by you. Consequently, if changes are
made in the proposals or-in fhe facts provided in your correspondence referenced above, a new determination as o
whethet a certificate of need s yequired would need to be made by the Certificate of Need Section, Changes in a
proposal include, but are not limited tot (1) dncreases In the capital cost; (2) acquisition of medical equipment not
included in the original cost estimate; (3) modifications in the design of the project; (4) change in Jocation; aud (5) any
ncrease 1n the number of square feet to be construsted. C

Please contact the CON Seotion if you have any questions, Also, in all future correspondence you should reference the
Facility LD (FID) if the fapllity s loensed,

Sincerely, ' ‘ ,

Marthd J, Frisone
Assistant Chief

Certificat?’of Need Sestion

oc; Medical Facilities Planning Section, DHSR

% ' Location: 809 Ruggles Drive m Dorathea Dix Hospital Campus w Raleigh, N.C. 27603
. An Equal Opportunity / Affirmative Action Employer
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Poyner Spruill”

Wilson Hayman

Pariner

D: 919,783,1140
whayman@poynesspruitl.com
Wiillam R, Shenton

Paritner

D: 919,783.2947

F: 819,783,1076
wehenton@poynetsprulil.com

November 21, 2011

VIA U.S, MAIL AND E-MAIL/
Cralg.smith@dhhs.no.qov

Jrlsone@dhhs.ne.gov

Mr. Cralg R, Smith, Chief

Ms. Martha Frisone, Assistant Chlef
Dlvision of Health Service Regulation
Cartifioate of Need Section

2704 Mail Service Center

Raleigh, North Carolina 276962704

RE: GSA Medlcal Servioes, LLC; No Review Request regarding Transfer of Heart-Lung Bypass Machines
to Wholly Owned Subsldlaries

Dear Mr, Smith and Ms, Frisone:

This (etter s submitted on behalf of GSA Medical Services, LLC (“CSA"), and two subsidiary limited
lability compantes to be formed and wholly owned by CSA and to be named *CSAMS Naw Bern Avenue,
LLC" (CSA New Bern), and “CSAMS Lake Boone Trall, LLC" (CSA Lake Boone), upon recelpt of your
approval of this request, - CSA currently owns and operates elght (8) heart-lung bypass {"HLB") machines,
Five (&) of the HLB machines are operated at WakeMed and three (3)of the HLB machines are operated

. at Rex Hospltal, Ino, ("Rex?). The purposs of this letter Is to provide nolice to the North Carolina
Department of Health and Human Setrvices, Divislon of Health Service Regulation, Certificate of Need
Section (the "Agency”), and confirm that the transfer of CSA's Infefests In these eight (8) HLB machines
and the operation of the same to two wholly owned subsidlarles of CSA Is not reviewable as a new
institutional health service under the North Carolina Gertifioate of Need ("CON") law.

The Agency has recently approved a simllar transfer In an August 18, 2011 Daclaratory Ruling regarding
Radlation Oncology Centers of the Garolinas, Inc. ("ROCCY). T hat Declaratory Ruling concerned the
transfer of intaests In two radiation oncology facililes fram ROGC to two wholly owned subsidiaries of
ROCC, Attachsd hereto as Exhiblfs 1 and 2 ara the ROCC Declaratory Ruling Request and the ROCC
Declaratory Rullng. The ruling requested by CSA here s directly analogous o the ROCG ruling, the only
. difference belng that ROGC Involved the per se reviewable ltems of linear accelerators and simulators
and CSA's request Involves the per se reviewable items of heart-lung bypass machines.
I BACKGROUND AND FACTS

CSA dlrectly owns elght (8) Terumo Corporation Serles 8000 HLB machines. Five (6) of these HLB
machines are located and used by CSA to provide peruslon services at WakeMed, located at 3000 New
Bern Avenue, Ralelgh, NC 27620, Thres (3) of these HLB machines are located and used by CSA to
provide perfuslon services at Rex, located at 4420 Lake Boone Trall, Ralelgh, NC 27607, CSA also owns
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seven (7) cell saver machines located at WakeMed in Raleigh, and two (2) located at WakeMed-Cary.
These cell saver machines are Baylor Rapid Autologous Transfusion (BRAT) machines manufactured by
Sorin Corporation and are not subject to CON revlew. CSA daes not own the BRAT machines at Rex,
which are owned by the hospital. CSA also provides the hospitals with the services of seven (7) licensed
perfuslonists, who are employed by CSA's affiiate Carolina MSO, L.L.C. (MSO) but work for CSA
pursuant to its Management Services Agresment with MSO., .

The five (6) HLB machines at WakeMed are labeled A, B, C, D, and E, and the three (3) at Rex are
labeled 1, 2, and 3, Each HLB machine consists of the following: (a) a four (4) or five (5) pump Terumo
Base; (b) three (3) or four (4) Terumo 8000 roller pump modules (8000 roller pump modulas); (¢) one (1)
Medtronic Bio-Madicus arterlat pump serles 560 (Blo pump); (d) one (1) Medironie TX 50 Flowmeter
(Flowmeter); and (&) one (1) Sechrist alroxygen mixer (Sachrlst), Similarly, the seven (7) BRAT
machines at WakeMed In Ralelgh are labeled A, B, C, D, E, F and G, and the two at WakeMed-Cary are
tabeled 1 and 2. Each HLB machine (and its components) and BRAT machine Is Identlfied by its serlal
numbers (SN), madel numbers and the hospital where it is located, as described in Exhibit 3 to this letler.-

The surgeons of Carolina Cardlovascular Surgical Assoclates, P.A, (Practice), started parforming opeh

heart surgery and providing thelr own perfusion services at WakeMed In 1979 and at Rex i 19889,

through elther the Practice itself or a perfusion company owned by the same physlclans. Each of the

eight (8) HLB machines currenlly owned by CSA is replacement equipment for a machine owned by GSA

(or a predecessor entity) prior to the year 1993, when acquisition of an HLB muchine became subject to

CON review regardless of its cost. W, Gharles Helton, M.D,, founded the Practice in 1979 and Cardinal

Blo-Medical Associates, Inc. (Cardinal Bio-Medical), In 1980, Cardinal Bio-Medlcal was the perfusion

company predecassor to CSA that llke CSA was owned by the shareholders of the Practice, The two

hospitals have never owned the HLB machines used at thelr facililies. Before 1089, Cardinal Blomedical

had acquired and operated three (3) HLB machlnes at WakeMed and two (2) at Rex, Another
cardlothoracle surgery. practice In Ralelgh, Atkingon' & Zeok, M.D., P.A, had two (2) additional HLB
machines at WakeMed and one (1) additional HLB machine at Rex, Alkingon & Zeok, M.D., P.A. merged

with the Practice In 1993, and Its two (2) surgeon. shareholders, Aivan W. Atkinson, M.D., and John V.

Zeok, M.D., joined the Practice, At the same time thelr three (3) HLB machinies were acqulred by

Cardinal Blo-Madioal, and they become shareholders of that perfusion company. Cardinal Blo-Medloal or
its sucoessor company hes continued to own and operate these eight (8) HLB machines (or their
replacements) at thelr same respective locations at WakeMed and Rex sihce that time, th 1807, the
shareholders of Cardinal Bio-Medical reorganized the company by forming CSA and transferring the
operations and all elght (8) machines to CSA, which was owned by the same surgeons.

By 2001, CSA needed to replace all elght (8) of ts HLB machines, There was a fourth HLB machine at
Rex owned by surgeons Abdul G, Chaudhry, M.D. and James H. Davls, M.D. This one (1) HLB machine
had heen loaned to them by the manufacturer In the late 1980's to replace one they had provided for use
at Rex which had bscome obsolete. At that time, GSA bought this fourth loaned HLB machine, which had

ready been used at Rex, from the menufaclurer to replace one of CSA's older machines at Rex,
Srﬁqmafter. Drs, Chaudhry and Davis no longer provided perfusion services or a HLB machinhe for use at
ReXi, CSA's purchase of this machine thus resulted in a net decrease In useable HLB machines at Rex
from four (4) to three (3), .

The same year, GSA obtalned replacement equipment for its other seven (7) HLB machines at WakeMed
and Rex, at & total capltal cost of $322,665. CSA’s obsolete machines were subsequently removed out of
North Carolina, By letter datsd June 25, 2004, the Agency approved CSA's aoquisition of the seven (7)
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new HLB machines at WakeMed and Rex as replacement equlpment, The Agency's "o revisw” latter of
that date Is attached and labeled as Exhibit 4. : ,

CSA would Jike to trahsfer its interest in the elght (8) HLE machines Into two wholly owned subsidlary
limited liabllity companies, The first wholly owhed subsldlary will be named “CSAMS New Bern Avenue,
LLG" and will own the five (8) HLB machines ourrently operated at WakeMed, The second wholly owned
subsidiary will be named “CSAMS Lake Boone Trall, LLC" and will own the three (3) HLB machines
outrently operated at Rex, The transfer of GSA's interests In the eight (8) HLB machines Into two (2)
wholly owned subsldlarles is not a CON reviewable event because it will have the following results:

(1) Naincrease In the HLB machine inventory In Wake County;
(2)  No physical'telocation of any HLB machines in Wake County;
(3)  Nocreation of any new health service facilities; and |

) No asset purchases of any per ge reviewable equipment, conslstent with the ROCC
‘Declaratory Ruling.

This letter requests your confirmation that such a proposed transfer of interests would hot trigger any of
the new Institutional health service provisions In the CON statute, and the transaclion may proceed
without first acquiring a CON, '

L ANALYSIS

The CON law provides that the “acquisition by purchase, donailon, lease, {ransfer or comparable
arrangement’ of an HLB machine constitutes a “néw Instilutional health service” that Is subject to CON
review, N.C. Gen, Stat, § 131E-176(16)H; § 131E-178(a), However, we bslleve the creation of these two
wholly owned subsidiarles ls not a reviswable event because CSA, the owner of the CON rights for the
elght (8) HLB imachines, Is not undergoing any direcf change In lts ownership status, Rather, this Is
merely a lype of reorganizatlon In the nature of those which the CON rules recognize as non-reviewable,

Until 1993, the acqulsition of an HLB machine was not regulated under the CON law unless It involved the
obligation of a capital expenditure exceeding two million dollars ($2,000,000), which far exceeds the cost
of this equipment. See N,C. Sess, Laws 1983, ¢, 7, § 2 (adding the acquisition of HLB machines and any
“major medical equipment’ costing more than $760,000 a8 “new institutional health services” requling a
GON). Howaever, effective March 18, 1903, the General Assembly amended the. GON law to make the
acquisition of HLB machlnes constilute a "new Insitutional health seivice” requiring a CON regardless of
its cost, N,C. Gen, Stat, § 131E-176(10a), (16)f1.5., as amended by N.C, Sess. Laws 1993, ¢. 7, § 2,

Under the GON law, transfer of gwnership or control of a GON prior to completion of a project or operation
of the faclity constitutes groundg or withdrawat of a GON.  N.C. Gen, Stat, § 131E<189, However, the
Agenoy's rules provide that In thiat sltuation, neither ownership nor control of a CON Is transferred when
the hoider of the certificate is j,f_f rporation and the Identity of the holder changes because of corporate
reorganization, Including tral sfgemng ownership to wholly owned subsidlarles. 10A N.CAC,
14G,0802(b)(1) and (g). ,
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Specifically, the provisions of N.C, Gen, Stat. § 131E-189(c) state by analogy that the Department of
Health and Human Services may Immedlately withdraw any CON if the holder of the certificate, hefore
completion of the project or operation of the facllity, transfers ownership or control of the Faollity, the
?rﬁ]eol, or the cerificate of need,” Further, the Agenoy's rules at 10A N,C.A.C. 14C.0602(b) state as
0lIlOWS!

Ownarship of a cerlificate of need Is transferred when any person acquired a cerlificate from the
holder by purchase, donation, lease, trade, or any comparable arrangement, except that

ownership of a certificate of need is not transferred when: _

(1) the holder of the cerlificate is a corporation and the identity of the holder changes
because of a corporate reorganization; or

(2) the holder of the cerfificate Is a partnership and the idenilty of the holder changes
bacauss the same partners reorganize as a new partnership,

10A N,C.A.C. 14C.0602(b) (emphasis added),

Hera, CSA's right to own and operate the HLB machines Is not a CON project that Is not yet completed or
operational. Nonetheless, if the CON (aw permils the transfer of a GON for an undeveloped project to a
subsidiary of the applicant without & new CON or other sanction, then it would make no sense to Interpret
the law to prevent an existing provider from transferring a service to a wholly-owried subsidiary after the
project has been developed. This principle has been affirmed by the Agency on a very similar set of facls
in the ROCC Dsclaratory Ruling refarenced above and altached as Exhibit 2,

Moreover, N,C. Gon, Stat, § 131E-189(c) acknowladges that completed projects may be transfeired
wilhout GON review. It states that *[a]ny transfor after (the project ls completed.or bacomes operational)
will be subject to the requirement that the service be provided consistent with the representations made In
the application and any applicabla conditions.” That statute doss not require that a CON first be aoquired
before such a transfer takes place, Clearly, the reorganization of CSA’s assats and CON exemption Into
two wholly owned subsldiarles would not constitute the "offering or development of a new Inslitutional
health service” within the definition of N.C. Gen, Stel, § 131E-178(a),

Wk CONCLUSION

Basad on the foregoing Information, we hereby request the Agency's confirmation that the following
transactions are not subject to CON review as a new Instltutional health service:

(1) CSA's proposed transfer of Its ownership Interest 3n, and operatlén of, five (5) HLB
mgchlnes, operated at WakeMed, to CSA Lake Boone, a wholly owned subsldiary of
GCSA; and

{2 CSA's proposed transfer of its ownership Intefest in, and operation of, three (3) HLB
rachines, operated at Rex, lo CSA New Bern, a wholly owned subsidiary of CSA,

Ifyou require additlonal Information to consider this request, please contact us as soon as possible, We
thank you for conslderation of this request.
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Very teuly yours,

.

Wilson Hayman
Pariner ‘
Wiillam R, Shenton
Patlner

Altashments

Poyner Spruill”
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Notrth Carolina Department of Health and Human Services
Division of Health Service Regulation

Pat McCrory Aldona Z, Wos, M.D.
Governor Ambassador (Ret.)
Secretary DHHS

Drexdal Pratt

Division Director

March 11, 2014

S. Todd Hemphill \
3105 Glenwood Avenue, Suite 300
Raleigh, North Carolina 27612

No Review

Facility: Hugh Chatham Memorial Nutsing Center

Project Description: Transfer by Hugh Chatham Memorial Hospital, Inc. (HCMH) of 100% of
its ownership interests in Hugh Chatham Memorial Nursing Center to
Hugh Chatham Nursing Center, LLC, a wholly-owned subsidiaty of
HCMH and license it separately from the hospital

County: Surry ,

FID #: 955375

Dear Mr, Hemphill:

The Certificate of Need Section (CON Section) received your letter of February 18, 2014,
regarding the above referenced proposal. Based on the CON law in effect on the date of this
response to your request, the proposal described in your correspondence is not governed by,
and therefore, does not currently require a certificate of need, Howevet, please note that if the
CON law is subsequently amended such that the above referenced proposal would require a
certificate of need, this determination does not authorize you to proceed to develop the above
referenced proposal when the new law becomes effective,

Moreovet, you need to contact the Acute and Home Care Licensure and Certification Section
and the Nursing Home Licensure and Certification Section of the Division of Health Service
Regulation to determine if they have any requirements for development of the proposed project.

It should be noted that this determination is binding only for the facts represented by you.
C‘onsequently, if changes are made in the project or in the facts provided in your correspondence
referenced above, a new determination as to whether a certificate of need is required would need
to be made by the Certificate of Need Section, Changes in a project include, but are not limited
to: (1) increases in the capital cost; (2) acquisition of medical equipment not included in the
original cost estimate; (3) modifications in the design of the project; (4) change in location; and
(5) any increase in the number of square feet to be constructed.

Certificate of Need Section

A www.nedhhs.gov E
Telephone; 919-855.3873 » Fax: 919-733-8139 4

* Location: Edgerton Building * 809 Ruggles Drive + Raleigh, NC 27603
Mailing Address: 2704 Mail Service Center *Raleigh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer




'S, Todd Hemphill
March 11, 2014
Page 2

Please contact the CON Section if you have any questions. Also, in all future cotrespondence
you should reference the Fa0111ty LD. # (FID) if the facility is 11censed

Sincerely,

(SIS
Kim Randolph, Projei¢t Analyst

7)) &Q Hototrna

Martha J. Frisone, Interim Chief
Certificate of Need Section

cc:  Acute and Home Care Licensure and Certification Section, DHSR
Nursing Home Licensure and Certification Section, DHSR
Medical Facilities Planning Branch, DHSR '




BopE HEMPHILL, L.L.P,

ATTORNEYS AT LAW
JOHN T, BODE 3105 GLENWOOD AVENUE, SUITE 300
' RALEIGH, NORTH CAROLINA 27612
$. TODD HEMPHILL " MAILING ADDRESS -
MATTHEW A, FISHER TELEPHONE (919) 881-0338 POST OFFICE BOX 6338
DAVID R, BROYLES FACSIMILE (919) 881-9548 RALEIGH, NORTH CAROLINA
27628-6338
WWW.BCS-LAW,COM
Writer’s E-mail: HEMPHILLEBCS-LAW.CON - 4
f o “d
é’& ? ‘SG’ G
. @ /Of? !
February 18, 2014 o

ViA HAND DELIVERY

Martha J. Frisone, Interim Chief

Kim Randolph, Project Analyst

Certificate of Need Section

N.C, Department of Health and Human Serv1oes
Division of Health Service Regulation

809 Ruggles Drive

Raleigh, North Carolina 27603

Re: Hugh Chatham Memorial Hospital, Inc.'(License No. H0049)
No review request to transfer control of Hugh Chatham Nursing Center to wholly
owned-subsidiary

Dear Ms. Frisbne and Ms. Randolph:

We are writing you on behalf of our client, Hugh Chatham Memorial Hospital, Inc.
(“HCMH™), a North Carolina non-profit corporation, HCMH owns and operates Hugh
Chatham Nursing Center (the “Nursing Centér”), a combination facility with 99 nursing beds
and 28 assisted living beds (20 Alzheimer’s or special care unit beds and 8 genetal beds), under
the hospital’s license, HCMH has determined that it is in its best interest to transfer ownership
of the Nursing Center to a wholly-owned subsidiary which it has created, Hugh Chatham
Nursing Center, LLC, a Notth Carolina limited liability company (“HCNC”), HCMH is the
sole member of HCNC, See HCNC Articles of Organization, Exhibit I hereto.

We also understand that as part of this transfer, the Nursing Center will need to be
operated as a separately-licensed nursing facility. Ihave already spoken about this subject with
Becky Wertz, Nurse Consultant with the Nursing Home Licensure and Certification Section,
and our client is in the process of preparing the Nursing Home Licensure Application and other
related documentation which she has provided. However, before that documentation can be
filed, we first need to confirm with your office that thls proposal is not subject to certificate of
need review.




Ms. Frisone and Ms. Randolph
February 18, 2014
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The CON law provides that transfer of ownership or control of a CON would constitute
grounds for withdrawal of the CON if it occurs during the course of development of a project
before the project is complete. N.C.G.S. § 131E-189, There is no CON project under
development at the Nursing Center, Furthermore, Agency rules provide that neither ownership
nor control of a cettificate of need is transferred when the holder of the certificate is a
corporation and the identity of the holder changes because of a corporate reorganization, such as
transferting ownership to a wholly-owned subsidiary, 10A N.C.A.C. 14C.0502(b)(1) and (c).

In this instance, the entity that owns the Nursing Center will not change, and the same
building, staff and equipment will be used to provide the same services at the same location,
HCMH will continue to own the Nursing Center assets that were authorized under the CON and
have been used to furnish skilled nursing care to the Nursing Center’s residents, The proposed
transaction does not involve the offering or expansion of anv new facility, service or equipment,
and the State's inventory of nursing home beds will not change. No new or additional nursing
home beds will be acquired or placed in operation in the State, The Nursing Center already has
its own sepatate NPI number and Medicare number,

This proposal is similar to other proposals involving transfer of assets to wholly owned
subsidiaries that the CON Section has found in the past did not require CON review. For
example, the CON Section determined that a perfusion company could hold heart-lung bypass

equipment in two separate wholly owned subsidiaries without undergoing CON review. See

enclosed Exhibit 2 (without exhibits to original request letter),

For these reasons, we believe that the CON law allows the transfer of the Nursing Center
to a wholly-owned subsidiary of HCMH, without the requirement of a CON, because such a
transfer does not constitute the development or acquisition of a new facility or services by the
subsidiary, within the meaning of G.S. 131E-176(16) or 10A N.C.A.C. 14C.0502. The
subsidiary.bas no control over those setvices independent of its parent entlty The ultimate
ownersh1p and control of the service does not change. The beds already exist in the inventory in
the State Medical Facilities Plan and there is no new facility constructed. Thus, there has been
no action which constitutes the offering or development of a new institutional health service
within the meaning of G.S. 131E-178(a), and no CON is required.

We request that you prov1de a letter of no review confirming that our interpretation of the
CON law and applicable rules is correct and that this proposal is not subject to certificate of need
review,
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Please let us know if you need further information or it there are questions we can
answer,

Very truly };ours,

BobE HEMPHILL, L.L.P,

/

S Todd He

STH:sh

Enclosure

ce w/enc.: Becky Wertz, Nurse Consultant (via hand delivery)
Paul Hammes/Don Trippel (via e-mail only)




SOSID: 1361794
Date Filed: 2/14/2014 5:00:00 PM
Elaine F, Marshall
North Carolina Secretary of State

C2014 043 00481

State of North Carolina
Department of the Secretary of State

Limited Liability Company
ARTICLES OF ORGANIZATION

Pursuant to §57D-2-20 of the Goneral Statutes of North Casoling, the undersigned does heroby submli these
Artloles of Organlzation for the purpose of forming a limited Habllity company,

1. Thename of the limited iability company Is: Hugh Chatham Nursing Center, LLGC
(Sve Hem Jof the Instructions for approprlate shtity desigiation)
2, The naine and address of eavh porson executing these articles of organization iy as follows: (State

whether each person is exsouting these artleles of organization in the capacity of a member, organizer
or both, Notes This documentniust be signed by all pexreona listed.)

8, Todd Hemphill (Organizer)
Post Offfce Box 6338, Raleigh, NC 27628

3, The name of the initial reglstered ngent 15 RBYMoNd A, Parker

4, The giroet address and county of the Inltlal reglstered agent office of the imited liabltity compatiy ls:
Number and Street 131 Colony Lane

city Elkin State: NG ZIp Code: 28621 county: Surty

5, The malling address, If different from the sireot address, of the Initial reglstered agent office ts:'
Number and Street :
City, ", State! NG Zlp Code County;

6. Principal office Information: (Seleotelther a or b.)
o, [W]The limited Habillty company has a prinoipal offics.
The principal offlos telephone number; (336) 527-7000

The sireet address and county of the princlpal office of the Hinited labllity company ls:
Number and Strect 180 Parkwood Drive

ciyEKin sty NC__ zipCoder 28621 __ county, Surry

o CORPORATIONS DIVISION P.0, Box 29622 ’ RALEIGH, NC 27626-06‘22
Revised January 2014) 1 (Form L-01)




The malling address, I different from the street nddsoss, of the printipal offies of the company fa:
Number and Strest P08t Offls Box §60

oty Elkin totos NC ZIp Code; 28021 County: Surry

b, []The Hivatted Habllity company does not have a piluslpsl offloe.

1, Any other provislons which the llmited llablfity sompany elects to Inolude (.. the purpose of the entlty)
aro attached,

Privacy Redaction
8 (Optlonal): Ploaso provide s business-a-mall addtes
Tlhe Socretaty of Stata's Offtoe Wil e-taall the buslngss suforaiioally at ihe addvess provided rbove at no
oost when a doowment is flled, The e-mall provided will not be viewabls on the webslte, For more
Information on why this servios is offered, please s0o the Instiuotlons for this decument,

9, These artioles will bo offootive upon filing, unless a iture date lg spooifled:

Thisls the 12 _day of February L2004,

Atutd

8, Todd Homphill, Organlzey
Type or Prlnt Name and Title

The below speica to be used if move than ons-organizer or member4s 1isted In Item #2 above. I

Slgnature Slgrature

"T¥po and Briat Name and Tike h "Ts md PR Nme md it
Sighature Siguature

. Type and Pilnt Name and Title Type and Priat Name and Tltle

NOTES!
1, Filing feods $125, This dooument must be filed with the Secretary of State,

*" CORPORATIONS DIVISION 'P.0. Bor29622 RALBIGH, NC27626-0622

(Revised Janupry 2014) 2 (Form L-01)




ATTACHMENT TO ARTICLES OF ORGANIZATION
HUGH CHATHAM NURSING CENTER, LLC

[ NAME AND ADDRISS OF INXTIAL MEMBER

]

The sole member of Hugh Chathen Nurslng Conter, LLC {s Hugh Chatham Memovial Hospital,
Ino,

Hugh Chathiam Momorlal Hospital, Tno,'s addroas i1 180 Parkwood Delve, Blldn, NC 28621




North Carolina Departient of Health and Human Sexvices
Division of Health Sexvice Regulation
Cextificate of Need Section
2704 Madl Service Center w Raleigh, North Carolina 27699-2704

Beverly Eaves Perdus, Governot wwwiedhibs gow/dhsy Cralg R, Smith, Section Chief
Landor M. Cansler, Seoretary’ ' Phone; 919-855-3875

: Fax: 919-733-8139
Deacember 9, 2011

William R, Shenton
Poyner Spruill

P,O. Box 1801

Raleigh, NC 27602-1801

RE:  No Review: g

o Transfer by CSA Medical Services, LLC (CSA) of 100% of its ownership Interests in five (5) existing heart
Tung bypass machines i use at WakeMed to CSAMS New Bem Avenve, LLC, # wholly-owned subsidiaty -
of CSA . '

o Transfor by CSA Medical Services, LLC (CSA) of 100% of its ownership interests in thres (3) existing
heart Tung bypass machines In use at Rex Hospital to CSAMS Lake Boone Trall, LLC, a wholly-owned
subsidiary of CSA

‘Wake County

v

Dear Mr, Shenton

The Cerlificate of Need (CON) Section recelved your letter of November 21, 2011 regarding the above referenced
proposals, Based on the CON law in effect on the date of this vesponse to your request, the proposals deseribed in
your corresporidence are nof govemned by, and therefore, do not currently require a certificate of need, Iowever, ploase
note that if the CON law is subsequently amended such that the above referenced proposnls wonld require a cetificate of
need, this determination does not authosize you to proceed to develop the above referenced proposals when the new law
becomes offective, .

. v 4 \
Tt should be noted that this determination is bindiog only for the facts represented by you. Consequently, if changes are
made I the proposals or-in the facts provided in your correspondence referenced above, a new determination as to
whether a certificate of need s vequired would need to be made by the Certificate of Need Section, Changes in a
proposal nclude, but are not limited to: (1) inoreases in the capital cost; (2) acquisition of medioal equipment not
inoluded in the original cost estimate; (3) modifications in the design of the project; (4) change in location; and (5) sny

¥

increase in the number of square feet to be construsted, :

Please contact the CON Seetion if you have any questions, Also, In all future correspondence you should reference the

Faoility LD (FID) 1f the faeility s Heensed,
}

th, Chief
Certlficatt’'of Need Seotion

Sincerely, ' |

| WM@Q. Freasne)

Matthd J, Frisone !
Assistant Chief

cc; Medical Facilities Planning Section, DHSR

% Locatlon: 809 Ruggles Drive m Dorathea Dix Hospita] Capus m Raleigh, N.C. 27605
. An Equal Opportunlly / Affirmative Action Employer

&
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Poyner Spruill”

Wilson Hayman

Pariner

D: 919,783,1140
whayman@poynerspruill.com
Willam R, Shenton

Pariner

D; 919,783,2947

F: §18.783,1076
wshenton@poynerspruill.com

November 21, 2011

VIA U.S. MAIL AND E-MAIL/
ralg, smith@d 0.0V
Trlsone@d 0.qoV

Mr. Cralg R, Smith, Chief

Ms. Martha Frisone, Assistant Chlef
Division of Health Service Regulation
Corlificate of Need Section

2704 Mail Sarvice Center

Ralelgh, North Carolina 27696-2704

RE: CSA Medical Servicas, LLC; No Review Request regarding Transfer of Heart-Lung Bypass Machines
to Wholly Owned Subsldlarles :

Dear Mr, Smith and My, Frisone:

This lelter 18 submitted on behalf of GSA Medical Services, LLC (“CSA"), and two subsidiary limited
lability companies to be formed and wholly owned by CSA and fo be named “GSAMS New Bermn Avenue,
LLC" (CSA New Bern), and "GSAMS Lake Boone Trall, LLC" (GSA Lake Boone), upon receipt of your
approval of this request, - CSA currently owns and operates elght (8) heart-lung bypass ("HLB") machines.
Five (6) of the HLB machines are operatad at WakeMed and threo (3):of the HLB machines are operated

. at Rex Hospital, Ino, (‘Rex’). The purpose of this letter Is to provide nolice to the Noith Carolina

Department of Health and Human Services, Divislon of Health Service Regulation, Certificate of Nead
Section (the "Agency”), and confirm that the transfer of CSA's Interests In these elght (8) HLB machines
and the operation of the same to two wholly cwned subsldlarles of CSA s not reviewable as a new

 Institutional health service under the North Carofina Gentlficate of Need ("CON") law.

The Agency has recently approved a stmlfar transfer in an August 18, 2011 Daclaratory Ruling regarding
Radlation Oncology Genters of the Carolinas, Inc. ("ROCCY), That Declaratory Ruling concerned the
transfer of intgyesls In two radiation oncology facilities from ROGC to two wholly owned subsldiarles of

ROCC. Attached hereto as Exhiblis 1 and 2 ara the ROCC Decdlaratory Rullng Request and the ROCG
Declaratory Ruling. The ruling requested by GSA here s direotly anajogous (o the ROCC rullng, the only

- difference belng that ROCGC (nvolved the per se reviewable ltems of linear accelerators and simulators

and GSA’s requast Involves the per se reviewable ilems of heart-lung bypass machines.

I~ BAGKGROUND AND FAGTS

CSA directly owns elght (8) Terumo Corporation Serles 8000 HLB machines. Five (6) of these HLB
machines are located and used by CSA to provide perfusion services at WakeMed, located at 3000 New
Bern Avenue, Ralelgh, NC 27620, Three (3) of these HLB machines are located and used by CSA to
provids perfuslon services at Rex, located at 4420 Lake Boons Trall, Raleigh, NC 27607, C8A also owns
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seven (7) cell saver machines located at WakeMed in Raleigh, and two (2) located at WakeMsd-Cary.
These call saver machines are Baylor Rapid Autologous Transfuslon (BRAT) machines manufactured by
Sorin Corporation and are not subject to CON revlew. CSA does not own the BRAT machines at Rex,
which are owned by the hospifal. CSA also provides the hospitals with the services of seven (7) licensed
perfuslonists, who are employed by CSA's affiliate Carolina MSO, L.L.C. (MSO} but worl for CSA
pursuant to its Management Services Agresment with MSO. .

'The five (5) HLB machines at WakeMed are labeled A, B, C, D, and E, and the three (3) at Rex are
labeled 1, 2, and 3, Each HLB machine consists of the following: (a) a four (4) or five (5) pump Terumo
Base; (b) three (3) or four (4) Terumo 800D roller pump modules (8000 roller pump modules), (¢) one (1)
Medtrgnic Blo-Medicus arterlal pump serles 560 (Blo pump); {d) one (1) Medtrenis TX 50 Flowmater
(Flowmeter); and () ane (1) Sechrist alrloxygen mixer (Sechtist), Simllarly, the seven (7) BRAT
machines at WakeMed In Raleigh are labeled A, B, C, D, E, F and G, and the lwo at WakeMed-Cary are
labeled 1 and 2. Each HLB machine (and its components) and BRAT machine s Identifled by its serlal
numbers (SN), model numbars and the hospital where 1t is located, as described in Exhibit 3 to this letter. -

The surgeons of Carolina Cardlovascular Surgical Assoclates, P.A, (Practice), started performing open
heart surgery and providing thelr own perfusion services at WakeMed In 1979 and at Rex In 1989,
through elther the Practice ltself or a parfusion company owned by the same physiclans. Each of the
elght (8) HLB machines currenlly owned by CSA is replacement equipment for a machine owned by CSA
(or a predecessor entity) prior to the year 1993, when acquisttion of an HLB machine became subject o
CON review regardless of its cost, W. Charles Helton, M.D., founded the Practice in 1979 and Cardinal
Blo-Medical Associates, Inc. (Cardinal Bio-Medical), In 1980, Cardinal Blo-Medical was the perfusion
company predecessor to CSA that like CSA was owned by the shareholders of the Practice. The two
hospltals have never owned the HLB machines used at thelr facilitles. Before 1989, Cardinal Biomedical
had -acquired and operated three (3) HLB machines at WakeMed and fwo (2) at Rex, Another
cardlothoracle surgery. practice in Raleigh, Atkinson & Zgok, M.D;, P.A,, had two (2) additional HLB.
machines at WakeMed and one (1) additlonal HLB machine at Rex, Alkinson & Zeok, M.D,, P.A. merged
with the Practice In 1993, and its two (2) surgeon. shareholders, Alvan W, Atkinson, M.D,, and John V.
Zeok, M.D., jolned the Practice, At the same time thelr three (3) HLB machlries were acquired by
Cardinal Blo-Medloal, and they become sharsholders of that perfusion company. Cardinal Blo-Medical or
its sucoessor company has continued to own and operate these elght (8) HLB machines (or thelr
replacements) at thelr same respective locations at WakeMed and Rex since that ine, Ih 1897, the
shareholders of Cardinal Bfo-Medical reorganized the company by forming GSA and transferring the
operations and all elght (8) machines to CSA, which was owned by the saime surgeons.

By 2001, CSA needed to replace all elght (8) of its HLB machines, There was a fourth HLB machine.at
Rex owned by surgeons Abdul G, Chaudhry, M.D. and James H. Dayis, M.D. This one (1) HLB machine
had hesn loaned to them by the manufacturer In the late 1990's to replace ona they had provided for use
at Rex which had becoms obsolete, At that tims, GSA bought thia fourth loaned HLB machine, which had

[rgady baen used at Rex, from the menufacturer to replace one of CSA's older machines af Rex,
%ﬁgr'e_aﬂer, Drs, Chaudhry and Davis no longer provided perfusion services or a HLB machine for use at
Rexi. CSA’s purchase of this machine thus resulted In a net decrease in useable HLB machines at Rex
from four {4) to three (3),

The same year, CSA ohtained replacement equipment for its other seven (7) HLB machines at WakeMed
and Rex, at a total capital cost of $322,695. CSA’s obsolete machines were subsequentlly removed out of
North Carolina, By letter dated June 25, 2004, the Agency approved CSA's acquisition of the seven (7)
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new HLB machines at WakeMed and Rex as replacement equipment, The Agency’s “no review” latter of
that date Is attashed and labeled as Exhibit 4, ~

CSA would like to transfer Its Interest In the elght (8) HLB machines into two wholly owned subsidiary
limited liabllity companies, The first wholly owhed subaldiary will be named “CSAMS New Bern Avenus,
LLG" and will own the five (6) HLB machines currently operated at WakeMed, The second wholly owned
subsidiary will be named “CSAMS Lake Boone Trall, LLC" and will own the three (3) HLB machines
ourrently operated at Rex, The transfer of CSA's interests In the eight (8) HLB machines into two (2)
wholly owned subsldlaries Is not a CON reviewabls event because it will have the following results:

(1h  Noincrease In the HLB machine inventory In Wake County;
(2) . No physical'relocation of any HLB machines in Wake County;
(3)  No creaflon of any new health service facilties; and '

) No asset purchases of any per se revlewable equipment, consistent with the ROCC
‘Declaratory Ruling,

This letter requests your confirmation that such a proposed transfer of interests would not trigger any of
the new Institutional health service provisions In the CON statute, and the {ransaclion may proceed
without first acquirlng a CON, '

I ANALYSIS

The GON law provides that the “acquisition by purchase, donation, lease, transfer or comparable
arrangement’ of an HLB machine constitutes a “néw Institutional health service” that Is subject to GON
review, N.C. Gen, Stat. § 131E-176(16)1; § 131E-178(a), However, we bslleve the creation of these two
wholly owned subsidiarles s not a reviswable event because CSA, the owner of the CON rights for the
elght (8) HLB machines, Is not undergoing any direct change In lts ownership slatys. Rather, this s
merely a lype of reorganizatlon in the nature of those which the CON rules recognize as non-reviewable,

Untif 1683, the acquisition of an HLB machine was not regulated under the CON lfaw unless it lnvolved the
obligation of a capital expenditure exgeeding two miilion dollars ($2,000,000), which far exceeds the cost
of thls equipment, See N.C. Sess, Laws 1993, ¢, 7, § 2 (adding the acqulsition of HLB machines and any
“major medical equipment” costing more than $760,000 as “new institutional heaith services" requliing a
CON). However, effective March 18, 1993, the General Assembly amended the CON law fo make the
acquisition of HLB machines vonstitute a "new Insfitutional health sewvice” requiring a CON regardless of

lts cost. N.C. Gen, Stat. § 131E-176(10a), (16)1.5., as amended by N.C, Sess, Laws 1893, ¢, 7, § 2,

Under the CON faw, transfer of qypership or control of a GON prior to complation of & project or operatjon
of the facllity constitutes grounds for withdrawai of a CON. N.C. Gen. Stat, § 131E~189. However, the
Agenoy's rules provide that In {haf sliuatlon, nelther ownership nor control of a CON s transferred when
the holder of the certificate s ﬁ“g arporalion and the Identity of the holder changes because of corporate
reorganizallon, Including tra'éfe'rrlng ownership to wholly owned subsidlaries. 10A N.CAC.

14G,0602(b)(1) and (a).




v us
- Poymer Spruill
Mr. Cralg R, Smith, Chief
Ms. Martha Frlsone, Assistant Chief
Novembar 21, 2011
Page 4

Specifically, the provisions of N.C, Gen, Stat. § 131E-189(c) state by analogy that the Depariment of
Health and Human Services may (mmediately withdraw any CON if the holder of the certiflcate, before
completion of the project or opetatlon of the facility, transfers ownership or contrel of the facliity, the
?nlajaot. or the certificate of need,” Further, the Agency's rules at 10A N.C.A.C, 14C.0602(b) state as
ollows:

Ownership of a cerlificate of naed s transferred when any person acquired a cerllficate from the
holder by purchase, donallon, lease, trade, or any comparable arrangement, except that

ownership of a cerificate of need is not transferred when; _

(1)  the holder of the cerlificate Is a corporation and the ldentity of the holder changes
because of a corporate reorganization; or

(2) the holder of the ceriificate Is a partnership and the ldentity of the holder changes
hacause the same pariners reorganize as a new partnership,

10A N.C.A.C. 14C.0602(b) (emphasis added),

Hare, CSA's right to own and operate the HLB machines Is not a CON project that Is not yet completed or
operational. Nonetheless, If the CON law permils the transfer of a CON for an undeveloped project to a
subsidiary of the applicant without & new CON or other sanetion, then it would make no sense to Interpret
the law to prevent an exlsting provider from transferring a service to a wholly-owried subsidiary after the
projact has been daveloped, This principle has been affirmed by the Agency on a very similar set of facls
in the ROGC Declaratory Ruling referenced above and altached as Exhiblt 2,

Moreover, N.C. Gen. Stat. § 131E-189(c) acknowledyes that completed prajects may be transferred
wllhout GON review. 1t states that "[a]ny transfar after {the project ls completed. or bacomes operational]
will be subject to the requirement that the service be provided consistent with the representations made In
the application and any applicable conditions.” That statute doss not require that a CON first be acquired
hefore such a transfer talkes place, Clearly, the reorganization of CSA's assets and CON exemptlon Into
two wholly owned subsidiarles would not constitute the “offering or development of a new Institutional
health service” within the definition of N.C. Gen, Stat, § 131E-178(a),

Tk CONCLUSION

Based on the foregoing Information, we hereby request the Agency's confirmation that the following
transactions are not subject to CON review as a new Institutional healih service:

(1 CSA's proposed (ransfer of its ownershlp Interest 'in, and operatlon of, five (5) HLB
machines, oporated at WakeMed, to CSA Lake Boone, a wholly owned subsldiary of
GSA; and

{2 GSA's proposed transfer of its ownership Intefest In, and opsration of, three (3) HLB
machines, operated at Rex, to CSA New Bern, a wholly owned subsidiary of C8A,

IFyou require additional Information to consider this request, pleage contact us as soon as possible, We
thank you for conslderation of this request.
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Vety ftuly yours,

i ¢

Wilson Hayman
Pariner ,
Willlam R, Shenton
Pariner

Altashments

Poyner Sprudll”




