NC DEPARTMENT OF ROY COOPER ¢ Governor
HEALTH AND KODY H. KINSLEY - Secretary
HUMAN SERVICES

MARK PAYNE - Director, Division of Health Service Regulation

VIA EMAIL ONLY
December 21, 2023
Jeffrey Shovelin
jshoveli@ecuhealth.org
No Review
Record #: 4344
Date of Request: December 12, 2023
Business Name: Pitt County Memorial Hospital, Inc.
Business #: 1443
Project Description: Change in membership interest in Vidant Radiation Oncology, LLC
Counties: Pitt, Halifax, Hertford

Dear Mr. Shovelin:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency) received your correspondence regarding the project described above. Based on the CON law in
effect on the date of this response to your request, the project as described is not governed by, and
therefore, does not currently require a certificate of need. 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.

This determination is binding only for the facts represented in your correspondence. If changes are made
in the project or in the facts provided in the correspondence referenced above, a new determination as to
whether a certificate of need is required would need to be made by this office.

Please do not hesitate to contact this office if you have any questions.

Sincerely,

/;ﬂ

Gregory F. Yakaboski
Project Analyst

FHicatata Q%M

Micheala Mitchell
Chief

cc: Acute and Home Care Licensure and Certification Section, DHSR
Radiation Protection Section, DHSR

NC DEPARTMENT OF HEALTH AND HUMAN SERVICES -« DIVISION OF HEALTH SERVICE REGULATION
HEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION

LOCATION: 809 Ruggles Drive, Edgerton Building, Raleigh, NC 27603
MAILING ADDRESS: 809 Ruggles Drive, 2704 Mail Service Center, Raleigh, NC 27699-2704
https://info.ncdhhs.gov/dhsr/ « TEL: 919-855-3873
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December 12, 2023

Ms. Michaela Mitcheli, Chief

Healthcare Planning and Certificate of Need Section

Division of Health Service Regulation

NC Department of Health and Human Services

2704 Mail Service Center

Taleigh, NC 27699-2704

RE: Notice of Change in Membership Interest in Vidant Radiation Oncology, LLC. /
Request for “No Review” Status

Pear Ms. Mitchell,

This letter shalt serve as notice that Pitt County Memorial Hospital, Inc. d/b/af ECU Health Medical Center
(“EHMC") intends to acquire 100% of the membership interest in Vidant Radiation Oncology, LLC (*VRO"),
which owns three (3) freestanding radiation oncology centers located in Greenville, NC (Pitt County),
Roanoke Rapids, NC {Halifax County), and Ahoskie, NC (Hertford County). VRO is an existing joint venture
between EHMC and North Carolina Radiation Therapy Management Services, LLC (“NCRT") a controlled
aff liate of GenesisCare, a worldwide provider of radiation oncology centers and services. Currently, EHMC
owns 50% of the membership interest and NCRT owns the remaining 50% membership interest.

GenesisCare is presently under bankruptcy proceedings that are uitimately resulting in the company selling
North American assets. As a controlled affiliate of GenesisCare, NCRT's assets, including the membership
interest in VRO, are included in the bankruptcy proceedings to be sold. EHMC intends to purchase NCRT's
membership interest at the fair market value of $11 million and obtain full membership interest in VRO.

EHMC believes the acquisition of NCRT's membership interest of VRO is not considered a new institutional
health service and is therefore not subject to Certificate of Need (CON) review since:

1) General Statute (GS) 131E-176.16(a) that defines a new institutional health service as “the
construction, development, or other establishment of a new health service facility” does not apply.
This statute does not apply because freestanding radiation oncaology centers are not listed in the
definition of a “health service facility” as defined in GS 131E-176.2a. Even if it was, VRO is an
existing entity, and purchasing additional membership in an existing entity would not constitute
developing or establishing a new health service facility.

2) GS 131E-176.16(b) that defines a new institutional health service as “the obligation by any person
of a capital expenditure exceeding four million dollars ($4,000,000) to develop or expand a health
service or a health service facility, or which relates to the provision of a health service” does not
apply. This statute does not apply because, even though the capital investment to acquire NCRT's
50% membership of VRO exceeds $4 million, the expenditure is not to develop or expand a health
service or a heaith service facility. VRO is an existing entity with three existing locations. EHMC
intends to keep VRO's legal entity as it exists today, as well as continue to provide the same
services (radiation oncology) on the same existing equipment (linear accelerator) in the same
locations as it is operating today. The purchase of NCRT’s membership interest in VRO is a
related-party transaction and is not considered a change in ownership. In addition, it will have no
impact on the linear accelerator inventory in any of the linear accelerator service areas.

3) GS 131E-176.16(f1) that defines a new institutional health service as “the acquisition by purchase,
donation, lease, transfer, or comparable arrangement of any of the following equipment by or on
behalf of any person: (5a) linear accelerator” does not apply. This statute does not apply as there
will not be an acquisition of any new or existing linear accelerators. Today, VRO owns and operates
5 linear accelerators (including a CyberKnife) in Pitt County, 1 linear accelerator in Halifax County,
and 1 linear accelerator in Hertford County. EHMC's purchase of NCRT's membership interest in
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5)

6)

7)

VRO will not change the ownership of the existing linear accelerators. VRO will continue to own
and operate this equipment in the exact same manner and locations as they exist today. Exhibit 1
provides the No Review request and approval for the original acquisition/contribution of the linear
accelerators to VRO. CON Prgject ID Q-11292-17 (certificate attached) is provided in Exhibit 2 to
{J/I;J(V)ide evidence the subsequent replacement linear accelerators in Greenville, NC were issued to

GS 131E-176.16(l) that defines a new institutional health service as "the purchase, lease, or
acquisition of any health service facility, or portion thereof, or a controlling interest in the health
service facility or portion thereof, if the health service facility was developed under a certificate of
need issued pursuant to G.S. 131E-180" does not apply. This statute does not apply because
freestanding radiation oncology centers are not listed in the definition of a “health service facility”
as defined in GS 131E-176.9a. In addition GS 131E-180 was repealed August 26, 2005, Even if
VRO met the definition of a health service facility and GS 131E-180 was still active, the statute
would still not apply. EHMC already owns a controlling interest in VRO (50%). The purchase of
NCRT's 50% membership does not change the fact EHMC will still maintain a controlling interest.
Therefore, the purchase of membership interest in an entity that EHMC is already a major part of
would constitute a related-party transaction and not considered a change in ownership. VRO would
still be the legal entity.

GS 131E-176.16(p) that defines a new institutional health service as “the acquisition by purchase,
donation, lease, transfer, or comparable arrangement by any person of major medical equipment”
does not apply. This statute does not apply for the same reasons stated in #3 above.

All other definitions of new institutional health services presented in GS 131E-176.16 are not
applicable.

Since the original formation of VRO and contribution of the Greenville, NC equipment from its
members in 2015 and the subsequent expansion of VRO and contributed equipment from its
members for the Roanoke Rapids, NC and Ahoskie, NC in 2019 was granted a No Review Decision
Approval (Exhibit 1), it is reasonably assumed that shifts in membership percentage among the
original members of VRO would not require CON approval. In this case, EHMC is shifting to 100%
and NCRT is shifting to 0%.

For the reasons stated above, EHMC is requesting that the CON Section issue a letter determining EHMC's
acquisition of NCRT's membership interest in VRO and the subsequent provision of radiation oncology
services is not a new institutional health service and is therefore exempt from CON review.

If there are any questions regarding this response, please contact me at (252) 847-3631 or
jshoveli@ecuheaith.org.

Sincerely,

S

Jeffrey Shovelin

VP Business Planning & Strategy
ECU Health

PO Box 6028

Greenville, NC 27835-6028
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NC DEPARTMENT OF ROY COOPER + Govarnor
HEALTH AND MANDY COHEN, MD, MPH » Secratary
HUMAN SERVICES MARK PAYNE » Diractor, Division of Health Serviee Regulation

October 9, 2019

\ Gary Qualls

. 430 Davis Drive

l Suite 400

| Monssville, NG 27560

. No Review

| Record#: 3078

\ Business Name: Vidant Radiation Oncology, LLC

| Business #: 2324

' Project Description:  Vidant Radiation Oncology, LLC (VRO) acquisition of two Linacs and one
CT scanner from VRO's current members, Vidant Medical Center and North
Carolina Radiation Therapy Management Services, LLC

County: Pitt _

Dear Mr, Qualis:

‘The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
{Agency) received your correspondence regarding the above referenced proposal. Based on the CON law
in efiect on the date of this response to your request, the proposal described in that correspondence is
not govemned by, and therefore, does not currently require a certificate of need. 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.

You may need to contact the Agency’s Acute and Home Care Licensure and Certification Section to
determine if they have any requirements for development of the proposed project.

This determination is binding only for the facts represented in your correspondence. If changes are made

in the project or in the facts provided in the correspondence referenced above, a new determination as to
whether a certificate of need iz required would need to be made by this office.

Please do not hesitate to contact this office if you have any questions.

ce: Acute and Home Care Licensure and Certification Section, DHSR

Marl.haJ Frisone
Chief

NC DEPARTMENT OF HEALTH AND HUMAN SERVICES » DIVISION OF HEALTH SERVICE REGULATICN
HEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION

LOCATION: 804 Ruggles Drivo, Edgerion Bullding, Ralelgh, NC 27603
MAILSNG ADDRESS: 808 Ruggles Drve, 2704 Mall Senvice Canter, Ralelgh, NC 27659-2704
fittps:info.ncdhhs.goyldhsr = TEL: 918-665-0873
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Yia Hand Delivery
Martha J. Frisone, Chicef

Healthcare Planning and Certificate of Need Section
‘ Division of Health Service Regulation

N.C. Department of Health and Fluman Services

809 Ruggles Drive

Raleigh, NC 27603

Re:  No Review Reguest for VRO’s Acquisition of Addilional Linear Accelerators und a CT
Scanner from Cuprent Members

Dear Ms, Frisone:

The purpose of this request is 1o inform the North Carolina Department of Health and
Human Services, Division of Health Service Regulation, Healthcare Planning and Certificato of
Need Section (the “Agency”) of the contribution of existing radiation oncology equipment and
services by the two existing members of Vidant Radiation Oncology (“VRO™) into VRO.

As you know from a prior No Review Decision approval (Exhibit A), VRO is an existing
joint venture between Pitt County Memorial Hospital, Incorporated, dfb/a Vidant Medical Center
(“Vidant”) and North Carolins Radiation Therapy Management Services, LLC (*NCRT"). NCRT
is & controlled affiliate of 21st Century Oncology. We ask that the Agency confirm that Vidant’s
and NCRT’s respective contributions of two existing linear accelerators (“linacs™), and NCRT’s

contribution of a CT scanner, to VRO are not revicwable as a new institutional health service under
the North Carolina Certificate of Need (“CON™) law.

1. Prior CON Approvat for VRO.

By letter dated August 12, 2015, the Agency approved Vidant’s and NCRT’s initial
contribution of linacs and related radiation oncology assets to VRO ownership (the “Original VRO
Transaction™). Sce Exhibil A (Agency's August 12, 2015 VRO No Review Decision Approval and
July 31, 2015 Request, and related exhibits thereto). VRO has now operated those assets for a
number of years.

8
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Martha I, Frisone, Chief
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IL. Obtaining VRO’s Interest in the Equi.pment Does Not Require a CON.

VRO now seeks to acquire 100% ownership of two additional linacs and one CT scanner
(collectively the “New VRO Equipment™) currently owned by VRO members, Vidant and NCRT,
respectively. Specifically, the New VRO Equipment is comprised of:

1. A linear accelerator operated by a Vidant-related entity! in Ahoskie (the “Ahoskie
Equipment™); and

2, A linear accelerator and CT scanner operated by NCRT in Roanoke Rapids (the “Roancke
Rapids Equipment").

This is a related-party transaction. In other words, a separate, third party will not be
obtaining ownership of the New VRO Equipment, Instead;

1. For the Ahoskie Equipment, Vidant, the Ahoskie Equipment 100% owner, will become
the 50% owner. NCRT will become the other 50% owner through VRO ownership,

2. Likewise, for the Roanoke Rapids Equipment, NCRT, the Roanoke Rapids Equipment
100% owner, will become the 50% owner. Vidant will become the other 50% owner
through VRO ownership.

The New VRO Equipment will continue to be operated at the same locations at which they
are currently being operated. VRO’s ownership of the New VRO Equipment does not involve the
offering or expansion of any new health service facility, service or equipment, and the State’s
inventory of linacs and CT scanners will not change. No new or additional linacs (or other
regulated cquipment) will be acquired or placed in operation in the State. As detailed below in

Section IIT below, this is similar to other membership changes in regulated equipment ownership,
which did not require a CON,

! Ahoskie Imaging, LLC and Radiation Services of North Carolina, LLC (the *“Vidant Affiliates™)
collectively own the Ahoskie Linac a/k/a the Ahoskie Equipment. Those Vidant Affiliates are controlled
affiliates of East Carolina Health. In turn, East Carolina Health and Vidant are both part of the Vidant
Health System as related entities. The Vidant Affiliates currently allow the Ahoskie Equipment to be
operated by its affiliate East Carolina Health d/b/a Vidant Roanoke-Chowan Hospital, pursuant to a service
agreement, in separate business occupancy physical space from the main hespital building,

2
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Martha J. Frisone, Chief
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Page 3

III.  Continuing to Use VRO as a Conduit for Linac Ownership is Not Regulated Under
CON Law.

Vidant and NCRT contributing their respective equipment to VRO does not require a CON.
The CON statute provides a lengthy and exclusive list of activities that constitute development of
a new institutional health service, requiring a CON. The contribution of equipment by a joint

venture member to its own joint venture that already actively provides health services is not
included on that list.

Pursuant to a well-established maxim of statutory construction, expressio unius est exclusio
alterius, those transactions not included in N.C. Gen. Stat. § 131E-176(16) do not require a CON,
See, e.g.,, In re Miller, 357 N.C, 316, 325, 584 S.E.2d 772, 780 (2003) (stating that “[u]nder the
doctrine of expressio unius est exclusio alterius, when a statute lists the situations to which it
applies, it implies the exclusion of situations not contained in the list™); see also Jackson v, 4
Woman's Choice, Inc.,, 130 N.C. App. 590, 594, 503 S.E.2d 422, 425 (1998) (internal citations
omitted) (“Where a statute is explicit on its face, the courts have no authority to impose restrictions
that the statute does not expressly contain.”).

Via their initial joint venture established by the Original VRO Transaction, Vidant and
NCRT placed ownership rights of five (5) of their collective linacs into the joint venture, VRO,
Vidant and NCRT each own 50% of VRO. As we observed in that Original VRO Transaction
Request (which the Agency approved), Vidant and NCRT continued to own those five (5) linacs
through their respective ownership of VRO, See Exhibit A,

Now, Vidant and NCRT, through their VRO venture, wish to add the New VRO Equipment
(i.e., the Ahoskie Equipment and Roanoke Rapids Equipment) to that same venture and each VRO
member will continue to own a 50% interest in their newly contributed equipment.

IV.  Prior Analggous Precedent,

The most relevant precedent for this approval is the initial establishment of VRO and the
contribution of the five (5) linacs discussed in Part III above. See Exhibit A, pp, 1-10. However,
many other previous Declaratory Rulings and No Review Decisions demonstrate that a CON is
not required for similar membership interest changes pertaining to CON regulated equipment or
there is no CON policy advanced by a review where:

1. All of the regulated equipment or other items (and associated space) to be part of the
redesignation transaction at issue already exists and is cumently being operated
(particularly when the existing owner will continue to have an ownership role in the future).

2. No regulated equipment will be added to or removed from the site at issue,
3. No new service lines will be added to the site at issue,

3
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Martha J, Frisone, Chief
August 22, 2019

Page 4

4, No regulated equipment or services will be relocated to or otherwise added to the relevant
State Medical Facilities Plan (“SMFP") service area.

In those instances, the Agency and Division have reasoned that the CON law is not intended
to result in unnecessary CON reviews when the existing regulated asset or service will continue to
serve the same patient base in the same location, albeit through a different ownership structure.,
See HCA Crossroads Residential Centers, The North Carolina Department of Human Resources,
327N.C. at 579, 398 S,E. 2d at 470,

A, Original VRO Transaction Approval and Other Radiation Therapy Facility
Analogues.

In addition to the approval establishing VRO and the contribution of the five (5) linacs
discussed in Part II above (Exhibit A, pp. 1-10), the remainder of Exhibit A consists of numerous
Declaratory Rulings and No Review Determinations from the Division and the Agency approving,

without CON review, ownership structure changes to per se reviewable linear accelerators and
related assets, See N.C. Gen, Stat, § 131E-176(16)(f1)(5a).

B. Heart Lung Bypass Equipment Analogues

Another category of relevant precedent is found at pages 56-68 of Exhibit A2 Those No
Review Decision approvals pertained to WakeMed’s and Rex’s acquisition of heart-lung bypass
machines through ownership of the physician-owned entities that owned the equipment, Like
linear accelerators, the acquisition of a heart-lung bypass machine is technically per se CON-
reviewable, See N.C. Gen. Stat. § 131E-176(16)(f1)(5). However, as in other examples cited
throughout this Part I'V, the Agency concluded that the CON law is not intended to be implicated

when existing equipment (otherwise per se reviewable) changes ownership, yet is already counted
in the CON and SMFP inventory and simply remains in the same place serving the same patient
base.

C. Nursing Facility Anzlogues

Another category of such precedent is found in Exhibit B to this Request. Exhibit B
consists of Agency No Review Decisjon approvals for Rex Hospital (Ex. B, pp. 1-5) and Hugh
Chatham Memorial (Ex. B, pp. 6-18). See Agency’s April 7, 2014 Rex Hospital No Review
Decision Approval and March 24, 2014 Request to Obtain Separate License for Rex Rehabilitation
Center of Raleigh (and exhibits thereto).

2 These examples are contained in Exhibit A because they were cited in support of, and attached to, the
Original VRO Transaction No Review Request.
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In both instances, the Agency found that no CON review was required where a skilled
nursing facility was removed from its associated hospital license and the nursing facility obtained
its own separate license from the hospital. Even though a new licensed health service facility was
technically created in both situations,® the Agency made the non-reviewability determination. In
these nursing facility examples, as in the instant request, the CON law is not intended to result in
unnecessary CON reviews when the existing CON-regulated equipment, beds, or services will
continue to serve the same patient base, in the same location, See HCA Crossroads Residential
Centers, The North Carolina Department of Human Resources, 327 N.C. at 579, 398 S.E. 2d at
470 ("[w]hen viewed in its entirety . ., the Certificate of Need Law reveals the legislature's intent
that an applicant's fundamental right to engage in its otherwise lawful business be regulated but
not be encumbered with unnecessary bureaucratic delay").

In both transactions, the CON and SMFP inventory of nursing home beds remained the
same, and those beds remained in the same place serving the same patient base. In the High
Chatham Memorial example, the ownership structure was also changing.

D. Hospital Splits

Exhibits C and D to this Request catalogue yet another area of similar agency
interpretations, Those Division Declaratory Rulings involved The Charlotte-Mecklenburg
Hospital Authority d/b/a Carclinas HealthCare System and Mercy Hospital, Inc. (collectively
“CHS”) and WakeMed, and their respective requests to change the licensure status of hospital
segments, In CHS’s November 2, 2012 Declaratory Ruling, the Division approved, without a
CON, the redesignation of the Mercy Vail Avenue Campus to be relicensed from the Mercy
Hospital license (License # H0042) to the Carclinas Medical Center license {License # H0071).
See Exhibit C, Declaratory Ruling for the Charlotie-Mecklenburg Hospital Authority
d/b/a/Carolinas Healthcare System and Mercy Hospital, Inc., November 2, 2012.

In the CHS Ruling, the Division cited a July 15, 2002 WakeMed Declaratory Ruling
(Exhibit D), in which the Division determined that no CON was required for WakeMed to split
the WakeMed Raleigh and WakeMed Cary campuses into two separate licensed hospitals, where
those facilities had previously operated under a single license. That was true even though the
WakeMed fransaction technically constituted the creation of a newly licensed health service
facility, See N.C. Gen. Stat, §§ 131E-176(9b) and 176(16)(a). In the WakeMed Declaratory
Ruling, the Division reasoned that requiring a CON “would be an overly technical interpretation
of the Certificate of Need law and not in furtherance of any statutory purpose.”

3 See N.C. Gen. Stat. §§ 131E-176(9b) and 176(16)(a).

5
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E. Applying Prior Analogous Precedent

Likewise, here, Vidant and NCRT’s contributions of the New VRO Equipment do not
constitute the acquisition of a linac or major medical equipment. In fact, the underlying equipment
ownership will be essentially the same. Unlike some of the prior situations referenced above that
were determined not to be subject to CON review, but similar to the initially approved VRO
contributions in 2015, Vidant and NCRT will still retain an ownership interest in the linacs and
the CT scanner, No separate third party will be acquiring any ownership interest in the equipment.
The same parties will retain ownership of the New VRO Equipment - just as with all five linacs
in the original approval establishing VRO -- and the New VRO Equipment will remain in the same
location, and will still be used to serve patients in the same manner.

A “new institutional health service” includes “the acquisition by purchase, donation, lease,
transfer, or comparable arrangement . . . by or on behalf of any person” a linear accelerator and
simulator, See N,C, Gen, Stat, § 131E-176(16)(f1)(5a) and (f1)(9). However, the transaction
contemplated here will not constitute the acquisition of a linear accelerator as defined by N.C.
Gen, Stat, § 131E-176(16). As with the Original VRO Transaction:

1. ownership of the radiation therapy equipment will largely be unaffected by this
transaction;

2, that equipment will continue to be owned, in part, by the same entities both before and
after this transaction; and

3. VRO will merely be the new ownership conduit through which NCRT and Vidant
continue to own the New VRO Equipment.

A fundamental concept of corporate law is that the owners of carporate stoclc are distinct
from the corporation itself. See Robinson on North Carolina Corporate Law, § 2,08 (“A
corporation is a legal entity separate and distinct from its shareholders.”) By design, LL.C members
also stand in a position similar to corporate shareholders. Id. at § 34,03[3]. Consequently, under
the general principles of business organizations law governing LLC membership interests, the
members of an LLC are legally distinct from the LLC itself. Id at § 34.05[1] (“A membership
interest may be acquired directly from the LLC or by assignment from another holder™).

Vidant and NCRT are merely placing their collective ownership interests into one joint
venture and will then each retain a percentage share of the ownership of the joint venture,
Therefore, this transaction cannot constitute the acquisition of a linear accelerator because Vidant
and NCRT will retain ownership of their respective equipment through VRO.
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CONCLUSION

Based upon the foregoing information, we request that the Agency:

I. confirm that contribution of the New VRO Equipment into VRO by its members is not
reviewable as a new institutional health service under the CON law because it is simply
arelated entity rransaction; or

2. in the alternative, confirm that the New VRO Cquipment conitibutions into VRO are
exempt from review under the CON law’s exemption provisions in N.C. Gen. Stat. §
[31E-184(a)(8).

Thank you for your assistance in regard to this maller, Please feel free to contact me at the
number above if you have any questions or need further information.

Sinccerely,

.'-.-l':'.‘-':;t{'bl-f-ﬂ- é’){ (;)LL@GP;_
Gary S. Qualls
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EXHIBITS

A, Agency’s August 12,2015 VRO No Review Decision Approval and July 31, 2015 Request,
and related exhibits thereto (all Bates Stamped)

1.
2,

10,

11.

Certificate of Need CON Project LD, Q-8562-10

Exemption Request (without exhibits) and Approval to Replace CT Simulator
Certificate of Need CON Project I.D. Q-8558-10

Material Compliance Letter dated May 19, 2011

NC Radiation Therapy-Greenville 2007 Declaratory Ruling

NC Radiation Therapy-Greenville’s 2009 Certificate of Need Exemption

Declaratory Ruling for the Charlotte-Mecklenburg Hospital Authority
d/b/a/Carolinas Healthcare System, November 4, 2011

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

In re: 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

Agency’s April 7, 2014 Rex Hospital No Review Decision Approval and March 24, 2014

Request to Obtain Separate License for Rex Rehabilitation Center of Raleigh

C. Declaratory Ruling for the Charlotte-Mecklenburg Hospital Authority d/b/a/Carolinas
Healthcare System and Mercy Hospital, Inc., dated November 2, 2012

D. Declaratory Ruling for WakeMed, dated July 15, 2002
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EXHIBIT

A

Notth Carolita Department of Health and Human Sesvices
Division of Health Service Regulation

Pat McCrory Aldona Z, Wos, MLD,
Govemor Ambassador (Ret.)
Secretary DIHS
Drexdal Pratt
Division Director
Angust 12, 2015
Gary S Qualls
K&L Gates, LLP
Post Office Box 14210
Research Triangle Park, North Carolina 27709-4210
William R, Shenton
Poyner Spruill
Post Office Box 1801

'Raleigh, North Carolina 27602-1801

No Review )
Record #; 1683
Business Name: Vidant Radiation Oncology
. Business #: 2249
Praject Description: Vidant Medical Center becoming 100% owner of NewCo Cancer
Services, LLC
County: . Pitt

Dear Messrs. Qualls and Shenton:

The Healthcare Planning and Certificate of Need Secction, Division of Health Service Regulation *
(Agency) reccived your letter of July 31, 2015 regarding the above referenced propasal. Based

on the CON law in effect on the date of this response to your request, the proposal desedibed

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 cestificate of need, this determination does not authorize you
to proceed to develop the above referenced proposal when the new law becomes effcctive,

However, youneed to contact the Apgency’s Construction and Acute and Home Care Licensure
and Certification Section, DHSR Sections to determine if they have any requirements for
development of the proposed project.

. Healthcare Planning and Certificate of Need Section
dhh ' www.nedhhs.gov
Pl ’S Tidephone; 915-855-3873 « Fax: 919-715-4413
Ldcation; Edgerton Building « 809 Ruggles Drive » Releigh, NC 27603
Mailing Address: 2704 Mail Servies Center *Ralelgh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer
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Gary S. Qualls and William R. Shenton
August 12, 2015

" Page2

It should be noted that this determination is binding only for the facts represented in your
correspondence, 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 this office. 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 this office if you have any questions, Also, in all future correspondence you
should reference the Business # if the facility is licensed.

Sincerely, .
Woith |
o [t - ag. Fhuons,
Jafie Rhoe-Jones Martha J, Frison
Project Analyst Assistant Chief, Certificate of Need

co:  Acute and Home Care Licensure and Certification Section, DHSR .
Consiruction Section, DHSR.
Assistant Chief, Healthcare Planning
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Pest Bffice Box 14210 _
Rasearch Trlangle Park, KO 27708-4210

' : 490 Dayls e, Selts 400
' . Morrisylle, NG 27660

1 018.466,1190 wnkigates.com

/;ﬁ‘ﬁ" A, zhléi D Siodseaian
i F 919.5162072
gaty.qualls@kigates,com
Sl}@uﬂy___ _.q;&a&.ray Martha Frisone
fhidf iid 2> Agssistant Chief, Certificate of Need
Department of Health and Human Services Department of Health and Humen Services
Division of Health Service Regulation Division of Health Service Regulation
Health Planning and Certificate of Need Health Plenning and Certificate of Need
Section Section
809 Ruggles Drive . 809 Ruggles Drive
Raleigh, North Carolina 27603 . Raleigh, North Carolina 27603

RE: No Review Request - Joint Venture between Vidant and 21st Century Oncology Affiliate

Dear Ms. Carraway and Ms. Frisone:

On behalf of our client, Pitt County Memorial Hospital, Incorporated, d/bfa Vidant
Medical Center (“Vidant®), along with William. Shenton, who is counsel for 21st Century
Oncology and its North Carolina affiliate, North .Carolina Radiation Therapy Management
Services, LLC (“*NCRT"), enclosed please find an attechment describing a No Review Request
for a potential joint venture between Vidant and NCRT,

As indicated in the No Review Request, we do not believe that this joint venture is
subject to certificate of need review., Thank you in advance for your attention, and please let me
know if you have any gquestions.

Sincerely,

Dy 8. Qualle

Gary 8, Qualls

cc: William Shenton
Aittachments

RT-3042393




Poyner Sprudll™

July 31, 2015 Willam R. Shenton
Partnher
D: 918.783.2947
F;910.783.1076
wehenton@poynersprulll.com

Shelley Carraway Martha Frisone

Chiaf Asst, Chief

Healthcare Planning and Celflcate of Need Sectlon  Cerlificate of Need

NC Depariment of Health and Human Services NG Department of Health and Human Services
2704 Mall Service Center 2704 Mall Service Center

Ralelgh, NC 27699-2704 . Ralelgh, NC 27699-2704

RE: No Review Request — Joinl Venture belween Vidant and 21° Century Oncology Affillate

Dear Ms. Carraway and Ms, Frisone:

! am wrlting as counsel for 21* Century Oncology and its North Carolina affillate, North Carolina Radlation
Therapy Management Services, LLC ("NCRT"), lo transmlt, along with Gary Qualis and Celleen Crowley,
who are counsel for Vidant Medical Cenler, a No-Review request for your consideration. Vidant and
NCRT ate planning lo Implement a joint venture which will entail the combination of thelr respective
freestanding radiation equipment and services In the Gresnville area Into a new limited liability company,
called Vidant Radlation Oncology.

The enclosed decument describes the steps in the transaction, and as we Indicate this jolnt venture
should net be subject o cerllficate of need revlew, We appreclate your attentlon to this reques! and
please feel free to contact counsel for efther of the partles If you should have any questions or need
furiher clarillcation. . .

Very truly yours,

W Lo M S

Willlam R, Shenton
Parner |

WWWLPOVNERSPRUILL.COM RALEIGH / CHARLOTIE f TOCKYMOUNT /  SOUTHERN PINES

301 Fayoliavila Suael, Sulte 100D, Ralelzh,NC 27601 RO, Loz 1501, fialelgh, NC 27602-1801 P.919,181.6400
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No Review Request for Joint Venture between
Vidant Health and 21st Century Oncology

The purpose of this request is fo inform the North Carolina Department of Health and
Human Services, Division of Health Service Regulation, Healthcare Planning and Certificate of
. Need Section (the “Agency™) of a planned joint venture between Pitt County Memorial Hospital,
Incorporated, d/bfa Vidant Medical Center (*Vidant”) and North Carolina Radiation Therapy
Management Services, LLC (“NCRT”),! involving the combination of their existing,
freestanding radiation oncology equipment and serviees into a single joint venture limited
liability company to be named Vidant Radiation Oncology (“VRO"). We ask that the Agency
confirm that this joint ventutre is not reviewable as a new institutional health service under the
North Carolina Certificate of Need (“CON”) law,

STATEMENT OF FACTS

By way of background, NewCo Cancer Services LLC (“NewCo"), d/bfa Leo Jenking
Cancer Cenler (“Cancer Center”), a 50/50 joint venture between East C-arolina University Brody
School of Medicine (“ECU”) and Vidant, owns and operates two existing linear accelerators
("“linacs™) and CT simulators, pursuant to CON Projcct LD. Q-8562-10, See Certificate of Need |
attached as Bxhibit 1 and Exemption Request and Approval 1o Replace a CT Simulator atfached
gs Bxhibit 2. Vidant also owns and operates a C.ybcﬂcrﬂfe linac, which is operated as a
freestanding radiation treatment service at the Cancer Center, pursuant to CON Project 1D, Q-
855 8-10 and Material Compliance letter dated May 19, 2011, See Certificate of Need attached ag
Exhibit 3 .and Material Compliance Letter attached as Exhibit 4. |

NCRT owns and operates two existing linacs as part of NC Radiation Therapy-

Greenville, See Declaratory Ruling and Exemption attached as Exhibits 5 and 6,

! NCRT is a controlled affilizte of 215t Century Oncalogy.

RT-3036021 v

\




First, Vidant seeks to obtain full ownership of the two linacs and CT simulators currcntly.
owned by NewCo and located at the Cancer Center, NewCo will continue o exist after Vidant
obtaing 100% ownership of the linacs and simulators. Once Vidant obtains full ownership, the
same equipment will be used to provide tho same radiation oncology services, in the same
location,

Secand, as part of & joint venture, Vidant and NCRT will be combining and contributing
their existing freestanding radiation oncology services, meditfpl equipment (including the 5
linacs, one of which is a Cyberknife linac) and related assets to the newly created VRO, After
the joint venture transaction occurs, all of the equipment will continue to be operated in the same
two locations as deseribed above.? Therefore, as a result of these two steps (collectively, the
“Transaction”), no linacs will be relocated or added to Linear Accelerator Service Aren 27, as
defined by the 2015 State Medical Facilities Plan (“"SMFP").

DiSCUSSION
L Obtaining NewCo’s Interest in the Equipment Does Not Reguire 2 CON,

As Step #1 fo .the Transaction, Vidant seeks to acquire 100% ownusﬁp of'the two linacs
and simulators currently owned by NewCo. A separate, third party will not be obtaining
ownership of the linacs and simulators, Instead, Vidant, the 50% owner of the squipment, will
now become the 100% owner. The linacs and simulators will continue to be operated at the
Cincer Center in the same manner they are currently being operated.

The purchase of NewCo's interest in the two linacs and simulators does not involve the
offering or cxp;msion of any new facility, service or equipment, and the State’s inventory of

linecs will not change, No new or additional linacs wiil be acquired or placed in operation in the

2 \While at some point in the future VRO may seek to relocate equipment, it would not do so unless and unfil atl
necessary approvals are obtained from the Agency.




State, As detailed below in Section 1, this is similar to membership change in the ownership of
regulated equipment and a CON is not required,

II.  Creating VRO as a Conduit for Ownership is Not Regutated Under CON Law.

Likewise, Step 2 in the Transaction -- Vidant and NCRT contributing their respective
linacs to VRO - does not tequire a CON, The CON statute provides a lengthy and exclusive list
of activities that constitute development of a new institutional health service, requiring a CON,
The joint venture of two existing entities that already actively provide heelth services is not
included on that list, Pursuant to a well-established maxim of statutory construction, expressio
unius est exclusio alterius, those transactions not included in N.C. Gen. Stat, § 131E-176(16) do
not require & CON, See, e.g, In re Miller, 357 N.C. 316, 325, 584 S.E.2d 772, 780 (2003)
(stating that “[u]nder the dootrine of expressio unius est exclusio alterius, when a statute lists the
situations to which it applies, it implies the exclusion of situations not contained in the list”); see
also Jackson v. A Woman's Choice, Inc,, 130 N.C. App. 590, 594, 503 S.E.2d 422, 425 (1998)
(internal citations omitted) (“Where a statute is explicit on its face, the courts have no authority
to impose restrictions that the statute does nof expressly contain.”).

Here, Vidant and NCRT will place the 6Wnership rights of all five linacs into the joint
venture, VRO, NCRT will own 50% of VRO and Vidant will own 50% of VRO. Therefore,
both Vidant and NCRT will continue to own the linacs through their respective ownership of
VRO.

Previous Declaratory Rulings.and No Review Decisions demonstrate that the Agency and
the Division of Health Service Regulation ]:}avé already determined that & CON is not required
for similar membership intercst changes pertaining to CON regulated equipment. See I,

attached as Exhibit 7; Jn re: Request for Declaratory Ruling by Wake Radiology Oncology




Services, PLLC, et al., attached as Exhibit 8; Jn pe; Request for Declaratory Ruling {‘Jy Radiation
Therapy Services, Inc. et. al, attached as Exhibit 9; No Review/WakeMed/dequisition of .
Ownership Interest of CSA-1, Owners of Five Heart-Lung Bypass Muachines Located in
WakeMed/Wake County attached as Exhibit 10; 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 11,

Likewise, here, Vidant and NCRT’s joint venture does not constitute the acquisition ofa
linac. In fact, the vnderlying linac m;.rnership will be essentially the same. Unlike some of the
prior situations referenced above that were determined not to be subject to CON review, Vidant
and NCRT will still retain an ownership interest in the linacs, No separate third party will be
scquiring any ownership interest in the equipment, The same parties will retain ownership of all
five linacs (now through the joint conduit of VRO); and the linacs will remain in the same
location, and will still be used to serve patients in the same manner,

A “new institutional health service” includes “the acquisition by purchase, donation,
lease, transfer, or comparable arrangement . .. by or'on behalf ;)f any p_erson" a lincar accelerator
and simulator. N.C. Gen. Stat. § 131E—176(165(f1)(5a) and (f1)(9). However, the transaction
contemplated here will not constitute the acquisition of a linear accelerator as defined by N.C,
Gen. Stat, § 131E-176(16). Ownership of the radiation therapy equipment will largely be
unaffected by this transaction. That eqt;ipment will continue to be owned, in part, by the same
entities both before and after this transaction, VRO will be owned by Vidant and NCRT, VRO
will merely be the new ownership conduit thr.ough ‘which NCRT and Vidant continue to own the

radistion oncology treaiment equipment, .




A. fundamental concept of corporate law is that the owners of corporate stock ate distinct

from the corporation itself, See Robinson on North Carolina Corporate Law, § 2.08 (A

corporation is a legal entity separate and distinet from its shareholders.”) By design, LLC
members also stand in a position similar to corporate shareholders. Id. at § 34.03[3],
Consequently, under the general principles of business orgenizations law governing LLC
membership interests, the members of an LLC are legally distinct from the LLC itself, Id, at §
34,05[1] (**A membership interest may be acquired directly from the LLC or by assignment from
another holder™),

Vidant and NCRT are merely placing their collective ownership interests into one joint.
venture and will then each retain a percentage share of the ownership of the joint venture,
Therefore, this transaction cannof constitute the acquisition of a linear accelerator because
Vidant and NCRT will retain ownership of their respective equipment through the VRO,

CONCLUSION
Based on the discussion herein, Vidant and NCRT request that the Agency provide

1

confirmation that no CON is required for the proposed Transaction described above,




10.

11,

EXH_IBITS
Certificate of Need CON Project LD, Q-8562-10
Exemption Request (without exhibits) and Approval to Replace CT Simulator
Certificate of Need CON Project LD, Q-8558-10
Material Compliance Letter dated May 19, 2011
NC Radiation Therapy-Greenville 2007 Declaratory Ruling
NC Radiation Therapy-Greenville’s 2009 Certificate of Need Exemption

Declaratory Ruling for the Charlotte-Mecklenburg Hospital Authority d/b/a/Carolinas
Healtheare System, November 4, 2011

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

Inre: Reque.s:t for Declaratory Ruling by Radiation Therapy Services, Inc. et, al,

No Review/WakeMed/Acquisition of Ownership Interest of CS4-1, 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
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Nozth Carolina Department of Health and Human Services
Division of Fealth Service Regulation

Pat McCrory Aldona Z, Wos, M.D,
Govemor. Ambassador (Ret.)
Secretary DHHS
Droxdal Pratt
Division Director

September 13, 2013

Jefivey Shovelin, Director of Corporate Planning
Vidant Health

Post Office Box 2068

Greenville, North Carolina 27835-6028

Exempt from Review - Replacement Equipment

Pacility or Business:  ‘Vidant Medioal Center

ProjectDescription:  Replaco CT Scanner and CT Simulator at the Leo Jenkins Cancer Center
County: Pitt '

FID#: 933410

Dear Mz, Shovelin;

In response to your lotter of August 14, 2013, the above referenoed proposal 13 exempt from certificate of
need review in accordance with N.C\G.S 131B-184(a)(7). Therefore, you may proceed fo acquire,
withont a certificate of need, thoe GB Optima CT580 16 Slice CT Simmlator to replace the existing
Siemens SimView CT Seanner, This determination is based on your represontations that the existing unit
_ will be removed from North Carcline and will not be used again In the State without first obtaining a
gertificato of need. Further pleage be advised that as soon as the replacement equipment is acquired, you
must provide the CON Scction and the Medical Facilities Planning Scchon with the gerial number of the
new equipment to update the inveitory, if not already provided,

Moreaver, you need to contact the Acute and Home Care Licensurs aud Certification Scotion and the
Construction Section to determine if they have any requirements for dovclopmont of the proposed project.

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 Apency and a separate
determination. ¥ you haye any questions concerning this mattet, please feel free to contact this office.

Certificaté of Need Seetion

dhh ) www.acdhhs.gov
m& Tolephone: 919-855-3873 » Fax: 919-733-8139 . &
Location; Fdgerton Bullding « 809 Ruggles Drive » Ralelgh, NC 27603
Malling Address: 2704 Mall Service Center ‘Raleigh, NC 27695-2704
. AnEqual Opportanity! Affirmative Action Employer
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Jcifrey Shovelin

September 13,2013

Pago2

Sincersly, -

E%a Rhoe-Jones W CraigR, S-[‘ﬁﬂls Chief
Projeot Analyst Certificate of Need Section

col Acute and Home Care Licensore and Certification, DHSR
Construction Section, DHSR
Medical Facilities Planning Branch, DSHR

wh
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VIDANT HEALTH"
Angust 29, 2013
Ms, Jane Rhoe-Jones
Certificate of Need Section

Division of Health Service Regulation

NC Department of Healfh and Human Services
2704 Mail Service Center :
Raleipgh, NC 27699-2704

RE: Request for “No Review” for Replacement CT Scanner and
Center

_Dear Mg, Rhoe-Jones:

NewCo Cancer Services, LLC (NowCo), 8 oint venture between Vidant Medical Center and BCUs Leo
Jenkins Cancer Center, plans to roplace an existing CT sirulator with new equipment. NewCa believes
that the proposed equipment replacement is not subject to review under Notth Carolina’s Certificate of
Need (CON) laws. .

"Tho proposed project includes the replacement of & Siemens SimView CT scanner with 2 GE Optima

C'T580 16 slice CT simulafor (see Appendix A for vendor quotes and Appendix B for equipment
comparison table and brochure). The equipment will be seoured through acoumulated reserves, The
reason for this replacement is due to age and the need for upgraded technology to pravide optimal care,
Only minor renovations ate needed for the existing CT simulator suite (Ses Appendix Cfor drawings and
construction estlmato). The total capital costs for the proposed replacement is estimated to be §
1,147,781 (see Appendix D fo the Capitel Cost Sheot). These costs include all expenses associated with
the equipment and minor renovations. After the new scanmer {5 operational, the existing equipment will
be permanently removed from the facility and will ne longer bs exempt from CON law (sce Appendix B
for required documentation of equipment remaval). . .

NewCo’s proposed project meets the definition of replacement equipment found in G.5. 131B-176(22a),
The totat capital expenditure for the equipment is Jess than $2,000,000 and the equipment being
purchased is for the sole purpose of replacing comparabls,medical equipment., Sinco NewCo's proposal
meets the dofinition of “replacement equipment”, G.8. 131E-184(n)(7) exampts this project from review,
'Therefore, NewCo roquests approval of a nb review stafus for the proposed projest,

If you vequire additional information or clarification, please cantactme at(252)-847-3631.

* Qe % Shoé 2L

.Te.fﬁ'ey Shovelin
Director of Corporate Planning
Vident Health
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.@epawffzzmﬁa/.%a&% and .%’afm Services ;
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OER TIFTOATT OF NEED

. for
Project Identification Number #Q-8558-10

1

" * FID #933410 ) ‘0
SRR R ERNEY By
ISSUED TO: Ritt County Mexﬁp_;mai Hﬁ‘spﬁal, Inc
7 RO.BoxG028T . AT g: \:‘5&
Greean;e, NC~218§5 ¥ bl HEET Qe SN
g IV R, " M J\,f 1
Pursuani to N.C. G nf St £, §313;B-1:7>5 ’\cf seq; 'Lhe‘qutﬁ Ca}}éiizn cph:t(nent of Health and
Human Services lh r‘eb authmizas the persoi} or personr? nameds abovgy ’(th‘b i‘qgmﬁcafe holder™)
to develop the ce[gﬁcate ofme_@ Project {dehtified above, The cerhﬁcatc hol er shall develop
the project in, 4 mannegrclz nslstent with the IQpresenmtlonsmthe pro;th apphca on, and with the
conditions cpntame& iherein pn Shq']i'l e - good faithi eﬂ‘qrts to m.th the 'timeﬁéble contained
herein, ']1[}%z cg:;tl_ﬁc i’ ho}de? 8 -not gxceed the, ma_;pmumtca jturo amount
specified héfein dyrmg the, d ¥t 103@@{11@1‘1 th@ pmjgct excep;,a,g p;ox idéd{by’N {&)Gen, Stat. §
131B-176(16)e. ’I‘haﬁ:arhﬁb 1o-holder: shall not b;ansfer ons jSlg& this cartlﬁcatq any ofher
pexson excEp a8 pr.o'vlded mN C# (é T St 1§ 13].E-18é(c) %bxs ccrﬁﬁcs.ite 1§ vahd ‘only for the
scope, phyy{al,,loqaﬁon, and perso té) desgrlbed herem 'Ij;\e“D gﬂmunt“may ithdraw this
certificate B ant;o:\N.C Ge;:j Staﬁ§ 131&‘;}-18? for any.,gfthex\sasons proﬂdgd;n tlaw, .

Al & 'wz-

SCOPE: Ritt Couqu Memoria'[ :Ei‘ospltﬂl slm)lll7 acti.‘uir@"a{gybei'Knjfe XA dmsuxgery system

anid relatf.d nip tfromZE tCarql;p v rgity Brody.Sél qol of Medicine/
Pitt ¢ountye\q‘a ”n 1 Pf 3 P RO

CONDITIONS! 7\~§ie Rev\;'isc Side -
1 .-, ! L e fT a i .':. He ot ;:-: '
PHYSICAL LOCATION: Piit unnty Memaxial Hosp;fal S
“6{' 600 Moyé Boylevard -, AT -a
‘Gx;eenvdle, NC 27834 TR

b
s B et
“' e L VL

NIAXTMUM CAPITAL EXPENDITURE: s4,750 Ho0
TIVETABLE: See Reverse Side

‘u."l*g‘

B

..~.""

FIRST PROGRESS REPORT DUE: May 1,2011

This certificate is effective as of the 30™ day of December, 2010

Crag P4

Chicf, Ceyfificnte of Need Section
Division6f Health Service Regulation
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CERTIFICATE OF NEED
L i {
" Projeet Idenﬁﬁcaﬁmi;rumber #Q-8558-10

) © FID#933410

g, -::‘ b \.}-\
ISSUED TO: Pitt County Meriio .jlai 3 wpliai, Im}‘ T s

PIOO B'Dx 602(8 L _ DN 3 .

Greepyli NeantSs 2 -;;-: “_s” oy Ay
Pursuant to N.C. G ‘g)(' Stat. §713,;1\E-175’~cf scch tha’Norﬂi Cprohna;DeRaJ{t[nent of Health and
Human Scrv.tcss:h r‘eby; thoxizq the | persoii or persons named-abovq‘(th‘e qqrhﬁca{e holder™)
to develop the, cerg at"e Efneai»p;oject ide, tified above. The cerjgxﬁcatc halder shall develop
fhe project in afhxanne: c}g slstegt yith the rqpresemahons\m the projeet apphca ion and with the
conditions cpntamealhgreh,pnd*sh 1l m & pood faith? affqrts fo megt the 1uﬁe{ ble contained
herein, T,I}P; ceififics 1S ho}ﬁej: 8 wnut Exc.eed the, ma_;dmum capltal gxpenditure amount
specified heisin dyring the.d avfélo c oﬁth\g.c project, excepr,tll-s fbl;ovldéd by’Ng Gen. Stat, §
131B-176(10)e. ha) certlﬁcu@:ho), ex: she‘u not t:ansﬁcr ory gﬁggthlﬂ cartlﬁoat Eo any other
PEXsSOn eXce ’?t as prowde.d in]N.C; ’G 1! Sta I§ 131E-18§(c) ’];his ccrtlﬁcaite 8V vah ‘only for the
scope, phy a[hlocatlon, i pexso; tgj desgribed. herein The”DeRaﬁmqnt*may:l ithdraw this
nernﬁcateg’ q&n‘t ’m\N c. gen.&f'tat 1§ 1311?—18? for anygﬂhea;qq;ons prowdqd ;m fhat law, '

SCOPE: Bi& Counjy Memorml :H'xaspﬂﬂu shalll acmu;r@:g Qype;](n;f ,radiosu;rgery system

anﬂ yelatd \ekqmp}nertt from Efaft Camhnq_fUmv,p:;gity Brody Scl;qol of Medicine/
Pif{' County N, R ‘i_‘ 1.4 -,‘« B #

.av"'
o

;‘ %-‘ Co vt ‘Lv" “I}:‘ ..:.‘::'. LA hjl’l'..
CONDITIONS: /4, rafee Revéisg Side : e e
‘. u,.‘ b ll .“1;; 2 1:, ™ “_.‘ _;
PHYSICAL LOCAII‘IOI*.{ Pitt Goun{? MemorialHosp_nal %23 L a
?600 Moyé‘Bongv;ard R L j~. 2
Gx;eenvxlle, NC27834 k RTIA
CRT T B
MAXTVIUM CAPITAL EXPENDITUI& 1 34,1750, DDD
TIMETABLE: Sec Reverse Side

FIRST PROGRESS REPORT DUE: May 1, 2011
This certificate is effective as of the 30™ day of December, 2010

Chief, Ceyfificate of Need Section
Divislon0f Health Service Regnlation




CONDITIONS:

1. Pitt County Memorial Hospital, Tncorporated shall materially comply with all
representaﬁons madein ifs applicatmn.

2. Titt County Memorial Hospital, Incorporated shall not acquive, as part of this project,
any equipment that is not incinded in the project’s proposed capital expenditure in
Section VIII of the application ox which would otherwise require a certificate of need,

3. RPitt County Memorial Hospital, Incorporated shall acknowledge acceptance of and
agree to comply with all conditions stated hercin to the Certificate of Need Section in
writing priorto the issuance of the cextificate of need.

A letter aclmowledging acceptance of and agreeing to eo:.nply with all conditions stated in the
conditional approval lettor was received by the Certificate of Need Section on December 6, 2010,
. . ¢ ' : L h * :

TIMETABLE:

Oceupancy/Offering of service(s) - . 3 anuaxy 1, 2011
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Novth Carolina Depariment of Health and Human Services '
Division of Health Service Regulation
Certificate of Necd Section
2704 Mail Service Center » Ralelgh, Norih Caroling 27699-2704

Beverly Eaves Perdue, Govetnor www.ncdh'hs.govldl1sr Craig R. Smith, Seation Chicf
Lanter M, Cansler, Seczelary Phone: 919-355-3873
Tax: 919-733-8139

May 19, 2011

Mr, Jeff Shovelin, Director of Corporate Planning
Pitt Connty Memorlal Hospital

2100 Stantonsbrg Road -

Greenville, NC 27835

RE:  Materlal Compliance/ Project LD, # Q-8558-10 Pitt County Memorial Hospital shall acquive a
CyberKnife radiosurgery system and related equipment from East Carolina Universlty Brody School®
of Medicine/ Cliange from operating the CybetKnife as a hospital-based servics to a freestanding
radirtion treatment centes/ Pitt County .

FID # 933410

Dear M, Shovelin:

‘-
o - . . ] '

- . .

In response to your correspondence dated April 18, 2011 rogaiding the sbove referenced project, the
Certificate of Need Scctlon has dotermined that the proposed changs Is In material compllance with
representaifons made in the application, These changes Inolude obtalning an additional NPI nunber and new
Medloaro and Medicaid ldentification numbers to operato the CyberKnife service as a freostanding radiation
treatment éenter at the same Jocation in the Leo 'W, Jenkins Cancer Center, This change in operating status
does not constitule a change in the equipiment to be acquired. from East Carotlna University Brody School of
Medicine. However, you should conteot the -Corstraction Section of the Division of Health Service

Regulation to determing If they have any requirements pertinent to the proposed ehange, -

It shoyld be noted that,this Agency's posltion is based solely on the facts represented by youand that any

change I facts as represented would vequire further conslderation by this Agency and a separate
deternination,

Tf you have any questions concerning this matter, please feel free to contact this office. Please refer to the
Project LD.# and Faclllty 1LD.#(FID) In all correspondence,

Sincel"u.ly, e . M '
/64” e L)

Bernetta.Thorne-Williatns, Project Analyst . CraigR, Sifiith, Chief |
. - Cortificate of Need Section

ol ";i‘{{edical Facilitics Planning Sectlon, DHSR
Construction Section, DHSRE
Acute Care Licensure and Cerlification Sectlon, DHSR.

o

af{ﬁm& Location: 701 Barbotr Drive v Dorothea Dix Hospital Cmnpus » Ralelgh, N.C, 27603
\ An Equal Opportunlty £ Affirmntlve Actlon Employer
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Prrr County MemoriaL HosprTAL
University Health Systems of Eastern Carolinas
b . !

Aptll 18, 2010

Mr. Cralg Smith, Chisf

Certificate of Need Seclion, Divislon of Health Service Regulation
Norih Carollna Department of Health and Human Services

2704 Mall Service Center

Ralelgh, NC 27699-2704

Re: Notification of a minor project change to Project ID #Q-8568-10 / Pilt Counly Memerial Hospltal,

Ine, / Acqulre CyperKnife (linear accelerator) from Brody School of Medicine / Pilf Gounty
FID#933410 )

Dear Mr. Smith;

This lettor sarves as nolification of & miner projact change In approved Project |D #Q-8668-10/ Pitt
Gounty Memorlal Hospltal, Inc. / Acqulre GyperKnife (linsar accelerator) from Brody Schoal of
Medicina / PIit County. Wa belleva the changs outiined below does not constitute a materiat
difference In the representations made In the original CON. The change was necessary to comply
with the new CMS Life Safely Gode Requlrsments sffective February, 2011,

Specifically, In the orlginat appiication, Pitt County Memortal Hospltal, ino, (PCMH) stated the
Cybarinife would be operated In Its exlsting location in the existing Leo W. Jenkins Cancer Center
(LWJCC) as a hospltal-based servica under the hospltal's existing provider numbers. As a result of
new CMS Life Safety Cods Requirements effective February, 2014, the LWJCC does not meset the
requirements for Instiutional space, Therefore, In Its existing location, the CyberKnife cannol be
operated as a hospital-based service without flrst Incurring slgnificant capital impravements,

To address {hls Issué, PCMH will operate the CyberKnlfe In its current location, but Instead of
operating as a hospital-basad service, PGMH will abialn-an additional NP1 humber and new
Medicare and Medicald Identification numbers to operate CyberKnlfe services as a fraastanding
_radlatlon freatment center, doing business as "UHS Cyberknife", PCMH belleves thils change has
not materially altered the approved CON as these changes do not requlre modifications to

ownershlp, need, ssrvlces to be provided, péllents to he servad, caplital costs, stafiing, time lines, or
financlal projections, .

-

If you need additional information or have any quastions, please do not hesitate to call me at (252) .
847-3831 or emall me directly at jshoveli@uhseast.com.

Sincerely,

= o

Jeff Shovelln
Diractor of Gorporate Planning,
University Health System of Eastem Carolina
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Narth Carolina Depactmentof Health And Haman Setvices
Division of Health Service Regulation

Qiffice of the Ditectar
. 2701 Madl Setvico Gentet » Relelgh, Notth Catollng 27699-2701
Michned T, Esiley, Governor . Dobart ) 'szgm%d, Ditagtor
Démpary Bedbeh, Syereiiry Phony 919-855-3750
Togie ‘101338757
Sepferdber Iga 2007

) ' GERTIEIED MAT,
Susant H. Heirgrove, Bsquire .
Stnfth, Andorgan, Blount, Doréetf ‘
Mitohell & Jormigan, L.L.F. '
0, Box 2611

Releigh, NC 27502-2611

RE:  Deoleratory Ruling for Radiation "'r,hexgpy Services; Ino, and North Cerolina Radiation
Therepy Management Sorvioes, Ind,

Degt Mg Hargiovel

T girienolosing '« Deolardlory Ruling that yowrequested. If guestions srigh, do.not
hesitats to-let rae know, )

RIFTH:peb
Enclosurs

co:  JeffHorton, Cifef Operating-Offiver, DHER -
Ieb Hoffmait, Chisf, Corfifioate of Need Section, DHER .
Azzie Cloxley, Chief, Acute and Home Cars Livensura und Cortification Sestion, DEISR:
Maro Lodge; Special Deputy Attomey Gentral, Doj

&M, }g Locritldn: 701 Barbéw Drije.s Dorothes I}l};ﬁ?sjpit}l Gampud x Rplsigh, 1,G, 27603: ¥
ki -An Equal Opportuntty £ A frmaliv Actlon Emplayer

‘70 'd gztgt 062 vl 998 [9L7ELLBI6 4P QONINZSA0
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NORTH CAROLINA DEPARTMENT OF HEALTH AND HIUMAN SERVICES
DIVISION OF. HEALTH SERVICHE REGULATION
RALEIGH, NORTH CAROLINA

DECLARATORY:RULING BY RADIATIO )
THCRAPY SERVICES, INC. ANDNORTE ) ' DECLARATORY RULING
CAROLINA RADIATION THERAPY }

MANAGEMENT SERVICES,INC, )

I, Robert T, Fitzgerald, Diregtor of the Division- of Health Service Regulation. (the

JIN RE: REQULST FOR ;

“Department"), horeby lssue-this- declaratpry. witlng to Radistion Therapy:Services;. Inc.. dfb/e/
21" Century Onoology:(“RTS") aid Hprt'h-'caxdllria. Radiation Therapy Matagement. Sexviges,
Ine, (“NC Radiation”) (cotleotively “Potltioners"y p.ursuant to N.C.3,8, § 13084, 10A NCAC'
14A.0103, sad the nu;hnrity. delegated to mg by the Seoretary of the Nogth Carsfine Departaient
of Health and Humgn Sérvices. -Petitioners lave fited & Deelaratory Ruling Request (the
“Request”) 4sking the Department to. lssub a declavatory mling that they ms,y'—é,cquifp il of'the
stogl-of ‘Caroliba I!.-;;djation and Cimoer Treatment Conter,. Ino, (“CRTC") without cerilficate-of
need (.“CON”) review; -

This yultug is binding on-the Daia_aihmmt ax.ld ‘the pe‘rson{eguasthfg-{t if ﬂlﬂ:‘mﬂtéﬁaj foote
stated in the Request are aocurate apd no,materfal facts heyebeén-omitfed from the l:cqu'e.st. The
rullng applies only:to this request, Except as provided by N.G.(1.8. § 15084, the Departmerit
reserves the right 'to "elapge the ohnélus{éna_ which -aye. contalted i thig ruling,. S,us'un H.
Hatgrove, ‘Soan A. Tirmons, and Jetmifer B, Marklien of Smith, Anderson, Bloun, Dorsstt,
Mitchall & Jemigan, LLP., caunsel for Pétitioners; have refiiested this riing on behalf of
Petltioners and have: grovided th(? stalement of fdots upon ‘which this vultng s ‘:;ased. The

riaterial facts as provided by sounso] for Petitioners wis sof outbolow, )

£0°d aziyl  LOOZ b§ dU8 o7 L50TR0LE 16 Xed aaHak/§40




STATEMENT OF THE FACTS

Rxcept ag noted, the following statenient of this fants i based on the represontations of
Potitioners In the f{équea’c,

Petitioner RTS is a Florids sbrporafion., NC Rediation & a North Carofina-eorporation
flmt i3 8 thllj-owne& subsidiary of RTS, Bb‘t.& have thelr pricipal businesa addiess I Fort
Myere, Floridé.

Petitioncrs with 't aoquire 100% of tho tssued and cutstanding stoole pf CRTC, which
ey state is & North Carolina corporation nwm;d by Dr, Gordon Koltls thet operates 1 radiation
therapy facillty for cancer-patients. Pefitioners descxibe CRTC 85 an ondology treatment oénter;
{hat, priorto 26 Augagt 2005, would havoe been a “health-service facility” a-s definedin N.G.G.3,
§ {318-176(%h), S/L. 2005325 eliminted oncoldgy tra;atmcnt conters from the category of
“health service faoiiitles,” offeotive 26 August-2005:

Petitioners-also state that CRTO “oiwns and. gperates two linoar acoslerators™-angd “one
simulator,” Request,p. 3, Footrote 1 to the R'equnst-atat'bs: ‘

. CRYC. has, vopresentad :to_ Pefitioneyy fhet it -pnfered into binding
obligatlons: to -acquire the ‘sepond Jinaat gioelerator prior to August 26;
2005, and thet the-acquisition of the.second $noar. Accelerhtor oost less
than $750,000, including the cost of the 'squipmant, studigs, Buryeys,
deslghs, glaris; worklng drawlngs, speclfications, constructlon, installation;

and other actlvifies eszontial 1o soquiring and radking operational the
gesond iltear accslerator, .

I note from the files of the Dai:urbmnt that the Snvenfory repoit of linear gc-,arﬂeratc;r
equipment mibmitied by Carolina Rudiafion Medicing, P.A.,.certified shd ddted by Gordon a
Koltis-on Aptil 6, 2007,4dentifles orily one linonr.acocleraor owned by CRTC: The Departmet

files do not.contain-any information congerning t'ha,rpmportcd gecond linenr acceleraten
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Pefitioners reprosent.that they have execuled a-atogk purchase agidement by -whilch NC.
Hedintion wifl acquire 106%-01’ the.Jerned #nd m.lts-tanding-qqp{ta‘l stock of CRTC from D,
Koltis, Afier dloslng the transaction, Pefitionsrs s;tata that CRTC: will remian @ feperate
corporate-sutity thaffs-a Wholly-owned subsldiary 66 NC Radiption, They stats thag GRTC will
cantinue to upnmt;a_ its freestanding xadiation therapy faicilitjr-:at the samb location'in Groénvills,
Pltt County, North Carolins, In {lie axme manner in which 1t opersted pior to the trausscton s
all muterial ways, Petitioners will pay more than hwa yniliign dojliws to pirchase (e CRTC
stock, The elotlng of the transgétion s condliloded on recelving oopfinnation from fthe
Departmerit Hiat noquisitfon of tho stoole ¥ill fiot regitles & certlfiente of eed,

ANATYSIS

N.C.G.S, § 131E-178 provides that no“persen shall offer or develop e new tnsfitutional
healfhi sevvice” withiout firet obtaining 8. CON, N.OC8. § 13LB1V6(18) dufines *now.
institutionial health kervlée" to intlude: (1) *“The acquisition by purchess, donation, Iaas..e:,
{rangfer, or compergblo amangement? of w Hyear accelerator “By or on bekalf of efy pexson,”
N.G:C.8. § 1A1B-176(16)f1.58, and (2) “The obligation by any person of & odpital sxpenditiks;
excoeding two million dollard (§2,000,000) to develop of okpand & haath setvlas-ora hoalth,
sdrviob-Eacillty, ox which relates t6 the provision of o fiealth service; N.C.G.S. § 131B-176C16)n

The fronsactjon. describad, by- Bptitioners doen. ot constitute the p‘oqql'glt‘ipfx of a-linbar
acgolerator or g simulator by any person beoause ownership of the one xeported finedr-acesicrator
and, one. Teported slmulator here will tot chango, CRTC will qoﬁﬁnua to be the owner of theso
two plees of equipment, and. CRTC's-Jegal ptatug'as a corporate entify will ‘potuhangc.

Simitarly, thé trinsaction is not-an cbligation to develop or eXpand’a 11ealth servich or &

health ssrvjoe faollity, sioce Fotitionurs represent that CRTC will' corftinue ta npj-,ra,ta af thié spmd

&6'd Lztzl f00T pi dBg (3LzERlBLE IR gAY sda
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focatlon in a menter that is the sema in ofl materel respects as it opegated prior to the,
transaotion. In addition, purspant to, 8.1 2003.325, oncology treatment centeta are ‘pot “health
;;ervi‘qa Snofljties” for ptrposes of the:CONlaw, ,

Plnally, on the specific faots,of this case, the {ransagtion- pro‘poséd.hy Petitlorers s not "2 .
capital cxpendlture., . , which xelates to the provigion of & health getvice” withiin the:meaning of’
N,C,(.8, § 131B-176(16)b, The definition of “herith ‘sarvice™ spécifica!ly idogs not igolude:
admin.istratlw and dthet adhvinea_ that aro.not {htegral to. olinloal management” Petitioners!
representationg todiedte that stacle owriership of CRTC 14 not integral to the glimoal mavagement
of GRTC, héduuse in sll miatérial tespedts the operations of CRTC will not chngg?.

I spedifioally excqpt from thigRulfhg any contiutlons ne to tho:sfatug or legality of the
ewnepship-ofa purported decond linear atcelérafor by CREC The Dopaxtmefit s o notiea of
the oxistetios or ownsrship -of flie second ‘lineer moceloraton. oid T thake nb finding tha'CRTC
may soquire or operate, or has prdperly -goquired and. dperated, & gocond linear mocelerator
without CON review.

. _ CONCLUSION

For the- foregomg rensoing, nsaum{ng t&e stptenonts of fect in the Reqngst to'be trug, T
conolude that the noquisition by Pehtlonm o£.100% of the gufstanding ‘anid ssued Htock of
CRTC, fn the manner represented by Petltioners-in {he Requsst, 15 not yubjeot fo GON*rb‘z‘lbw.

Phis ruling-is subject to the conditlon thet, efet the transactionj. CRTC conhnues 1a
opérate Its frecstanding radiaton therapy facility.af the same. losatlon [n Greenvills, Biit County,
* Notth Garoling, 4n the same manner in which ‘1’5 qparatéd pior to the transaction in i faaterial

ways,
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This rufing s not Intended to addross, gkpand or validate any activities o status of CRTC
with respest to the requiretnents of the CON lgw ns:lt velates fo CRTC, The rulhmg_'is‘llqﬂtaij. lo

" the gpocifio faots proented in-the Requeit, 1t-speoifically does-not’ address, the status of any

tinear agoslerator that CRTC may own or-olsim to own,

i 4 iy ot Gt 207

-r—y»"y f; D Lot ‘or
Yt Servibs Rogulation

N.C\ Beparin (et of Health.and Humsn Servites.

t0'd Lziz\ (U0Z Vi U°S [GLZEELBIBINES pallalt 749




CERTIFICATE OF SERVICE

- T certify that a copy of the.Tovopoing Declayatory Ruling hasbeen geyved upon the
nonpgency pirty by cextifled wiall, rotufn rocelpt reriuq_ﬁtgdl by depositing the copy in an
offictal depusitory of flio Unlted States Tostal Service i a fixst-cluss, postage pre-pald
envelope addressed né follows: .

CERTIFIED MAIL

‘Susan EL Hergrove, Bed, '
Snith, Anderson, Blonnt, Dorastt
Mitohell &-Jemigen, L.L.P.

P,0, Box 2611 _

Ralelgh, NC 276022811

Thin the 14 day of September, 2007,
(s oo

fhored ©
$Hief Operating Offfcer

804 w g3t rdoz yi des £9Lz86L6 16w 3okl S0
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North Carolina Department of Health and Human Services
Division of Health Service Regulation
Certificate of Need Section
2704 Mail Service Center m Raleigh, North Cerolina 27699-2704 -

Beverly Raves Perdua, Governor www.nedhhs,pov/dhse ' Lee Hoffman, Sectlon Chief

Lenler M, Causler, Secretary : Phone; 910-855-3873
. Fax: 915<733-8139

June 29, 2009

Renee J. Montgoniery, Partner -

Parker Foe Adams and Bernstsin LLP

Post Office Box 389 ’ -
Raleigh, NC 27602-0389- -+ . . e e

RE: - Exempt from Review - Replacemeiit Eqmpméhscf Radiatioh Therapy Sé‘r’vlée:s:'-frib.';ﬂb}a 21"
- Century Oncology, North Cerolina Rediation Therapy Menagement Services, Inc, dnd "
Carolina Radiation and Cancer Treatment Center, Inc/ Acquiré a replacement linear - :

accelerator for the second linear accelerator located at CRCTC in Greenville/ Pitt County |

Dear Ms, Montgomery:
. Tn respoiise to your letters of Juné 23, 2009, November 18,2008, ‘and July 29, 2008, thie above® -

referenced proposal is exempt from certificate of need review in accordance with N.C.G.S 131E~

184(a)(7). Therefors, you may proceed to ecquire, without a certificate of need, the Varian 2100G;-

s/n 1167, to replace the cxisting Varlan 2100C, s/n 527 This determination is based on your

representations that the existing unit will be removed from North Carolina and will not be used again.

in the State without first obtaining a certificate of need.

" . .-
- 1 -

It should be noted that this Agenéy's position is baséd soldly on the facts feprésentéd by you and that *
any change in facts as represented would require further consideration by this Agency and & separaie
determination, If you have any questions concerning this matter, please fecl fice to contact this

office,
Sincerel . ; : .o
A e lizio T R
F. Geng DePorter, Project Analyst © .. .- © . R S
Leg/B/Hoffman, / - . T
Cettificate of Need Sectlon | : Teger e W S e "
cot  Modical Pacilities Planning Séotion, DHSR & +v¢ "w s o [T Lk voednT T
4‘}\%}5 Locationt 701 Barbour Drive x Dérottica Dix Hospital Campus » Ralolgh, M.C. 27603 . . 7’.3
. : . An Boual Opportunity £ Afflrmatlve Actlon Employer ST .
) . ) L T S LI - ‘
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Notth Catolina Depattment of Health and Human Setvices
Division of Health Setvice Regulation
Office of-the Ditector
2701 Mall Service Center * Ralelgh, North Casolina 27699-2701
htp:/ fwrerwancdbhs.pov/dhst

Bevedly Bowes Perdee, Govemor Duexdal Pratt, Director

Lsnlet M, Cansler, Secretaty TPhone; 919-855-3750
Yux 919-733-2757

November 4, 2011 ' CER'TIFIED MAIL, & FACSIMILE

William ‘W, Stewart, Bsq,
K&L Gates LLP

430 Davis Drive, Suite 400
Mordsville, NC 27560

RE: Declaratory Ruling for The Charlotte-Meclklenburg Hospital Authority
dfb/a Carolinas Healthcara System

Dear My, Stewart:

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

Sincerely,

 Drexdal Pratt
DE: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 Pianning Section
Marc Lodge, Special Deputy Attorney General, DOT

¥

T

4‘%‘_}& Lotution: 09 Ruggles Drives » Dorothea Dix Hospital Cumnpus = Relelgh, N.C. 27603 g
An Baual Opportunity / Affrmative Action Employet
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NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

RALEIGH, NORTH CAROLINA.

IN RE: REQUEST FOR }

DECLARATORY RULING BY ) o
THE CHARLOTTE-MECKLENBURG ) DECLARATORY RULING
HOSPITAL AUTHORITY D/B/A )

CAROLINAS HEALTHCARY, SYSTEM )

T, Drexdal Pratt, as Director of the Division of Health Service Regulation, North Carolina
Depertment of Hcal’th and Humen Services {"Department”’ o; “Apency'”), do hercby issne this
Declaratory Ruling pursuant to Notth Carolina Genera] Statote § 150B-4 and 10A NCAC 14A
.0103 under the authodty granted me by the St;cretary of the Department of Heelth and Human
Services. _ .

‘The Chadotte-Mecldenburg Hospital Anthodty d/b/a Carolinas Healthcare System
(“CMILA™) has requested a declaratory ruling to confirm that it acquisition of the membership
intcrests of Untversity Radiation Oncology Center, LLC (“UROC”) and its continved opcraﬁén
of that facility may proceed without fivst obtaining a Certificate of Need (“CON"). This ruling
will be binding upon the Department and the 'entit;;:s sequesting it, as long as the material facts
. stated herein are pecurate. This iling pertains only to the matters referenced herein. Except as
provided by N.C.G.S. § 150B-4, the Department expressly reserves the rght to make a
prospective change in the interpretation of the—statutes and regulations atissue in this Declaratory
* Ruling. William W, Stewart of K&L Gates LLP has requested this ruling on CMHA’s behalf
and had provided the material facts upon which this ruling is blascd.

STATEMENT OF TZE[E FACTS
UROC, which is located at 8310 University Executive Park, Suite 500, Chaﬂotte, NC

28262, is a limited liability company which provides radiation therapy treatment. TROC was
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acquired by Radlation Oncology Centers of the Carolinag, Inc, (“ROCC”) pursuant to an
exemption in Aupust 1997, Currently, UROC operates a Varian 2100C linear accelerator and a
6B Highspeed Advantage CT simulator, which the CON Secl:ion previously approved.

On August 18, 2011, the Department issued a Declaratory Ruling determining that ROCC
could transfer, withont a CON, its interest in UROC and Matthews Radiaﬁon Oncology Center
(“MROCY) to two wholly owned subsidiades of ROCC. Once that transaction iz consummated,
ROCC will be the sole member of UROC, ROCC will then tramsfer its entire membership
interest in UROC to CMHA. and CMHA will becom;z UROC's sole member, Thus, TROC will
zemain intact as the same LLC, but with a different membership composition.

ANALYSIS

The CON law provides that no person shall offer or develop & "new institutional health
service” without first obtaining a CON, N.C. Gen. Stat. § I3IE-178. The list of new
institntional 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 pewson,”
N.C. Gen. Stat, § I31B-176(16)(f1)5a, 9,. and "tt.le obligation. by a;ly person of a capital

expenditure exceeding two million dollars ($2,000,000) to develop or e.xp and a health service or

‘ 8 health service facility, or which relates to the provision of a health service,” N.C. Gen. Stat. §
131B-176(16)(b).

Prior declaratory rulings show that the Department has already determined that these

definitions do not require an entity to obtain 2 CON to acquire mesmbership interests in an

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

declaratory ruling requested by CMFHA. is consistent with the Department’s prior rolings that
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have interpreted the applicability ?f the CON Law to the purchase of ownership interests in
health care organizations, for the following reasons:

CMHA's ar;quisition 'of the membership interests in 'EJRCSC docs not constitu.te the
acquisition of a linear accelerator or a simulator because the owncrship' of the equipment will not
change, and the same equipment will be used to provide the same radiation oncology services, in
the same location, TUROC will continue to _bwn 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 invoivc the offering
or expangion of any new facility, service or equipment, and the state’s inventory of linear
accelerators and simulators will not chang_e. 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 toue, X

‘corichude that CMIHA does not require a certificate of need in order to proceed with the'purcliase’

of ROCC's membeiship interests in UROC.,

This the lﬁ“ day of November, 2011,

é:cx.dal gratt, Direc;m:

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

, 1 certify that a copy of the foregoing Declaratory Ruling has been served wupon the
nonagency patty by facsimile, énd cestified 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 MATL,

William W. Stewart

K&L Gates LLP

430 Pavis Drive, Suite 400
Monisville, NC 27560

This the 4™ day of November, 2011,

Chi¥f Operating Officer
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NORTH CAROLINA DEPARTMENT OF HEALTH AND HOMAN SERVICES
DIVISION OF EEALTH SERVICE REGULATION
RATFIGH, NORTH CAROLINA

IN RE; REQUEST FOR DECLARATORY

RULING BY WAKE RADIOLOGY ,

. ONCOLOGY SERVICES, PLLC, CANCER
CENTERS OF NORTH CAROLINA, P.C.,

US ONCOLOGY, INC,, AOR .

MANAGEMENT COMPANY OF VIRGINIA,

LLC AND WAKEMED

DECLARATORY RULING

N A

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

Walke Radiology Oncology Services, PLLC (hareinaﬂe;r “WROS"); Cancer Centers of
North Carolina, P.C. (*CCNC"); US Oncology, Tne, (“USON") and its subsidiary AOR
Management Company of Virginia, LLC (*AOR™); and WakeMed have requested 2 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 i;c binding upon the Department and the entitles 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.8, § 150B-4, the Department expressly reserves the tight to
malee a prospective change in the Interpretation of the statutes and regulations at issue in this
Declarz;tory Ruling. Attorneys for the Petltioners have requested this ruling on their behalf and

have provided the material facts upon which this ruling is based,
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STATEMENT OF THE FACTS

WROS is a North Carolina professional limited liability company presently owned by
certa.in physiéia.n-membcrs, each of whom owns a specific ps:c;énmge of the total membership
interests in WROS., WROS provides radiation oncology troatient 'servi.ccs at 300 Ashville
Avenue, Suite 110, Cary, North Carolina, bascd ona cerfificate 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 physi¢ians licensed to practice medicine in the State of Notth
Carolina, who provide oncology treatment services, including radiation oncology services
through the use of a linear accclcratc;r.

USON is o business corporation organized under the laws of the State of Delawaze,
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, & subsidiary of USON end was organized under the
laws of the State of Delaware and authorized to do business in North Ce;rolina. AOR provides

' administrative and other support services to CCNC under a Management Services Agreement
with CCNC.

WakeMed is a North Carolina nonprofit corp oration engaged in the provision of acute
care seryices and other health care services in Wake County,

WROS establ.ishcd its oncology treatment center on or about July 17, 1998. Since the
establishment of its oncology treatment centet, WROS has continuously operated the t;ncology

treatment center cstablished pursuant to the CON it received in 1997,
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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 -
acceleratar and simulator that had been recogﬁizcd in the SMFP inventory for seven yearé.' Since
it already owned the equipment, it was not required to obtain & second CON to be able to
continue to operate its lineat accelerator and simulator.

Recently, WROS physician owners approved a conversion of WROS from a professional
Limited liability company to a limited liability company, to ccour simultaneousty 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 i the business form of WROS that has been approved by its physician
ov;mers will not constitute a change in or disselution of WROS, the legal entity that reccived the
CON in 1997 and has continuously operated the onco]c;gy treatment center and the linear
accelerator and simulator since they became operational.

Afer these two transactions, the LLC will continue to exist as a legal and business entity,
and will continue to own the oncology treatment center and the equipm:;nt that was snthorized

'under the 1997 CON, ineluding the lincer accelorator and simulstor. 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
furpished by physicians associated with CCNC.

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

cervice” without first obtaining a CON. N.C. Gen. Stat. § 131E-178. The list of new
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institutional health services includes “the aoquisitibu by purchase, donation, lease, transfer or
comparable arrangement” of a linear accelerator or simulator “by or on behalf c-f any person,”
N.C. Gen. Stat. § 131E-176(16)(f1)Sa, 9, and “the obligation by any person of & capital
expenditure exceeding two million dollars ($2,000,000) to develop or expand a health service or
3 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 hes 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 ow.ns the Knear accelerator and simulator will not change, and the same
equipment will be used to provide the sume radiation oncology services, in the same lociation.
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 ilavc been used to furnish

‘oncology treatments to patients. Its membership composition initially will change from the
present physician members to- 2 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




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

The Pmposc& 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 placed in operation in the State,

CONCLUSION

PFor 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, Ditector
Division of Health Service Regulation
N.C. Department of Health and Human Services
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CERTIFICATE OF SERVICE

s

1 certify that a copy of the foregoing Declaratory Ruling has been served Aupon the
nonagency patty 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 MAIL

Ronald I, Kirschbaum

KIRSCHBAUM, NANNEY, KEENAN & GRIFFIN, P.A.
P.0.Box 19766

Raleigh, North Carolina 27607

Attorneys for Wake Radiology Oncology, PLLC

William R. Shenton

POYNER SPRUILL LLP

301 Fayetteville Street, Suite 1500

Raleigh, North Carolina 27601

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

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 Murtay .
SMITH MOORE LEATHERWOOD LLEP
PO, Box 21927 )

Greensbore, North Carolina 27420
Attorneys for WaleMed

This the day of September, 2010,

Jeff Horton
Chief Operating Officer
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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. ANDNORTE )  DECLARATORY RULING
CAROLINA RADIATION THERAPY )

MANAGEMENT SERVICES, INC. )

1, Robert J. Fitzgerald, Director of the Division of Health Service Regulation (the
“Department”), hereby issue this declaratory ruling to Radiation Therapy Services, Inc, d/bfal
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 thé Secretary of the North Carolina Department
of Health and Human Services. Petitioners have filed & Declaratory Ruling Request (the
“Request”) asking the Department to jssuo a declaratory ruling that they may acquire all of the
stock of Caroling Radiation and Cancer Treatment Center, Tne. (“CRTC") without certificate of
need (“CON") review.

This ruling is binding on the Departnient a.nci 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,
Mitche.:l-l & Jernigan, L.L.P,, counsel for Petitioners, have reque:sted 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,
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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 & North Carolina corporation

that is a wholly-owned subsidiary of RTS. Both have their principal business address in Port
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 linsar 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 thie sccond linear accelerator cost less
than $750,000, including the cost of the equipment, studies, surveys,
designs, plans, working drawings, spevifications, construction, installation,

and other activitics essential to acquiring and making operational the
second linear accelerator,

I note from the files of the Department thet the inventory report of linear accelerator
equipment submitted by Carolina Radiation Medicive, 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 accelorator,




Petitioners represent that they have executed a stock purchase agreement by which NC
Radiation will acquire 100% of the issued end outstanding capital stoclc of CRTC from Dr. ’
Koltis, After closihg the transaction, Petitioners state that CRTC will remain a sapar'ate
corporate entity that is a wholly-owned subsidiary of NC Radiation, They s.tatc that CRTC will
continue to aperate 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, Petitioners will pay more than two million dollats to purchase the CRTC
stock, The closing of the transaction is conditioned on receiving confirmation from the
Dopartment that acquisition of the stock will not require a certificate of need,

ANALYSIS '

N.C.G.8. § 131E-178 provides that no person shell 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, domation, lease,
transfer, or comparable arrangement” of a linear accelerator “by or on behalf of any person,”
MN.G.C.S. § 131B-176(16)f1.58, and (2) “Th.c obligation by any person of a capital expenditure
exceeding two million dollars ($2,000,000) to develop or expand a iwath service or a health

‘ service facility, or which relates to the provision of a health service,” MN.C.G.S. § 13IB-176(16)b.

The fransaction described by Petitioners does not constitute the acquisition of & 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 healtf% service or a

health service facility, since Petitioners represent that CRTC will continue to operate at the same
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location in 2 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 “hcalth.
service facilities” for purposes of the CON law.

Finaily, 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. § 131B-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 ﬁot integral to the clinical management
of CRTC, because in all material respects the operations of CRTC will not change,

I spcci.ﬁcally 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 notice of
the existence or ownership of the second linear accelerator, and I make no finding that CRTC
may acquite or operate, or has properly acquired and operated, & 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 jssued 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
operaté its freestanding radiation therapy facility at the same location in Greenville, Pitt County,

Notth Caroling, in the seme manner in which it operated prior to the transaction in all material

WaYS.
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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 1o
the specific facts pr.escnted in the Request, It speciﬁc;slly does not address the status of anj.w
linear aceelerator that CRTC may own or claim to own,

This day of , 2007,

Robert I, Fitzgerald, Director
Division of Health Service Repulation
N,C. Department of Health and Human Services

53




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 prepald envelope addressed

as follows:
CERTIFIED MAIL

Susan H., Hargrove

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

P.0. Box 2611

Raleigh, NC 27602-2611

This day of , 2007,

Jeff Horton
Chief Operating Officer
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EXHIBIT

North Carolina Department of Health and Fuman Setvices
Divlsion of Health Service Regulation )
Certificate of Need Section
2704 Mail Service Centat + Ralelgh, North Carolina 27699-2704
bttpi/ fererer.nedbhs, pov/die/

Drexdal Pratt, Director
. Bevedy Baves Perdue, Goveroz Cralg R. Smith, Secton Chief
_ Albert &, Delia, Acting Secxetaxy . . Phone: (719) 855-3873
Fax: (919) 733-8139

February 27,2012

Maureen Demarest Murray
Stmith, Moore, Leatherwood
300N, Greene Street, Suite 1400
Greensboro, NC 27401

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

Dear Ms, Murray:

- The Certificate of Need (CON) Section received your letter of February §, 2012 regarding the abovo
referenced propossl. Based on the CON law in effect on the date of this résponse to your request,
the proposal described in your correspondence 1§ not governed by, and therefore, does not currently
require & certificate of need, Howover, please note that if the CON law is subsequently amended
quch that the above referenced proposal would require a certificate of need, this determination does

not authorize you to proceed to developthe abdve féfetenced proposal when the new law becomes
effective. . : )

It should be noted that this defermination is binding only for the facts represented by you
Conseguently, if changes arc made in the project or in the facts provided in your correspondence
referenced above, a new determination as to whether & certificate of need is required would need to
be made by the Certificate of Need Section. Changes in a project include, but ate not limited to: (1)
increases in the capital costy (2) acquisition of medical equipment not included in the original cost
éstimate; (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, :
Mo Yol CeaugR

Michael J- MeKillip Craig R&/Smith, Chief

Project Analyst Certificate of Need Section

Eﬂ'\h Locatlon: 809 Ruggles Drive, Dorothea Dix Hospitol Campus, Ralelgh, M.C, 27603
¢ S An Equal Opportunity/Affinnative Actlon Employer
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A SMITHMOORE
V&S LEATHERWOOD

Febroary 8, 2012

Vig E-Muil and U,S. Muail

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 Ovmership Interests in CSA-1
Dear Mr, Smith and Mz, Frisone:

We represent WakeMed, The purpose of this lefter is to provide notice to the North
Carolina Department of Health and Human Services, Division of Health Service Regulation,
Certificate of Need Seotlon (the “Agency”) and confirm that WakeMed’s acquisition of the
ownership iriterests 6f CSA-1 Is not revicwable as a new institutional health service under the
North Carolina Certifitats of Need (FCON™) law. -CSA-1 is a wholly owned sub of CSA
Medical, LLC (“CSA”) and owns five (5) beart lung bypass (“HLB") machines that have been
and gre operated at WalkeMed, WaleMed would acquire the membership interests in CSA-L,
which would continue to exist s 2 legal entity and to own the five (5) HLB machines that would
retnain located and operated at WalkeMed, T .

. The Agency has issued mumerous declaratory rulings and no review letters that
acknowledge that scquisition of ownership interests in o legal entity does not congtitute &
reviewable acquisition of the medical equipmeént owned Ty, that legal entity, For example, ina
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 mechine because
ownership of the regulated heart-lung bypass cquipment would not change, The Agency also
determined thet the transaction was not an obligation to develop or expand a health gervice or
healih service facility beoause the equipment company was not & health, service fapility. The
stoclc piirchase transaction proposed also was not “a capital expenditure, .. which. relates to the
provision of & health service” within the meening of N.C. Gen., Stat, § 131B-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 iz not
integral to clinical management. - In re: Reguest for Declaratory Ruling by New Hanover
Perfisionists, nc.,, January 24, 2008,




M, Craig R, Smith, Chief

Ms, Martha Frisone, Assistant Chief
Rebruary 8, 2012

Page 2

Similarly, the Department approved the sale of 100% of the issued and outstanding stock
of & company that owned & linear accelerator to another entity. Linear accelerators ave regulated
in the same mannet as heart-lung bypass equipment, The Department held that certificate of
need seview was not required for the stock purchase transaction, See Declaratory Ruling, Jn re:
Request for Declaratory Ruling by Radiation Therapy Services, Jne, 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 considet this request, please
contact us, We appreciate your consideration.

Sincerely yours,

SMITH MOORE LEATHERWOOD LLP

Maureen Demarest Mwrray

ce: Sten Taylor, WaleMed
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Division of Health Setvice Regulation
. Cettificate of Need Section,
2704 Mai} Service Center » Raleigh, North Carolina 27699-2704
hutpe{ Forww.nodhhapov/ dhacd

Diexdal Pratt, Directoy.
Bevedly Baves Perdue, Governor Craig R, Smith, Scction Chicf
Albert A, Della, Acting Seeretary * Phone: (919) 855-3873
Fox: (919) 733-8139
February 27, 2012
Gary 8. 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 heatt-lung bypess machines located at Rex-Hospital / Wake County
FID #; 953429 :

Dear Mr, Qualls;

The Certificate of Need (CON) Section. reccived 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 degeribed in your carrespondence is not governed by, and therefore, does nof currently
require a cerfificate of need, However, please note that if the CON law is subsequently amended
such that the above referenced propesal would require a certificate of need, this defermination does

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

"It should be noted that this determination is binding only for the fasts represented by you.

Consequently, if changes are made in the project or in the facts provided in your comrespondence
referenced above, a new defermination as to whether a certificate of need is required would need fo
be made by the Certificate of Need Section, Changes in a project inchude, but ate 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 constmeted, .
Please contacithe CON Section if you have any questions.

Sincerely,

g b Cag/eﬁw
Michael J, McKill Crailg RGmith, Chief

Project Analyst Certificate of Need Section
Location: 305 Ruggles Drive, Dorothea Dix Hospital Caropus, Releigh, N.C. 27603 (LA
4&%& An Equal Opportunity/Affirmative Action Employer Gy
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Gary S. Qualls
D 519.466,1182
T 919,5162072

gary.quolis@idgates.com
Febmary 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, Frisono!

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, Divislon of Health Service
Regulation, Certificato of Need Section (the “Agency”) and confitm that Rex's acquisition of the
ownership interests of CSAMS Leke Boone Trail, LLC (“CSA. Lake Boone”} is not reviewable
as & new institational health service under the North Carolina Certificate of Need (“CON") law.
CSA Lake Boone is & wholly owned sub of CSA Medical, LL.C ("CSA") and owns three (3)
heart-lung bypass (“HLB") machines that have been and ars operated et Rex, Rex would acquire

* the membership interests in CSA Lake Boone, which would continue to exist as a legel entily
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 entlty does not constitute a
. reviewable acquisition of the medical cquipment owned by that legal entity. For example, in a
declaratory ruling issued to New Hanover Perfusionists, Tno,, 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 becanse the equipment company was not 2 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. § 131B-176(16)(b). The
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Mr, Craig R. Smith, Chief
Mertha Frisone, Assistant Chief
February 9, 2012

Page 2

definition of “health service” specifically “does not include administrative and other activities
that ate not integral to clinioal management” Steck or membership interest ownership is not
integral to clinlcal management, Jn re: Request for Declaratory Ruling by New Hanover
Perfusionists, Inc., January 24, 2008,

Similarly, the Department has recontly 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 samo 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: Reguest for Declaratory Ruling by The Charlotte-Mecklenburg
Hospital Authority d/b/a Caralinas Healthcare, November 4, 2011 (attached as Bxhibit 1),

‘We would app}cciato written confirmation from you that the anticipated transaction docs
not require CON review, If you require additional information to consider this request, please
contact s, We appreclate your consideration.

Sincerely yours,

K&L GATES LLP

' %7 & Quotle:

Gary 8, Qualls
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Notth CatoﬁnaDcpathnuntnf Health and Human Setvices
. Divislon of Health Bétvice Regulaton -
Office of the Director

2701 Mall Servlce Center « Ralelgh, Nosth Casolinn 27699-2701
bt/ Fererer.nedbhic gov/dhat

Bevedly Eaves Perdue, Governor Drexdal Prute, Dltector

Lanlee M. Crnsler, Secreary Phone: 919-855-3750
Foa 919-733-2757

November 4, 2011 CERTIFIEE MAH, & FACSIMILE

William W, Stewett, Bsq,
KA1 Gates LLP

430 Davis Drive, Suite 400
Morsville, NC 27560

RE; Declaratory Rullng for The Chatlotte-Mecldenburg Hospital Authority
" dfb/a Carolinas Healthcare System

Dear My, Stewart:

"I am enclosing a Declaratory Ruling thet you requested. If questions erise, do not hesitate 1o let
me know,

Sincerely,

' Dioxdal Prat '
DP:JB:peb

Enclosnre

ce:  JeffHorton, Chief Operating Officer, DHSR
Ctag Smith, Chief, Cestificate of Need Section
Steven Lewis, Chief, Construetion Section

!
Auzzie Conley, Chief, Acute and Home Cate Licensure and Ceitification Section
DHSR. Medical Facilities Planuing Section

Marc Lodge, Speclsl Deputy Attorney General, DOT

n‘:‘-{#%s Locatlon: 809 Ruggics Drive » Dorothea Dix Hosplial Campus « Ralelgh, N.C. 27603 ‘E]’?
AnBqual Opportunity / Afficmallve Actlon Employer
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NORTH CAROLINA DEPARTMENTY 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 Ditector of the Division of Health Service Regulation, Nosth Carolina
Department of Health and Human Services (“Dcpm‘tme:nt" or “Agency”), do hereby issve this
Declaratory Ruling pursuent to North Carolina General Statute § 150B-4 ond 10A NCAC 14A
0103 under the authority granted me by the Secretary of the Departruent of Health and Humean .
Sorvices,

The Chatlotte-Mecldenburg Hospital Authouity d/bfa Carolinas Healthcare System
(“CMHA") has requosted a declaratory muling to confitm that its acqulsition of the membesship
interests of University Radistion Oncology Center, LLC (“UROC") end its continucd opesation
of that facility may proceed without first obtaining a Certificate of Need (*CON'"), This uling
will be binding upon the Department dnd the tatities requestingit, as Jong as the materlal facts

stated herein are mecnzate, This ruling perteing only to the matters referenced herein. Except s

provided by N.C.G.S, § 150B-4, the Dcpartment cxpressly Tesorves the rght to malko a ’
prospective chunge in the interpretation of the statutes and regulations atissue in this Declaratory
Rullng, ‘William W, Stewart of K&, Gates LI has requested this ruling on CMIA’s behelf
and has provided the matertal facts upon which this ruling is b;xsed.
STATEMENT OF THE FACTS .
UROC, which ie located at 8310 Univexsity Bxecutive Par, Suite 500, Chaslotte, NC

28262, is & lmited Hebility company which provides radiation therapy treatment. UROC was
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acquired by Rediation Oncology Centers of the Carolinas, Inc. ("ROCC") pussuant to an
exemption in Angust 1997, * Cutréntly, UROC operates a Varian 2100C linear nccelerator and'a
GE Highspeed Advantage CT simwlator, which the CON Section previously approved, .
On August 18, 2011, the Department issued a Declaratory Rullag determining that ROCC
could transfer, without a CON, its intetest in UROC and Matthews Rediation Onoelogy Center
(*MROC”) to two whally owned subsidiaries of ROCC, Once that transactlon in consummated,
ROCC will be the sols member of UROC, ROCC will then transfer its entivo membership
_intereat in UROC to CMEA and CMEIA will become UROC's sole member, Thus, TROC will
a:«_'zmain intact as the same LLC, but with a differcnt membership compotition,
ANALYSIS
The CON law prO\;ides that ho petaon sha.lf offer or dsvclc;'p a “new institutionsl health
gervice” without first obtaining a CON, N.C, Gen. Stat, § 131E-178, The lst of new
institutional health services includes “the acquiaitfon by purchase, donation, lease, transfer or
comparable arrangémeut" of & Unear accclcfator or simulator “by or on behalf of any person,”
N.C. Gen. Stat. § 131B-176(16)(£1)5a, 9., and "t}'m, obligation by any peron of & capital
expenditute exceeding two million doilars ($2,000,000) .to develop or c?ép and a health service or
o health service facility, or which relates to the provision of a health service,” N,C. Gen. Stat. §
131B-176(16)(t).
Pudor declaratory rnlings show that the Department has alteady determined (hat these
definitions do not require an entity to obtain a CON fo acquire membership interests in an
ex.is.ﬁng legal entity like UROC which owns and operates a linear accelesator or simulator, The

declaratory ruling rcqucstcél by CMHA is cemsistent with the Department’s priar rolinge that

——
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have interpreted the applicability of the CON Law to the purchase of owneiship interests in
henlth care organizations, for the following reatons!

CMHA's acquisition of the membership interests in UROC does .not constitute the
acquisition of a linear accelerator or a simulator becausoe the ownership of thc‘ equipment will not
change, and the same eguipment will be used to providoe the seme radiation oncology services, in
the same locatlon, TROC will continue to own the two pieces of equipment and UROC's legal +
status a5 & cotporate entity will not change, .

The.purchase of ROCC's membershlp interests in UROC does not involve the offering
or u;cpangion of any new facility, service or eguipment, and the state's inventory of linear
nceelerators and simulators will not change, No new or additionsl equipment will be acquired or
placed in operation in the State.

CONCLUSION )

For the forsgoing rensons, assuming the statemnents of fact in the request to be tros, I
corjchide that CMHEA does not require a certificate of need in order to proceed with the'purcliase
of RO(.JC’s membership interests inTJRQC: .

This the {Et day of November, 2011,

%x exdal gratt, Dircc;:

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




CERTIFICATE OF SERVICE

1 certify that a copy of the foregoing Declaratory Ruling has been served vpon the
nonagency party by facsimile and certified mail, retum recelpt tequested, 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 MATL,
“William W, Stewart

K& Gates LLP

430 Davis Diive, Snite 400
Morrsville, NC 27560

This the 4 day of Novernber, 2011,

@Jw{ﬁ’ Z VN
Ji
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"EXHIBIT

North Carolina Depastment of Health aid Human Services
Division of Health Service Regulation

Pat MeCrory Aldona Z, Wos, MLD,
Governor Armnbassador (Ret.)
Secretary DHHS
Droxda] Pratt
Division Director
April 7,2014
Gary 5. Qualls
K&L Gates, LLP
P.O. Box 14210
Research Trinngle Park NC 27709-4210
No Review
Faeility: Rex Hospital -
Project Description:  Obtain a separate license for Rex Rehabilitation and Nursing Center of
Ralelgh
County: Wake
FID #: 953429
Dear Mr, Qualls:

The Certificate of Need Séction (CON Section) reccived your letter of March 24, 2014 regdrding
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 nol currently Tequire a certificate of need. However, please note that 1f the CON law is
subsequently smended such that the above referenced proposal would require a certificate of
need, this determination, does not authorize you to proceed to develop the rbove referenced
proposal when the new law becomes effective.

Morgover, you need to contect the Acute and Home Caxg Licensure and Cextification and
Nursing Home Licensure and Certification Scctiens of the Division of Health Service Rogulation
1o determine if they have dny 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 faets provided in your correspondernice
referenced above, 2 new determination as to whether a certificate of need 1s required would need
t6 be made by the Certificate of Need Section, Chéngss in a project include, but ate not Hmited
fo: (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) eny increpso in the number of square feet to be constructed.

B

Clertifieate of Need Seetion
. wwsrnedhlis,gov
. Teleghone: 919-855:3873 » Fax: 919-733-8139 &
Lacation: Edgerton Buflding « 805 Ruggles Drive » Ralelgh, NC 27603 .

Mailing Address; 2704 Mall Scevlee Conter sRadeTph, NC 27699-2704
Av Equal Opportunlty/ Affirnntive Actlon Bmployer
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Mz, Qualls
April 7, 2014
Page 2

Please contact the CON Section If you have any questions, Also, in afl fisture comespondence
you should reference the Facility LI). # (FID) if the facility is licensed.

Sincercly,
AMad dA,

MichnelJ. MeKilth, Praject Analyst

“ﬂ?gjm,q Frsopnt
Marthz J. Frisone, Interim Chief
Certifioate of Need Section

ce:  Medical Facilitles Planning Branch, DHSR
Acute and Home Cate Licensure and Certification Sectlon, DHSR
Nursing Home Licensure and Certification Seotion, DHSR




K&L|GATES Kl Eets e

Post ffise Box 12930
Hetearch Tehangle Pack, HE Z7T08-4210

4230 Davls Drive, Sulte 400

31 Horslealin, KO 27300
%:g%ﬁ? 1914867100 weuMlgates.aom
oo
S 8, Quall
'é%’ g%.-(sc?uazs
F 9195163072
gary.quilis@kgates.com
March 24, 2014
VIA HAND DELIVERY
Martha Prisone,
Chief, Certificate of Need Section

Division of Health Service Regulation
North Carolina Department of Health &
Hufnan Services

809 Ruggles Drive

Raleigh, North Carolina 27603

RE: Rex Hospital, Inc. (License No. FI0065})

No Review Request To Independently License Rex Rehabilitation &
Nuzsing 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 Homa with 120 nursing beds under the Rex Hospital license. Rex
has declded 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 Fuman Services, Division of Health Service Regulation,
Certificate of Need Section (the “Agency”) that this proposal is mot 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-anthorized
Nursing Center assets that have been used to furnish skilled nursing care to the
Nursing Ceriter'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

RT300274




 K&L|GATES

Martha Frisone,

Chief, Certificate of Need Secton
March 24, 2014

Page 2

distinet 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 netessary for Hugh Chatham Memorial Hospital, Inc. to independently license
a nusing home that historically operated under its hospital license. See Bxhibit 1.

We believe that the CON Iaw ailows the independent licensing of the Nuraing
Center without the requirement of a CON because such an even does not constitute
the development or acquisition of a new facility or services, within the meaning of
N.C. Gen. Stat. § 131B-176(16)., The beds already exist in the State Medical Pacilifies
Flan 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 corfirming 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 contactus if you have any questions,

Sincerely,

Gary 5. Qualls




K&L|GATES

Martha Frisone,
Chief, Certificate of Need Section
Mazch 24, 2014
Paged
Exhibits

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




Pat MeCrory Aldona Z, Wos, M.D,

Govemor Ambagsador (Ret)

Seceatory DHHES
Drexdol Pratt

Division Director

Muarch 11, 2014

8, Todd Hemphitl '

3105 Glenwood Awvenue, Suits 300

Rateiph, North Carolina 27612

No Review

Facility: Hugh Chathem Mesmorial Nursing Center

Project Description:  Transfer by Hugh Chatham WMetmorial Hospital, Inc, (HCMH) of 100% of
its ownership interests it Hugh Chatham Memorial Nursing Center'io
Hugh Chatham Nursing Center, LLC, a wholly-owned gubsidiary of
FCMH and cense it separately from the hospital

County: Surry .

FIDi#k 955375

Dear Mz, Hemphill:

The Certificute of Need Section {(CON Sectlon) received your letter of February 18, 2014, -
regarding thé above referenced proposal. Based onthe CON law in effect oxt the date of this
responso ta 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 laty is subsequently smended such that the sbove referenced proposal would requirea
certificate of need, this determination. does not muthorize you to proceed fo develop the ahove
referenced proposal ‘when the new law becomes effective.

Maoreover, you need fo contactihe Acute and Home Care Licensute and Certification Section
and fhe Nursing Home Licensore and Certification Section of the Divislon. of Health Service
Regulation to determine if thiey have amy requirements for development of the proposed project.

Tt should be noted that this determinatiotxis binding only for the fuets represented by you,
Consequently, if changes are made in the project or in the facts provided in your correspondence
referenced abave, a new determination as to whethier a certifieate of need is required would need
to be made by the Certificate of Necd Section, Changesina 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) modifivations in the design of the project; (4) change in location; and
(5) any increase in the munber of square feetto be constructed.

Ceriificate of Need Seetion

d ; v ncdhi, gov
: Telephone; $19-855-3673 » Foxt 9_19,-733-_“39 ‘:5

Ldcation: Edgerton Building « 809 Ruggles Drive » Relelgh, NC 27603
Mulling Address; 2704 Mail Sexvies Center ‘Relelgh, NC 276932704
An Bqual Opportonity! Affimmative Action Emplayer
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8, Todd Hemphill
March 11,2014
Page2

Plese contact the CON Section if you have any queshons Also, in all fature comrespondence
you should reference the Racility LD, # (FID) if the facility is licensed.,

Sincerely;

m

Kim Randolph, Projelét Analtyst

T ortfo. CZH t Gtotrna

Martha J. Fdson erim Chief
Cetificate of Need Section

ca:  Acute and Home Care Licensure and Cerfification Section, DHSR.
Nursing Home Licensurs and Certification Section, DHSR
Medical Facilities Planning Branch, DHSR




Bope HEMPHILL, L,L.P,
ATTORNEVS ATLAW

. - 3105 GLENWODD AVENUE, SUITE 300
TOHN 7. BODE v
£ TOND SANOHILY, : TALMIGH, NOBTH CAROLINA 27612 MAILING ADDERSS .
MATTHEWA. FGHER 4 ;
1'RLEPHONE (19) 881.0338 ' POST OFFICRBON 6338
DAVID 1 JROVLES FACSTHILE (319) 881-9548 RALBIGH, NORTH CAROLINA
27626-6335
WWW.BC-LAW.COM
Writes's E-nail B @RCS-LARCOM: .
) "fé@“gﬁfﬁz :
et
February 18,2014 o * %? "
V1A TAND DELYVERY oo
Martha J. Fisone, Interim Chief
Kim Randolph, Project Analyst
Certificate of Need Section

N.C. Department of Hoalth and Human Services
Division of Health Setvice Regulation

809 Ruggles Drive

Ralejgh, North Carolina 27603

Re: Hugly Chatham Meémorial Hospital, Ins, (License No, H0049)

Mo Teview request to fansfer control of Hugh Chatham Nursing Center to wholly
owmned-subsidiary

Deur Ms, Frisone and Mg, Randolph;

We aye writing you on behalf of our client, Hugh Chatham Memorial Hospital, Inc.
(“HCMHE"), a North Carolina non-profit corporation, HCMH owns and operates Hugh
Chatham Nuzsing Center (the “Nursing Centtr”), & combination facility -with 99 nursing beds
and 28 zssisted living beds (20 Alzheimer’s or special care unit beds and 8 general beds), under
the hospital’s license. HICMH has determined that it is in it best interest to transfer ownership
of the Nursing Center to & wholly-ovwned subsidjary which it bas created, Hugh Chatham
Nursing Center, LLC, a North Carolina limited lisbility company ("HCNC™). HCMIH i3 the
sole member of HCNC. See HCNC Axtloles of Organization, Exhibit ] hereto.

We also understand that as part of this fransfer, the Nursing Center will need to be
operated as o separately-ticensed marsing facility. 1have already spoken about this subject with
Becky Wertz, Nurse Consultant with the Nursing Home Licensure and Certification Section,
and our client iz in the process of preparing the Nursing Home Licensure Application and other
related docomentation which she has provided, However, before that documentation can be
filed, we first need to confirm with your office that this proposal is not subject to certificate of
need review.




Ms. Frlspre and Ms. Randolph
Februgry 18,2014
Page 2

The CON law provides that iransfer of ownership or control of a CON would constitule
gronnds for withdrawal of the CON if it ocours during the course of development of & project
before the project is complete. N.C.GS. § 1318-189, There is no CON project under
development at the Nursing Center. Furthersmore, Agency mles provide that neither swnership
nof contro! of g certificate of need is transferred when the holder of the certificats i5 a
corporation tnd the identity of the holder changes because of a corporate reorganization, such as
transferring ownetship to a wholly-owned subsidiary. 10A. N.C.A.C, 14C.0502(b)(1) and (c).

Tn thig instance, the entity that owns the Nursing Center will not change, and the same
building, steff and equipment will ba used to provide the same services at the same location,
HCMH will continue to o the Nursing Center assets that were awthorized vnder the CON and
have been vsed to furnish skilled nursing care to the ‘Nursing Center’s residents, The proposed
sransaction does not involve the offering or expansion. of any new facility, service or equipment,
and the State's inventory of mursing home beds will not change, No new or additional nursing
horme beds will be acquired or placed in operation in the State. The Nursing Center alrcady has
its own separate NPI number and Medicare nusnber,

This proposal is similar to other proposals involving transfer of assets fo wholly owned
subsidiaries that the CON Section has found jn the past did not require CON zeview, For
exemple, the CON Section determined that & perfusion company could hold heart-lung bypass
equipment In two separate wholly owned subsidiasies without undergoing CON review, See
enclosed Bxhibit 2 (without exhibits to original request letter).

For these roasons, we believe that the CON law allows the transfer of the Nutsing Center
to 8 wholly-owned subsidiary of HCMH, without the requirement of a CON, because such &
transfer does not constitute the development or agquisition of a new facility or services by the
subsidisry, within the meaning of G.5. 131R-176(16) or 10A N.C.A.C. 14C.0502, The
subsidiary has no confrol over those services independent of its parent entity. The ultimate
ownetship and control of the sexvice does not chenge. The beds plready exist in the inventoty in
the State Medical Facilities Plan end there is no new facility constructed. Thus, there hag been
no action which constitutes the offering or development of a new institutional heslth service
within the meaning of G.8. 131E178(g), and no CON is required.

We request that you provide 2 letter of no review confirming that our interpretation of the
CON law and spplicable rules is correct and that this proposal is not subject to certificate of need
review, ° .




Ms, Frisone and Ms, Randolph
February 18,2014
Pogn 3

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

Very truly 3;011:5,

Bope Hewmeaml, LLP.

STH:ish

Enclosure

cowlene.:  Becky Wertz, Nurse Consultant (viahand delivery)
Paul Hammes/Don Trippel (via esmail only)

L)
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ATTACHMENT TOARTICLES OF ORGANTZATION
HUGH CHATHAM KURFING CENIZR,LLU

TNAMEAND ADDRESS OF DUTIATMBMBIR, ]

he salo member 6f Hugh Ghalvn Nuning Cantor, LEC Is Hugh Chetham Mantorlal Hospilal,
Ing,

Fygh Chaflass Memardal Hospltal, Inoa nidrets §a 180 Prscwaod Drive, Rlkin, RC28621
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North Carollea Deprrbnent of Health zod Human Services
. Divislon of Henlth Seryieo Regulation
Cortificrte of Noed Sectlon
2704 Meil Styvica Cantes w Relelgh, North Caroline 27693-2704

Beverly Eaves Pordus, Governat wymaiedibs. gov/dhst Cralg R, Smith, Section Ghled
Lanfer M. Caosler, Staeelary, ' Phones 919-E553875

Tex: 919-733-319Y
December 9,2011

Willtas K, Shetiton .

Poyrer Sprafll

P.0, Box 1801 . *

Toleiph, HC 27602-1801
BE:  HoRovlew:

o Tentofee by CEA Medirn) Services, LLC (GSA) of 100% afils ownersliip intogasta infive (5) existinglientt

11:;:5 yposs machines In vse 2 Wekeed to CSAMS Naw Bem Avenue, TLE, nawholly-owned sulstdlery
. afC3IA .

o ‘Teooafee by CSA Medlcal Sarvices, LLC (CSA) of 10055 af s ownerthip Interests in three (3) exiting
heget Tong; bypass machines b use at Rex Hospltal o COAMS Like Boone Trall, LLG, & wholly-cwned
wubsldlary of CSA .

Wik Covnly

Dear M, Shenion:

Ths Ceriificats of Neod (CON) Sestion vecelved your Ioticr of Hoyember 21, 2011 xepardlog fhis nhove reformced
proposals, Baced on the CON lawy i ellect 61 thn date of ibls vespouse lo your requesf, tho proposdls degesibed ln
your eamrepondenco so nat governed by, nad thezedure, do not currcally zoquire = centificate afniced. Howovar, pleuss
ots tht 1F1he CON Taw 19 subdeeuently smended such that ths above rofereteed propostly wonld vequlre & cetifiats of
need, ils dew;lmlnnﬂnn Jooz ot eutharizs you to proczed to develop e shays fafercnced proposals when the pow lawy
heeames sffcctive, .

- * . 1 .

Tt shmild hexoted that this determination = blndlng oxly for the fuels ropreseated by You. Consequently, i changes ary
snage in tho projosels of-da the fusle provlded 1n yonr corvespandence zofercncad alipys, 2 now determination o5 1o
ifiziher & cerfificats of negd 5 required would need 40 bs made by ths Cerfiflcato of Megd Secttoy, Chimges [n a
wroposel dnclude, bt 6te not Mmited for (1) docreascy tx he capital costy (2) eequision of medizol eqnipment vot
ipsluded I tho origingd cost estimnte; (3) madlfications in the deslgn of the project; (4) ohangs la Jocation; and (5) any
Increacasn the nuniber of squers feztto b conitucted, . '

Pleess eantrct fhe CON Scetion 1€ you Linve ary questions, Also, It Al fitues samvespondeaics you should mferencs the
Facillty LD D) Irihe fagllity {5 Heensed.

Shwm]ya : T
Mertht J, Frlcono Crafg T, §fifth, Chinf
Atstslant Chiof CatificalifofNeed Seetion ' ,
et MedicalFaclitles Plauning Seetlon, DHSR '
éf@}s Losafian; 809 Roggles Drive s Dorofhea Dbs Haspite] Campus ke Ralelgh, M.C. 27603
“AnTiquil Oppostucilyd Alirmuive Astlon Bunployer . .

@




Novernbor 21, 2044 Wison Hayman

Parinor .
\?:}1 Giu.?ns.mor -
Ay et
Furiner
0: 010,783.2047
Egivgagipo:ys

aheoton! anns el eon
VIAUS, %AIL AND E-MAILS

Cralg,sml 5,1e.ao¥

Mr. Cralg R, Stith, Chisf -

Mn. Marlha Filsone; Aeslotant Chlel

Divislon of Health Sarvice Regulation
Cadifioala of Nsatt Sacllan

2704 Malt Service Canler -

Ralelgh, North Garolina 27688-2704

RE: CBA Medloal Safvisas, LLG; No Reviaw Request ragarding Transfer of Heart-Lunp Sypass Ifaohinea
to Whally Owned Subsidinties

toar Mr. Sl and Ms, Frleoné:

THis laller fs submllted on behelf of GSA Medlas! Services, LLO {*CSA7), and two subsldlary lmiled
fabfilty compnnles to be farmed and whally owned by GSA and to ba named *GSAMS New Ham Averue,
110" {CSA New Hom), and "CSAMS Lake Boons Trall, LLC* iCSA Lake Boono}, upon retzlpl of your
approvel of e request, CSA currantly owne and oparatos elght (8) hieart-ung bypass (HLB'} thathings,
Fiva (6) of the HLB machines sra operaledat Wakallad and fhren {3):0f tiie HLE machines aro opareled
al Rex Hpsplial, Ing, ["Rex’). The purposs of [ls letier Is to pravide nelice to the Nodh Carolina
Department of Heallh and Human Sbnlcas, Divislon of Helih Servico Regulalion, Cortifioate of Need
socllon (lha *Agoncy*), and conllmm thet ha kansfar of GSA's Intarests In thesa aight {6) HLB machines
and the oparation of tha samo (o two wholly cwned suhsldiades of CBA s not Taviawable ar a new
tnetitulona) healils sarvize wndstthe Norlh Garolina Gerlficate of Nead ( CON') faw.

The Agency haa jeconlly npproved o slmilar Iransfer tn nn August 48, 2011 Daglaratory Rullng ropsrding
Rediation Ongology Cenlars of e Carolinas, [no, ('ROCCY. That Daclaratory Ruwilng concernad 1ha
transfor of Inigfpsts In fwo radiation eneology facliion from ROCP to two whelly ovmed subsldiailes of
ROCG, Altachod horolo aa Exhiblls 1 and 2 ara lhe ROCG Doclatatory Rullng Rogueatand the ROCC
Dastartory Rullng.  The ruling roquasted by GSA hare Is direolly sialogaus te the ROGC ruling, iho only
difference helng that ROCT [nvolvad the per se wylowabla ltemz of linear ecceleraters and simulators
and CSA's requost lnvolvos the per o reviowsbls lams of heartlung bypass mechinos.

L BACKGROUND AND BACYS
GSA ditectly owns lght (B) Terume Gorporalion Serles 8000 HLB machines, Flva (B) of these HLB
smachinas are looated and used by CSA lo pravide perfuclon services al WokelMed, located at 3000 New

Bemn Avenus, Ralolgh, NG 27820. Three (3) of these HLB mavhines are locatsd end vbed by OBA o
provide perfitslon services st Rex; located al 4420 t.ake Boono Trall; Ralolgh, NG 27607, CBA also owns

WWW FOYHERSPAILLCOM MLEol 7 CIAMUE [/ ROCKVIEORT [/ SONTHERNPINES

erﬁmsllﬁ,saﬂl 1903, RIMEANETIE0L 2O ItOl Kiltsh REATGO2-I00E It [ALA EIEY
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sovan (7) call eaver machines jovaled at Wakeled In Ralalghi, and wo (2) located al WakeMed-Cary,
Theee coll saver mashines are Baylor Rapid Autologeits Transfuslon (BRAT) machines matwlactuted by
Sorin Corporalion and are not subject o GON revlew. TSA doos noi ewn {ha BRAT machines al Rex,
whith are ownod by (ha hospifal. C8Aalso provides thi hospilals with {he'derviesa of sovan {7}Hlsensed
poifusiontsty, who ere omploysd by GEA's, alilialo Caloling MSO, LL.G. (M5S0} but work far OSA
plasant o il Managament Sorvices Agreement wilh HSO.

The fiva (5) HLB machinas atWakeMod are labaled A, B, 0, D, and &, and tha three {3¥Eat Reoxare
\aheled 4, 2, und 3. Each HLB machine capielsts of e followlng: (a) & four {4) orfive Ip,ump “Terumo
Baso; {b) threo (3) or folur (4) Terumo 8000 rallar pump modlos {8000 yollar plmp modulas); {6} onia (1)
Medtranjo Bio-Madiovs sriedat ptmp seriss 560 (Blo pump); (d) ot (1) Madironla TX 0 Flowmalsr
{Flowmsler); and {a) one {1} Sachlat alt/oxygen mixar {Sachtleth, Similatly, the Saven {7) BRAT
mechines ot Wakched In Ralelgh ara labeled A, B, G, D, E; F tnd G, and tha two atWakeMed-Gary s
taholed 1 and 2, Each HLE machjne {and lla wmgpnanls) and BRAT machlna ts Identiled by Its serfal
numbors (SN}, modaf numbers and the hospltel whara ILis locatad, a8 doscribed iy Exhibla to this (afler

“The aurgeons of Caroling Cardiovassular Supicel Aasoglates, BA, (Practies), nlasled parforming opeh
haart surgery snd providing thelr own porfusion tervlcos at Waketed in 1679 and =t Rex In 1809,
{hrough eliher the Frastioe {tsslf of a parfusion compdny oymed by the same physlclans. Each of s
oight {8) HLB machines surently owned by GSA le eplaconient nquipment fora mechine owned by C8A
(or u predecesscr ohtlly) prior 1o tha yedr 1983, when acqulsiion of an HLB maching hecams stbject to

- GO revisw ragardiaan of ils oost W, Cimrles Hallon, MD, toundet the Practies in 1870 and Cardinal
Blo-Midleal Associatos, Ing (Cardinel lo-Medloal), In 1880, Cardinal Blo-Medloa! Was the perfusien
compaty pradocasgor to GSA hot lika CSA was ewned by the shareholders of the Practice, The wo
hospllal have Hiever owned tho HUB machines usad at tholr faciiliss, Bafors 1989, Cardinal Blomedlcel
hud nequired ahd operated Wien (8) HLB machines at WakeMed and fwo' (2) al Rex, Anolher
pardlolforacla surgery praclics In, Ralelgly Alkinsor & Zeok, MY, FLA., had two 2} addillonal HLB
machings 2l WekaMad and ehe (1) addillensl HLE machine dtBex, Atknson & Zetlt, MLD., P.A. marged
with tha Praclis In 1683, and {ls o f) surgaan sharelolders, Alvan W, Atidnsen, 1.0, and Jobn V.
Zook, M.D,, Jofnad tho Practiea, At the samd Umo thelr threa (3} HLB machlnes were acqulrod by
Gerdinal Blo-Modioal, and Lhey bacoms sharsholders of lhef perfuslon company, Cardinal Blo-Madieal or
Tz cugpescer-company has continyod 1o own ant operate lhead elght (8) HLB machines (of telr
wplactiniante) ok tholr samo respuclive focations at WakeMed and Rex since thal Uine, fh 1607, the
ehatatiolders of Cardinal Blo-Medical ‘recrganized {ha company by forming CBA gnd transfetidng the
oparations and all eight (8) machlnes fe C8A, whichwas wned hy the sume surgecne.

By 2001, C8A nzodad lo replaca oll alpht (8} of lts HLB machines, Thoro was & fourth BLB mechina al
Rext swhad by surgeons Apdul @, Chaudhy, $.D, and Jamey H, Davis, M.D. This una (1} HLB moechino
had beon Toaned to them by the manfacturer In the late 1950' {o replach ano ndy had provided jor use
atRex wiioh had brooma cbsolale. M that time, GSA bought ihfa Fourih loansd HLBneckine, hioh had

[(gady been used at Rex, from the manufacturey to veplaca ong of CEA's elder machines at Rex
S‘rqﬁrhner. Dre, Chaudhry and Davis na longar pravided porfueion eeivlces of a HLB mechine for uso at
Rei, O5A's purchase of this machine hue residtad In a nat decteass In useskio-HLB machlnes ol Rex
{rom four (4) o threa (3),

“The stme yoak GSA obtalned replneamant equisment forlts cther seven (7) HLB machines et Wakelad

and Rel, ata tolal capital nost of $322,088. 5A% ohaolale machipas wore shbsequently remaved-out of
Norih Cerofna. By lotfor dated Juno 265, 2004, the Agenoy approvad CSA™ sequisilion of tha sevsn Y]
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now HER mrachines at WakeMad md RoX as raplacetant egufpment, Tha Agemoy's *io review” [otter
that dato & allached antl labelad po Exhibit 4, P Whme o -nya o favle of

GSA would lke ta tranafar lts Inlereat {n Me alght (8} HLB machines Inlo two wholly owmed subsldlery
fimlled lobillly compenies, The firsl wholly awhed subsldlary Wit b named *GSAMS Nevi Bom Avejius,
LLG" arid-wil own The fiva (6) HLB machinga currantly oEamtad it WakeMed, Tho socond wholly owned
cubsidlary wil be named “GSAMS Leke Boond Trall, LG and v own the throo (8) HLB machiney
ourrenlly aperatod 2t Rex, The translar of CSA's Interests I (he elght (8) HLB machinas tnto two {2}
wholly ownad subsldlarles I5 1ol 2 GON raviewabla svent because it wilt have {hio follovdag rosufts:

()  Nplncteada In Ihe HLB maching Invenlory In Wake Gounty;
{2)  Nophyslealalocation of any HLO maslines In Waka County;
(3} Mo oreatioh ofany new heslth sarvea facllites; and”

{4  Ho nasat purchaces of any per se teviswabla aquipment, conatstent with the RUGC
Dot{aratory Roting.

This lollar raquests fou_r confirmalon that such a proposed ransfer of Intotosts would not {edpger any of
tho new Insliutional haslth service provislons Tn tho GON slatute, end tha tranagolien mey proseed
without first acqulring 8 CON, :

L ANALVSIS

The CON lamw provides that fia "acquisilion by purhage, donellon, Isate, {ransfaf or compurakle
arrangsment’ of an HLB mactino consillotes 4 Yisw listititional health gervice™ that s, sublect {a GON
reviow, N.C. Gen. Stat. § 13{E-A70{18)1; § 181E-178{2), Rowsver; wa hollove the craation of thago two
wholly owned subsidlarfes 15 not a raviewabla evant because G234, he oviner of thie CON dghls fof the
elpht {3) HLB machines, iz not undergolng any direct change In {tn owncighip statis, Ralhar, Uls ls
meraly a type of Motganization Tn the nattro 6fthesa which the CON rulee racognize as nani-revipwable.

ntfl 14538, the acquisliion of an HLB thachine was not reguintod imdor tho CON Tow unloss Jkinvolved the
oiiigation of & eapltal exponditure excsading two millon dollars (32,000,000}, which far exceads the cost
ofthls equipment. Jee N.C, Sess, Leaws 1893, ¢, 7, § 2 {adding the requlsiifon of HLB machinos und any
“mejar medisal oquipment® casting more than $760,000 8 “new Tosllutions) hawlih servicoa® roquldng &
GON). Hewavat, effatlive March 18, 1983, the Gonotel Adeembly amondad the GON taw lo make o
eequisilion of HLB meuchinpg conslitutea "new ingttadonal neatth seiyice” rotjulding 4 GOM regardiess of
(s cosl. N.C, Gem, Stat, § 131E-178(10a), (16){1.5., aa amended by N.C, Sess, Lows 1803, ¢. 7,52,

Under tha CON law, tmnsler of gy ership or contro] of & CON prlar (o complallon of & project or oparalion
of tho faclily canstiiutes graunda jor wihdrawal of @ CON. N,0. Gon, Stat. § 431E-188. However, the
Agoncy's rulss pravids that In Wk sliuation, nelther ownorshlp-nor coniral of 8 GON [4 franelewed when
Ihz holder of the cerificats 1s fvsbrporation and the Idontlly of the halder ahanges bacause of cofporate
teorganizatio, Including &a_a,fénlng ownerllp fo wholly owned subsidides. 10A NCAC
44G,0602(b){1) and {a).
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EXHIBIT |
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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 HOSPITAL AUTHORITY )  DECLARATORY RULING
)
)

D/B/A CAROLINAS HEALTHCARE
SYSTEM AND MERCY HOSPITAL, INC,

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

The Charlotte-Mecklenburg Hospitel Authority d/b/a Carolinas. HealthCare System
(“CMHA") and Mercy Hospital, Inc, (“Mercy”) (collectively “CHS™) has requested a declaratory
ruling as to the applicability of Chapter 131E, Article 9 of the North Carolina General Statutes,
and of the Department’s rules, to the facts described below. Specifically, CMHA and Merey

request a Declaratory Ruling allowing the hospital facilities situated on the *Mercy Vail Avenue

Campus,” at 2001 Vail Avenue, Charlotte, NC 28207 (License-# [M0042), as well as some
specific off-campus outpatient services, to be relicensed as part of Carolinas Medical Center’s
license (License # HO071) without first obtaining & Certificate of Need (“CON™), and allowing
the pood cause fransfer of any outstanding CONs issucd to Mercy-related CON ‘projects. This
ruling will be binding upon the Department and the entity requesting it, as Jong 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

prospeclive change in the interpretation of the statutes and regulations at issue in this Declaratory




Ruling. Gary 8. Qualls of K&L Gates LLP has requested this ruling on behalf of CHS and has
provided the material facts upon which this ruling is based.
STATEMENT OF THE FACTS

Mercy owns and operates two separate hospital campuses which are operated under the
single “Mercy/Pineville License” (License # H0042)., One Mercy Hospital campué, the “Mercy
Vail Avenue Campus,” is located at 2001 Vail Avenue, Charlotte, NC 28207, Another Hospital
campus, the “Pineville Campus,” is located at 10628 Park Road, Pineville, NC 28210, CMHA
owns and operates, among other hospitals, Carolinas Medical Center (“CMC") at 1000 Blythe
Blvd., Charlotte, NC 28232 (License # H0071), CMHA is also the parent company for Mercy.

CMHA and its conirolled affiliate Mercy have determined that operational and clinicat
efficiencies will be gained by shifting the Mercy Vail Avenue Campus, and some off-campus
outpatient services, from the Mercy/Pineville License (License # H0042) to the CMC license
(License # H0071). The off-campus outpatient services that will move from the Mercy/Pineville
license are: (1) Carolinas Sleep Services-Mercy, (2) Carolinas Wound Care Center, (3) SEPC at
Museum Medical Plaza,

CHS also requests a transfer of good causc of any outstanding CONs issued to Mercy.
The change in outstanding Mercy/Pineville-related projec'ts includes; (1) F-8771-12 CMC-
Mercy MRI Replacement (will be licensed as part of CMC after the licensure change), (2) F-
8763-11 CMC-Mercy 38 Acule Care Beds (will be licensed as part of CMC after the licensure
change), (3) F-8704-11 CMC-Mercy 66 Bed Behavioral Health Hospital (will be licensed as part
of CMC after the licensure change), (4) F-8640-11 and F-8764-11 Relocate LTACH beds to
Pineville (will still be licensed under the Mercy/Pineville License on the Pineville campus), (5)

F-8740-11 CMC-Providence Satellite ED (will still be licensed under the Mercy/Pineville




License) and (6) F-7979-07 CMC-Pineville Phase II (will still be liccnsed under the
Mercy/Pineville License on the Pineville campus),
ANALYSIS
The CON statute sets forth the following definitions of new institutional health services:
(16) “New institutional health services” means any of the following;

a The construction, development, or other
establishment of a new health service facility,

c. Any change in bed capacity as defined in G.S.
131-176(5)

N.C. Gen. Stat. § 131E-176(16) (a) and (c).

On July 15, 2002, the Department issued a Declaratory Ruling to WakeMed to split the
WakeMed Raleigh and WakeMed Cary campuses into two separately licensed hospitals, where
those facilities had previously operated under a single license. Since the WakeMed transaction,
which created a new license did not require a CON, it can be assumed that the Mercy relicensing
transaction requested herein which does not create a new license should not require a CON, The
placing of Mercy Vail Avenue Campus under the CMC license does not involve any new
institutional health service definitions requiring a CON, The relicensing transaction does not
constitute the construction, development, or establishment of a new health service facility, The
proposed transaction does not constitute a change in bed capacity as defined by N.C. Gen, Stat, §
131B-176(16)(c) and 176(5) in that no beds are being relocated from one licensed facility or
campus to another, no health service facility bed capacity is being redistributed among the
categories of health service facility beds and there are no increases in the number of health

service facility beds, which would require CON review.




CONCLUSION
For the foregoing reasons, assuming the statements of fact in the request to be true, I
conclude that Carolinas HealthCare Systern and Mercy Hospital, Inc, be allowed to relicense
hospital facilities situated on the Mercy Vail Avenue Campus and some specific off-campus
outpatient services from the Mercy Vail Avenue Campus license (License # H0042) to the
Carolinas Medical Center’s license (License # H0071) including a transfer of good cause for any
undeveloped CONs issued to Mercy/Pineville, The proposed licensure change has been

determined fo be in material compliance with representations in the respective applications.

)
P
Thisthe 7" day of November, 2012,

IR, (\)v

Drexdal Pratt, Director o
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 electronic 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 MAIIL,

Gary S, Qualls, Esq,

Ké&L Gates LLP

430 Davis Drive, Suite 400
Morrisville, NC 27560

This the 2™ day of November, 2012,

Cheryl Ouimet, Chief Operating Officer
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WakeCounty - . ) - R P

Dear Mr Roberts

Tam, enclosmcr a Declaratory Rulmg that you requested in your letter recei ved on. May
"15 002, If 'q‘ﬁ‘e'sha‘n's' axiEe; do Tiot hesitare 1 ler e kiow. . e - s

. :Sincarer,
. . . ' Robert] Fﬁzgerald
"RJF:JRS:cjp Co. . .
Enclosure . . T s . . ' K
ca Inc‘«deR Sheppard, Chief Opera.ling Officet, DFS .o o T
Steve White, Chief, Licensure and Certification Section : ) . .
Lee Haffman, Chief, Certificate of Need Sactlon .- L ) B

- Willtam Warren,, Chief, Constsuction Section | . ’ . AR
James Wellons, Attorney j General' -Office . ‘ . o . :

Ag‘\hs ' Locnhon 701 Barbouanvc x Dorothca. DLY. Hospﬂal Cuompua uRalexvh, N.C. ?.7603
. An Boal Uppuduml‘y 1 Affirmative Action Employer
i 3

=




avramae

i m e r e

————rra e bbga SRR o

NORTH CAROLINA BEPAREMENTOF HEALTH AND BUMAN SERVICES
DIVISION OF FACILITY SERVICKES -
RALEIGH, NORTH CAROLINA

1

": INRE REQUESTFORDECLAR-&TORY y oL SR
RULINGBY WAKEMED . ) DECLA.RATOB:Y RULING - .

*

I, Rnbert J. Fﬂzgerald, Dlrector nf the lesmn of Famhfy Servu:es ("Au'enc ¥, do

SR T hereby igsue tlns Deela:atory Rnlmfr pursuant ‘& Gu‘é‘:?l{;lLSOB—dl- and 10 \TCAC 3B 0310- and. the :

1

) anthonty delegated to me by the Secrﬂtary of the Depertmeut of Health. arid Human Semces
) Wak'eMed dsked the Ac,ency to issué 2 mlmg as fo the appheabthty of the Cerh.ﬁcate of Need
Statute eentamed in G S §13 1E-176(1 6)(&) 20d G8. §131E—178(a) o the facts desenbed below.
For the reasons gwen. below T conclude that these porhans of thie Stafuts are not appheable w1th

regatd to Wa:ceMed'a intent to separa.tely license its New Bern Aveuueszpus ("Main |

; Campus") and Westem Walke Mediecal Center (“W'WMC“) facxhhes F\u'thennore, I conclude -

thnt lustoneal aeute care uhllzaﬁon da‘m for the fast five yeals for the two hesp1tals be scpa.ratul y

* inclhuded in the State Medzcal Facilities Plan (“S’VIFP“)

-
]

i STAT}E«I.{ENT OF T‘E[EFACTS
0% Wak=Med is hcerised by the Department of I-Iealth and Human Semces Dmsmn of
Faelhty Servmes ]'_.1censure and Certtﬁcahon Seetmn Acute Care and Home Care

. Braneb., ag one famhty w1t11. multlple s1tes ’

) 'WakeMed is hcensed for a total of 629 acuté cart beds. These beds are contained-on two

separate loeauons -the Mam Campus m Ralelgh, with 5 ],a acute care beds and WW'\/IC i

in Cary, Wlth 114 Zcute care beds Both famhhea are 1oeated in Wake County;

-




e i s aEE

'.I‘:;'d_'[e 2 —Acute Care Utilization a¢ WWMC Since Ijecemﬁ er 1991

e 1o

()

L < T Fercent’
Fiscal Year - . Patient Days Utilization |-
1992 (10 months) - “ 6,078 ~20.8% |.
1993, 10,511 36,0%
1994 .. 11,508 + 39.4%.
* 11995, : 13,352 . 457% | -
1996 .. . K it 13,030 44.6% |
1897, . v - 13,640 |- 487%
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W.akci\’r_[ed Wishes to licensé i Maim Campus and WWNC uider separate hos{l'nitz'll_

licenses for IBi)Ol'ii.I_lg and other internal adrhinistrative purposes. No changes in services,

. steffirig, administration or other aspect of management, costs or chirges would result

from licén.éilia.mese two hospimls separately. However, doing so micht technically bc_

mterpreted a8 thc oﬂ“ermg ofa new mshtuhonal health service, via prov:smns in the _

Ccmﬁcate of Need Statute contamed in G.S, §13 lE 178(&), as follows’

(a) No) per.s'on shall aﬁ"er or deve?o_p a new institutional health sérvice without,
Sirst abra!nmg a certificate of need from the Deparrmenr provided, }:awever,
_ no hospital licensed pursuant to Article 5 of this chapter that would serve d
riinority populatron that-would not otherwisé have been served and that
confinues to serve a minority populatfan may be reqmred to obtain a
. ezrt@f‘ cate«of need: for lran.sferrmg up to.65 beds to nursing care faci!:ty beds.

) G S. §13 1E-176(16) defines & "ncw mstmmonal health serv1c=" in patt, a8 mlloWS'

- .a, " The consh‘ucﬂarf deve!opment or other estabhshmenr of g new hea!fh service
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In thig request, WakeMed maintiins that separate licensure of Wl\ddwould not

) -c_qns'tim_te B "cha.nge: ih bed capacity", as defined by G.8. §131E-176(5). No licensed

beds fould be tel'gc.atéd, not would thig proposal result in r.;r;y change in the number of
h.ealfh service fa;:'.ility beds in the Wékcl\fipgl- system or in'tl;é Wake County Multi--
Hospital Servite Systern. -
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WakeMcd‘s rcqucst that the Aaency lssuc i Dc\.laratory Ruhmr dcs::qbed. above is based

bl n_

Nclther the Wak..\.vIed Mam Campus nnr WWMC are new health service facilities for

'Certlﬁcatn of Need la.w purposed The Mair ‘Campus cpened i in 196 L; WWMC opcnqd in

. 1991, At the time of ihe opesiing 6f’.-VWMC, it could have beex separatety licensed from °

thé Main Campus.without forther cértificate of feed review.

‘Separate {iceniure of the 'Mz‘iin Camj:u:l: and WWMC wiould not affect government”
mmbursemnt, bccause hath facthtms cu:renﬂy mamtam, and wﬂl conhnuc to rnamtam .

sepm:a{e l\fiedlcare nnd. 1vlfcdi;tzs:ud provx&cr numbers

~.

Separate 11ccnsurb of the V[&m Campus arld WWMC Would not n-npact mcdlcal staff

. orgﬂ.mzanon and cnmposmon dat eﬂher facﬂxty, because these famhhes have, :m& have

Co 'alwayshad sepa:atemedmalstaﬂ's o e
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Sgﬁ arate licensite of the Main' Campus and WWMC would not imipact ;.céfeditation.

because both facilities a_r'e separately surveyed and dccredited by the JCAHO. .

Sep'araté' licensure of the Main Campué and WWMC would not affect the govémance of

cﬂhc" facmty, bccause thcre Would bcno resultant changc mnwnarshlp from thils
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Separate hcwnaurc ofithe, Mum Campus and WWMCwohld nut change the mvautory of
hcense.d 3cuta care beds, e1ther inthe Wakc\{cd systr:m or inthe Wake County Multl-
Hospxtal Scmc.. System N oY o o . .= o

Separate hcensure of the Mam Campus and WWMC vrould nét impact the reportma of

. acute care bed wtilization data, ag tlns data would coutimue to be reported to the Agency

anhﬁally.

Any futuré. capital éxpch&ihlras: and/or services requiring 2 Cé)N‘ purs'uant to G.S. §15 IE-

« " 175es .req, at’cither the' Main Cam;_ms or WWMC would r:.onbmm tobe obta.mcd through

: éONCLUsmN' - : -

Forthe reascns stated a’oovc and spe.clﬁc facts presented I conclude that the gep Serate

" Tieensure of Westert Wake Med:cal Center f:om the WakeMed' Mam Campus does nof |

conshtute a new mshtutmnal healtti service or othewnse requiré a certificate of needunder the ‘

applicable portions of the Certificate of Neéd Sua_tutc, specifically G'S. §131E-176(16)(a) and
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.G, §13IE~i78(a). In pacticular, I find persuasive the faets and oircunistance that, other than the

cofnmon licensure, these two hospitals were organized and have fiistorically ﬁmcﬁbned ag
separate facilities. Moreover, smce the only change resulting from this separate licensure status

is the sep Eratlon of utlhzatlon data and ope‘-atlng stattshcs on the. annual Lmense Renewal

Apnhcahon submitted to the Agency, Fhave detemnned that requiring a certificate of nee d § in
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‘WakeMed's zcute care, fehabilitation, dutpatient and skilled nursing facilities shall:bl;

. iio=~nsed as follows;

Tablc 3: Lmen.sura of Wnlce“f[eti Facllities

T Lxcenscd Undcr an

| WakeMed North

s
v e

. TLicensed Under-- - :
Cdmapus: . , Locatfon . %.°.. " P WWMCi: Locatlon
.WakeMed New Bern | 3000 New Bem Ave WakeMed Westem 1900Kildaire Farm Rd,
Avenue Cambus-. , | Raleigh, NC27610- . . . | Wake Medical Center Cary, NC 2751 1
) WalmMed Reh_ab o | 3000 New Bern A've. - Wach:dFuquay- "1 400 W, Ransom 5t . o
. Raleiph, NC 27610 Vanna : Fuquay—Vanna, ’C 27526
Wakelv{ed .. 1535 W Gannon Ave, I
Zebulon/Wendell Zebulon, NC 27597 | - .
10000 Falls of Neuse Rd.

-

| Raleigh, NC 27614
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* Robert¥ F.iizg,_leector
Division of Facility Services
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CERTIPICATE OF SERVICE

"I certify thaf a copy' of the foregoing Declaratory Rulffig s been. served upon the nonageney
party by certified mail, raturn recezpt requested by deposximg the copy in an ofﬁcwl depository of
! the Umted States Postai Servme in flrs’c-class, postave PI‘E-Pald envelope addressed as fOHOWS

e ey CERTIFIEDMAIL '

. PRS- .
- . . z Al
. . . 5 v : T

S S "'3‘ . T '.. . * N
Lo S ' Robbie Rob’e'r'fs, fjfahaver
. . -. 4 B v c ..- .‘ Marketljlanmng . 5..'

UV Y WakeMed -, L -

-".'POBofoi-iGQ"
- *. 71 RaleighNC 276204465 . *»

This the u"'{‘ dayof 4,,,4, : ,2002.. . o

. ) . . ._. ) o - 4/?"‘%‘ /f /% A-«.—f/
e oL, / IacﬁleR Sheppard ) .
: . e T L Chlef O}-zer‘a.m:vr Officer”
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C_J Deparlmernt aof Fealth and Hurane Sewices
Divisiere of FHealth Sevive Regrbation
CERTIFICATE OF NEED

for

Project ID #: Q-11292-17
FID #: 170020

ISSUED TO: Vidant Radiation Oncology, LLC
P.0O. Box 6028
Greenville, NC 27835-6028 |

Pursuant to N.C. Gen. Stat. §131E-175, the North Carolina Department of Health and Human
Services hereby authorizes the person or persons named above (the “certificate holder”) to develop
the certificate of need project identified above. The certificate holder shall develop the project in
& manner consistent with the representations in the project application and with the conditions
contained herein and shall meke good faith efforts to mest the timetable contained herein, as
documented by the periodic progress reports required by 10A NCAC 14C 0209, The ceriificate
holder shall not exceed the maximpm capital expenditure amount specified herein during the
development of this project, €xcept as provided by N.C. Gen, Stat, §131E-176(16)e. The certificate
holder shall not transfer or assign this certificate to any other person except as provided in N.C.
Gen. Stat. -§131E-189(c). This certificate is valid only for the scope, physical location, and
persorn(s) described herein. The Department may withdraw this cerfificate pursuant to N.C. Gen.
Stat, §131E-189 forany of the reasons.provided in that law.

SCOPE: Relocate five existing linear accelerators, two from NC Radiation Therapy Center
and three from Leo Jenkins Cancer Center (replacing four) to 2 new outpatient
cancer center at Vidant Medieal Center which is currently under construction
for a total of five linear acceleraters upon project completion/ Pitt County

CONDITIONS: ° See Reverse Side
PHYSICAL LOCATION: Vidant Radiation Oncolegy Center at Vidant Medical Center

2100 Stantongburg Road

Greenville, NC 27834
MAXIMUM CAPITAL EXPENDITURE: $24,159,964
TIMETABLE: See Reverse Side

FIRST PROGRESS REPORT DUE: November 1, 2017
This certificate is effective as of the 25" day of April, 2017

Martha J. Frisone, %Assistant Chief




CONDITIONS:

1

3.

Vidant Radiation Oncology, LLC shall material comply with all representation made
in the certificate of need application.

Vidant Radiation Oncology, LL.C shall acquire no more than four linear accelerators,
including a CyberKmife, to replace four of the existing five linear accelerators being
relocated to Vidant Radiation Oncology Center at Vidani Medical Center. The
applicant shall dispose of the four existing linear accelerators being replaced by
removing them from North Carolina.

Vidant Radiation Oncology, LLC shall not acquire, as part of ‘this project, any
cquipment that is not included in the project’s proposed capital expenditures in
Section F of the application and that would otherwise require a certificate of need.

Vidant Radiation Oncology, L1LC shall develop and implement an Energy Efficiency
and Sustainability Plan for the project that conforms to or exceeds encrgy efficiency
and water conservation standards mcorporafed in the latest edifions of the Norih
Carolina State Building Codes,

Vidant Radiation Oncology, LLC shall acknowledge acceptance of and agree to
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 with all conditions stated in
the conditional approval letter was received by the Agency on Apxil §, 2017.

TIMETABLE:

Phase 1 (Replace and Relocate Four Linear Accelerators, Including the CyberKnife)
Equipment Ordered August 5, 2017
Construction Contract Executed/Contract Award November 1, 2017
25% Completion of Construction December 1,2017
50% Complefion of Construction ' January 1, 2018
75% Completion of Construction February 1, 2018
Completion of Construction March 15, 2018
Occapancy/Offering of Services April 1,2018

Phase 2 (Relocate the Fifth Linear Accelerator)

Construction Contract Executed/Contract Award May 1, 2019
25% Completion of Construction ) June 1,2019
50% Completion of Construction July 1, 2019
75% Completion of Construction August 1,2019
Completion of Construction September 1, 2019

Occupancy/Offering of Services October 1,2019




From: Waller, Martha K

To: Stancil, Tiffany C

Cc: Shovelin, Jeffrey

Subject: FW: [External] Letter of No Review Request - Vidant Radiation Oncology, LLC
Date: Tuesday, December 12, 2023 11:36:09 AM

Attachments: VRO Letter of No Review (Final Submitted).pdf

Hey Tiffany...for processing...

Mowtha Waller

Administrative Specialist 1

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

Main: 919-855-3873
Office: 919-855-3885

martha.waller@dhhs.nc.gov

Help protect your family and neighbors from COVID-19.
Know the 3 Ws. Wear. Wait. Wash.
#StayStrongNC and get the latest at nc.gov/covid19

809 Ruggles Drive, Edgerton Building
2704 Mail Service Center
Raleigh, NC 27699-2704

Twitter | Facebook | YouTube | LinkedIn

Email correspondence to and from this address is subject to the North Carolina Public Records Law
and may be disclosed to third parties by an authorized State official. Unauthorized disclosure of
juvenile, health, legally privileged, or otherwise confidential information, including confidential
information relating to an ongoing State procurement effort, is prohibited by law. If you have
received this email in error, please notify the sender immediately and delete all records of this email.

From: Shovelin, Jeffrey <JShoveli@ecuhealth.org>

Sent: Tuesday, December 12, 2023 11:09 AM

To: Waller, Martha K <martha.waller@dhhs.nc.gov>

Subject: [External] Letter of No Review Request - Vidant Radiation Oncology, LLC

CAUTION: External email. Do not click links or open attachments unless verified. Report suspicious emails with the
Report Message button located on your Outlook menu bar on the Home tab.

Ms. Waller,


mailto:martha.waller@dhhs.nc.gov
mailto:Tiffany.Stancil@dhhs.nc.gov
mailto:JShoveli@ecuhealth.org
mailto:martha.waller@dhhs.nc.gov
https://covid19.ncdhhs.gov/materials-resources/know-your-ws-wear-wait-wash
https://www.nc.gov/covid19

BECUHEALTH

December 12, 2023

Ms. Michaela Mitcheli, Chief

Healthcare Planning and Certificate of Need Section

Division of Health Service Regulation

NC Department of Health and Human Services

2704 Mail Service Center

Taleigh, NC 27699-2704

RE: Notice of Change in Membership Interest in Vidant Radiation Oncology, LLC. /
Request for “No Review” Status

Pear Ms. Mitchell,

This letter shalt serve as notice that Pitt County Memorial Hospital, Inc. d/b/af ECU Health Medical Center
(“EHMC") intends to acquire 100% of the membership interest in Vidant Radiation Oncology, LLC (*VRO"),
which owns three (3) freestanding radiation oncology centers located in Greenville, NC (Pitt County),
Roanoke Rapids, NC {Halifax County), and Ahoskie, NC (Hertford County). VRO is an existing joint venture
between EHMC and North Carolina Radiation Therapy Management Services, LLC (“NCRT") a controlled
aff liate of GenesisCare, a worldwide provider of radiation oncology centers and services. Currently, EHMC
owns 50% of the membership interest and NCRT owns the remaining 50% membership interest.

GenesisCare is presently under bankruptcy proceedings that are uitimately resulting in the company selling
North American assets. As a controlled affiliate of GenesisCare, NCRT's assets, including the membership
interest in VRO, are included in the bankruptcy proceedings to be sold. EHMC intends to purchase NCRT's
membership interest at the fair market value of $11 million and obtain full membership interest in VRO.

EHMC believes the acquisition of NCRT's membership interest of VRO is not considered a new institutional
health service and is therefore not subject to Certificate of Need (CON) review since:

1) General Statute (GS) 131E-176.16(a) that defines a new institutional health service as “the
construction, development, or other establishment of a new health service facility” does not apply.
This statute does not apply because freestanding radiation oncaology centers are not listed in the
definition of a “health service facility” as defined in GS 131E-176.2a. Even if it was, VRO is an
existing entity, and purchasing additional membership in an existing entity would not constitute
developing or establishing a new health service facility.

2) GS 131E-176.16(b) that defines a new institutional health service as “the obligation by any person
of a capital expenditure exceeding four million dollars ($4,000,000) to develop or expand a health
service or a health service facility, or which relates to the provision of a health service” does not
apply. This statute does not apply because, even though the capital investment to acquire NCRT's
50% membership of VRO exceeds $4 million, the expenditure is not to develop or expand a health
service or a heaith service facility. VRO is an existing entity with three existing locations. EHMC
intends to keep VRO's legal entity as it exists today, as well as continue to provide the same
services (radiation oncology) on the same existing equipment (linear accelerator) in the same
locations as it is operating today. The purchase of NCRT’s membership interest in VRO is a
related-party transaction and is not considered a change in ownership. In addition, it will have no
impact on the linear accelerator inventory in any of the linear accelerator service areas.

3) GS 131E-176.16(f1) that defines a new institutional health service as “the acquisition by purchase,
donation, lease, transfer, or comparable arrangement of any of the following equipment by or on
behalf of any person: (5a) linear accelerator” does not apply. This statute does not apply as there
will not be an acquisition of any new or existing linear accelerators. Today, VRO owns and operates
5 linear accelerators (including a CyberKnife) in Pitt County, 1 linear accelerator in Halifax County,
and 1 linear accelerator in Hertford County. EHMC's purchase of NCRT's membership interest in





December 12, 2023
Notice of Change in Membership Interest in VRO.

Page 2

5)

6)

7)

VRO will not change the ownership of the existing linear accelerators. VRO will continue to own
and operate this equipment in the exact same manner and locations as they exist today. Exhibit 1
provides the No Review request and approval for the original acquisition/contribution of the linear
accelerators to VRO. CON Prgject ID Q-11292-17 (certificate attached) is provided in Exhibit 2 to
{J/I;J(V)ide evidence the subsequent replacement linear accelerators in Greenville, NC were issued to

GS 131E-176.16(l) that defines a new institutional health service as "the purchase, lease, or
acquisition of any health service facility, or portion thereof, or a controlling interest in the health
service facility or portion thereof, if the health service facility was developed under a certificate of
need issued pursuant to G.S. 131E-180" does not apply. This statute does not apply because
freestanding radiation oncology centers are not listed in the definition of a “health service facility”
as defined in GS 131E-176.9a. In addition GS 131E-180 was repealed August 26, 2005, Even if
VRO met the definition of a health service facility and GS 131E-180 was still active, the statute
would still not apply. EHMC already owns a controlling interest in VRO (50%). The purchase of
NCRT's 50% membership does not change the fact EHMC will still maintain a controlling interest.
Therefore, the purchase of membership interest in an entity that EHMC is already a major part of
would constitute a related-party transaction and not considered a change in ownership. VRO would
still be the legal entity.

GS 131E-176.16(p) that defines a new institutional health service as “the acquisition by purchase,
donation, lease, transfer, or comparable arrangement by any person of major medical equipment”
does not apply. This statute does not apply for the same reasons stated in #3 above.

All other definitions of new institutional health services presented in GS 131E-176.16 are not
applicable.

Since the original formation of VRO and contribution of the Greenville, NC equipment from its
members in 2015 and the subsequent expansion of VRO and contributed equipment from its
members for the Roanoke Rapids, NC and Ahoskie, NC in 2019 was granted a No Review Decision
Approval (Exhibit 1), it is reasonably assumed that shifts in membership percentage among the
original members of VRO would not require CON approval. In this case, EHMC is shifting to 100%
and NCRT is shifting to 0%.

For the reasons stated above, EHMC is requesting that the CON Section issue a letter determining EHMC's
acquisition of NCRT's membership interest in VRO and the subsequent provision of radiation oncology
services is not a new institutional health service and is therefore exempt from CON review.

If there are any questions regarding this response, please contact me at (252) 847-3631 or
jshoveli@ecuheaith.org.

Sincerely,

S

Jeffrey Shovelin

VP Business Planning & Strategy
ECU Health

PO Box 6028

Greenville, NC 27835-6028
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NC DEPARTMENT OF ROY COOPER + Govarnor
HEALTH AND MANDY COHEN, MD, MPH » Secratary
HUMAN SERVICES MARK PAYNE » Diractor, Division of Health Serviee Regulation

October 9, 2019

\ Gary Qualls

. 430 Davis Drive

l Suite 400

| Monssville, NG 27560

. No Review

| Record#: 3078

\ Business Name: Vidant Radiation Oncology, LLC

| Business #: 2324

' Project Description:  Vidant Radiation Oncology, LLC (VRO) acquisition of two Linacs and one
CT scanner from VRO's current members, Vidant Medical Center and North
Carolina Radiation Therapy Management Services, LLC

County: Pitt _

Dear Mr, Qualis:

‘The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
{Agency) received your correspondence regarding the above referenced proposal. Based on the CON law
in efiect on the date of this response to your request, the proposal described in that correspondence is
not govemned by, and therefore, does not currently require a certificate of need. 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.

You may need to contact the Agency’s Acute and Home Care Licensure and Certification Section to
determine if they have any requirements for development of the proposed project.

This determination is binding only for the facts represented in your correspondence. If changes are made

in the project or in the facts provided in the correspondence referenced above, a new determination as to
whether a certificate of need iz required would need to be made by this office.

Please do not hesitate to contact this office if you have any questions.

ce: Acute and Home Care Licensure and Certification Section, DHSR

Marl.haJ Frisone
Chief

NC DEPARTMENT OF HEALTH AND HUMAN SERVICES » DIVISION OF HEALTH SERVICE REGULATICN
HEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION

LOCATION: 804 Ruggles Drivo, Edgerion Bullding, Ralelgh, NC 27603
MAILSNG ADDRESS: 808 Ruggles Drve, 2704 Mall Senvice Canter, Ralelgh, NC 27659-2704
fittps:info.ncdhhs.goyldhsr = TEL: 918-665-0873

AN EQUAL OPPORTUNITY / AFFIRMATIVE ACTION EMPLOVER
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Yia Hand Delivery
Martha J. Frisone, Chicef

Healthcare Planning and Certificate of Need Section
‘ Division of Health Service Regulation

N.C. Department of Health and Fluman Services

809 Ruggles Drive

Raleigh, NC 27603

Re:  No Review Reguest for VRO’s Acquisition of Addilional Linear Accelerators und a CT
Scanner from Cuprent Members

Dear Ms, Frisone:

The purpose of this request is 1o inform the North Carolina Department of Health and
Human Services, Division of Health Service Regulation, Healthcare Planning and Certificato of
Need Section (the “Agency”) of the contribution of existing radiation oncology equipment and
services by the two existing members of Vidant Radiation Oncology (“VRO™) into VRO.

As you know from a prior No Review Decision approval (Exhibit A), VRO is an existing
joint venture between Pitt County Memorial Hospital, Incorporated, dfb/a Vidant Medical Center
(“Vidant”) and North Carolins Radiation Therapy Management Services, LLC (*NCRT"). NCRT
is & controlled affiliate of 21st Century Oncology. We ask that the Agency confirm that Vidant’s
and NCRT’s respective contributions of two existing linear accelerators (“linacs™), and NCRT’s

contribution of a CT scanner, to VRO are not revicwable as a new institutional health service under
the North Carolina Certificate of Need (“CON™) law.

1. Prior CON Approvat for VRO.

By letter dated August 12, 2015, the Agency approved Vidant’s and NCRT’s initial
contribution of linacs and related radiation oncology assets to VRO ownership (the “Original VRO
Transaction™). Sce Exhibil A (Agency's August 12, 2015 VRO No Review Decision Approval and
July 31, 2015 Request, and related exhibits thereto). VRO has now operated those assets for a
number of years.

8
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Martha I, Frisone, Chief
August 22, 2019
Page 2

IL. Obtaining VRO’s Interest in the Equi.pment Does Not Require a CON.

VRO now seeks to acquire 100% ownership of two additional linacs and one CT scanner
(collectively the “New VRO Equipment™) currently owned by VRO members, Vidant and NCRT,
respectively. Specifically, the New VRO Equipment is comprised of:

1. A linear accelerator operated by a Vidant-related entity! in Ahoskie (the “Ahoskie
Equipment™); and

2, A linear accelerator and CT scanner operated by NCRT in Roanoke Rapids (the “Roancke
Rapids Equipment").

This is a related-party transaction. In other words, a separate, third party will not be
obtaining ownership of the New VRO Equipment, Instead;

1. For the Ahoskie Equipment, Vidant, the Ahoskie Equipment 100% owner, will become
the 50% owner. NCRT will become the other 50% owner through VRO ownership,

2. Likewise, for the Roanoke Rapids Equipment, NCRT, the Roanoke Rapids Equipment
100% owner, will become the 50% owner. Vidant will become the other 50% owner
through VRO ownership.

The New VRO Equipment will continue to be operated at the same locations at which they
are currently being operated. VRO’s ownership of the New VRO Equipment does not involve the
offering or expansion of any new health service facility, service or equipment, and the State’s
inventory of linacs and CT scanners will not change. No new or additional linacs (or other
regulated cquipment) will be acquired or placed in operation in the State. As detailed below in

Section IIT below, this is similar to other membership changes in regulated equipment ownership,
which did not require a CON,

! Ahoskie Imaging, LLC and Radiation Services of North Carolina, LLC (the *“Vidant Affiliates™)
collectively own the Ahoskie Linac a/k/a the Ahoskie Equipment. Those Vidant Affiliates are controlled
affiliates of East Carolina Health. In turn, East Carolina Health and Vidant are both part of the Vidant
Health System as related entities. The Vidant Affiliates currently allow the Ahoskie Equipment to be
operated by its affiliate East Carolina Health d/b/a Vidant Roanoke-Chowan Hospital, pursuant to a service
agreement, in separate business occupancy physical space from the main hespital building,

2
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Martha J. Frisone, Chief
Aupgnst 22,2019

Page 3

III.  Continuing to Use VRO as a Conduit for Linac Ownership is Not Regulated Under
CON Law.

Vidant and NCRT contributing their respective equipment to VRO does not require a CON.
The CON statute provides a lengthy and exclusive list of activities that constitute development of
a new institutional health service, requiring a CON. The contribution of equipment by a joint

venture member to its own joint venture that already actively provides health services is not
included on that list.

Pursuant to a well-established maxim of statutory construction, expressio unius est exclusio
alterius, those transactions not included in N.C. Gen. Stat. § 131E-176(16) do not require a CON,
See, e.g.,, In re Miller, 357 N.C, 316, 325, 584 S.E.2d 772, 780 (2003) (stating that “[u]nder the
doctrine of expressio unius est exclusio alterius, when a statute lists the situations to which it
applies, it implies the exclusion of situations not contained in the list™); see also Jackson v, 4
Woman's Choice, Inc.,, 130 N.C. App. 590, 594, 503 S.E.2d 422, 425 (1998) (internal citations
omitted) (“Where a statute is explicit on its face, the courts have no authority to impose restrictions
that the statute does not expressly contain.”).

Via their initial joint venture established by the Original VRO Transaction, Vidant and
NCRT placed ownership rights of five (5) of their collective linacs into the joint venture, VRO,
Vidant and NCRT each own 50% of VRO. As we observed in that Original VRO Transaction
Request (which the Agency approved), Vidant and NCRT continued to own those five (5) linacs
through their respective ownership of VRO, See Exhibit A,

Now, Vidant and NCRT, through their VRO venture, wish to add the New VRO Equipment
(i.e., the Ahoskie Equipment and Roanoke Rapids Equipment) to that same venture and each VRO
member will continue to own a 50% interest in their newly contributed equipment.

IV.  Prior Analggous Precedent,

The most relevant precedent for this approval is the initial establishment of VRO and the
contribution of the five (5) linacs discussed in Part III above. See Exhibit A, pp, 1-10. However,
many other previous Declaratory Rulings and No Review Decisions demonstrate that a CON is
not required for similar membership interest changes pertaining to CON regulated equipment or
there is no CON policy advanced by a review where:

1. All of the regulated equipment or other items (and associated space) to be part of the
redesignation transaction at issue already exists and is cumently being operated
(particularly when the existing owner will continue to have an ownership role in the future).

2. No regulated equipment will be added to or removed from the site at issue,
3. No new service lines will be added to the site at issue,

3
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4, No regulated equipment or services will be relocated to or otherwise added to the relevant
State Medical Facilities Plan (“SMFP") service area.

In those instances, the Agency and Division have reasoned that the CON law is not intended
to result in unnecessary CON reviews when the existing regulated asset or service will continue to
serve the same patient base in the same location, albeit through a different ownership structure.,
See HCA Crossroads Residential Centers, The North Carolina Department of Human Resources,
327N.C. at 579, 398 S,E. 2d at 470,

A, Original VRO Transaction Approval and Other Radiation Therapy Facility
Analogues.

In addition to the approval establishing VRO and the contribution of the five (5) linacs
discussed in Part II above (Exhibit A, pp. 1-10), the remainder of Exhibit A consists of numerous
Declaratory Rulings and No Review Determinations from the Division and the Agency approving,

without CON review, ownership structure changes to per se reviewable linear accelerators and
related assets, See N.C. Gen, Stat, § 131E-176(16)(f1)(5a).

B. Heart Lung Bypass Equipment Analogues

Another category of relevant precedent is found at pages 56-68 of Exhibit A2 Those No
Review Decision approvals pertained to WakeMed’s and Rex’s acquisition of heart-lung bypass
machines through ownership of the physician-owned entities that owned the equipment, Like
linear accelerators, the acquisition of a heart-lung bypass machine is technically per se CON-
reviewable, See N.C. Gen. Stat. § 131E-176(16)(f1)(5). However, as in other examples cited
throughout this Part I'V, the Agency concluded that the CON law is not intended to be implicated

when existing equipment (otherwise per se reviewable) changes ownership, yet is already counted
in the CON and SMFP inventory and simply remains in the same place serving the same patient
base.

C. Nursing Facility Anzlogues

Another category of such precedent is found in Exhibit B to this Request. Exhibit B
consists of Agency No Review Decisjon approvals for Rex Hospital (Ex. B, pp. 1-5) and Hugh
Chatham Memorial (Ex. B, pp. 6-18). See Agency’s April 7, 2014 Rex Hospital No Review
Decision Approval and March 24, 2014 Request to Obtain Separate License for Rex Rehabilitation
Center of Raleigh (and exhibits thereto).

2 These examples are contained in Exhibit A because they were cited in support of, and attached to, the
Original VRO Transaction No Review Request.
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In both instances, the Agency found that no CON review was required where a skilled
nursing facility was removed from its associated hospital license and the nursing facility obtained
its own separate license from the hospital. Even though a new licensed health service facility was
technically created in both situations,® the Agency made the non-reviewability determination. In
these nursing facility examples, as in the instant request, the CON law is not intended to result in
unnecessary CON reviews when the existing CON-regulated equipment, beds, or services will
continue to serve the same patient base, in the same location, See HCA Crossroads Residential
Centers, The North Carolina Department of Human Resources, 327 N.C. at 579, 398 S.E. 2d at
470 ("[w]hen viewed in its entirety . ., the Certificate of Need Law reveals the legislature's intent
that an applicant's fundamental right to engage in its otherwise lawful business be regulated but
not be encumbered with unnecessary bureaucratic delay").

In both transactions, the CON and SMFP inventory of nursing home beds remained the
same, and those beds remained in the same place serving the same patient base. In the High
Chatham Memorial example, the ownership structure was also changing.

D. Hospital Splits

Exhibits C and D to this Request catalogue yet another area of similar agency
interpretations, Those Division Declaratory Rulings involved The Charlotte-Mecklenburg
Hospital Authority d/b/a Carclinas HealthCare System and Mercy Hospital, Inc. (collectively
“CHS”) and WakeMed, and their respective requests to change the licensure status of hospital
segments, In CHS’s November 2, 2012 Declaratory Ruling, the Division approved, without a
CON, the redesignation of the Mercy Vail Avenue Campus to be relicensed from the Mercy
Hospital license (License # H0042) to the Carclinas Medical Center license {License # H0071).
See Exhibit C, Declaratory Ruling for the Charlotie-Mecklenburg Hospital Authority
d/b/a/Carolinas Healthcare System and Mercy Hospital, Inc., November 2, 2012.

In the CHS Ruling, the Division cited a July 15, 2002 WakeMed Declaratory Ruling
(Exhibit D), in which the Division determined that no CON was required for WakeMed to split
the WakeMed Raleigh and WakeMed Cary campuses into two separate licensed hospitals, where
those facilities had previously operated under a single license. That was true even though the
WakeMed fransaction technically constituted the creation of a newly licensed health service
facility, See N.C. Gen. Stat, §§ 131E-176(9b) and 176(16)(a). In the WakeMed Declaratory
Ruling, the Division reasoned that requiring a CON “would be an overly technical interpretation
of the Certificate of Need law and not in furtherance of any statutory purpose.”

3 See N.C. Gen. Stat. §§ 131E-176(9b) and 176(16)(a).

5
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E. Applying Prior Analogous Precedent

Likewise, here, Vidant and NCRT’s contributions of the New VRO Equipment do not
constitute the acquisition of a linac or major medical equipment. In fact, the underlying equipment
ownership will be essentially the same. Unlike some of the prior situations referenced above that
were determined not to be subject to CON review, but similar to the initially approved VRO
contributions in 2015, Vidant and NCRT will still retain an ownership interest in the linacs and
the CT scanner, No separate third party will be acquiring any ownership interest in the equipment.
The same parties will retain ownership of the New VRO Equipment - just as with all five linacs
in the original approval establishing VRO -- and the New VRO Equipment will remain in the same
location, and will still be used to serve patients in the same manner.

A “new institutional health service” includes “the acquisition by purchase, donation, lease,
transfer, or comparable arrangement . . . by or on behalf of any person” a linear accelerator and
simulator, See N,C, Gen, Stat, § 131E-176(16)(f1)(5a) and (f1)(9). However, the transaction
contemplated here will not constitute the acquisition of a linear accelerator as defined by N.C.
Gen, Stat, § 131E-176(16). As with the Original VRO Transaction:

1. ownership of the radiation therapy equipment will largely be unaffected by this
transaction;

2, that equipment will continue to be owned, in part, by the same entities both before and
after this transaction; and

3. VRO will merely be the new ownership conduit through which NCRT and Vidant
continue to own the New VRO Equipment.

A fundamental concept of corporate law is that the owners of carporate stoclc are distinct
from the corporation itself. See Robinson on North Carolina Corporate Law, § 2,08 (“A
corporation is a legal entity separate and distinct from its shareholders.”) By design, LL.C members
also stand in a position similar to corporate shareholders. Id. at § 34,03[3]. Consequently, under
the general principles of business organizations law governing LLC membership interests, the
members of an LLC are legally distinct from the LLC itself. Id at § 34.05[1] (“A membership
interest may be acquired directly from the LLC or by assignment from another holder™).

Vidant and NCRT are merely placing their collective ownership interests into one joint
venture and will then each retain a percentage share of the ownership of the joint venture,
Therefore, this transaction cannot constitute the acquisition of a linear accelerator because Vidant
and NCRT will retain ownership of their respective equipment through VRO.
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CONCLUSION

Based upon the foregoing information, we request that the Agency:

I. confirm that contribution of the New VRO Equipment into VRO by its members is not
reviewable as a new institutional health service under the CON law because it is simply
arelated entity rransaction; or

2. in the alternative, confirm that the New VRO Cquipment conitibutions into VRO are
exempt from review under the CON law’s exemption provisions in N.C. Gen. Stat. §
[31E-184(a)(8).

Thank you for your assistance in regard to this maller, Please feel free to contact me at the
number above if you have any questions or need further information.

Sinccerely,

.'-.-l':'.‘-':;t{'bl-f-ﬂ- é’){ (;)LL@GP;_
Gary S. Qualls
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EXHIBITS

A, Agency’s August 12,2015 VRO No Review Decision Approval and July 31, 2015 Request,
and related exhibits thereto (all Bates Stamped)

1.
2,

10,

11.

Certificate of Need CON Project LD, Q-8562-10

Exemption Request (without exhibits) and Approval to Replace CT Simulator
Certificate of Need CON Project I.D. Q-8558-10

Material Compliance Letter dated May 19, 2011

NC Radiation Therapy-Greenville 2007 Declaratory Ruling

NC Radiation Therapy-Greenville’s 2009 Certificate of Need Exemption

Declaratory Ruling for the Charlotte-Mecklenburg Hospital Authority
d/b/a/Carolinas Healthcare System, November 4, 2011

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

In re: 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

Agency’s April 7, 2014 Rex Hospital No Review Decision Approval and March 24, 2014

Request to Obtain Separate License for Rex Rehabilitation Center of Raleigh

C. Declaratory Ruling for the Charlotte-Mecklenburg Hospital Authority d/b/a/Carolinas
Healthcare System and Mercy Hospital, Inc., dated November 2, 2012

D. Declaratory Ruling for WakeMed, dated July 15, 2002
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EXHIBIT

A

Notth Carolita Department of Health and Human Sesvices
Division of Health Service Regulation

Pat McCrory Aldona Z, Wos, MLD,
Govemor Ambassador (Ret.)
Secretary DIHS
Drexdal Pratt
Division Director
Angust 12, 2015
Gary S Qualls
K&L Gates, LLP
Post Office Box 14210
Research Triangle Park, North Carolina 27709-4210
William R, Shenton
Poyner Spruill
Post Office Box 1801

'Raleigh, North Carolina 27602-1801

No Review )
Record #; 1683
Business Name: Vidant Radiation Oncology
. Business #: 2249
Praject Description: Vidant Medical Center becoming 100% owner of NewCo Cancer
Services, LLC
County: . Pitt

Dear Messrs. Qualls and Shenton:

The Healthcare Planning and Certificate of Need Secction, Division of Health Service Regulation *
(Agency) reccived your letter of July 31, 2015 regarding the above referenced propasal. Based

on the CON law in effect on the date of this response to your request, the proposal desedibed

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 cestificate of need, this determination does not authorize you
to proceed to develop the above referenced proposal when the new law becomes effcctive,

However, youneed to contact the Apgency’s Construction and Acute and Home Care Licensure
and Certification Section, DHSR Sections to determine if they have any requirements for
development of the proposed project.

. Healthcare Planning and Certificate of Need Section
dhh ' www.nedhhs.gov
Pl ’S Tidephone; 915-855-3873 « Fax: 919-715-4413
Ldcation; Edgerton Building « 809 Ruggles Drive » Releigh, NC 27603
Mailing Address: 2704 Mail Servies Center *Ralelgh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer
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Gary S. Qualls and William R. Shenton
August 12, 2015

" Page2

It should be noted that this determination is binding only for the facts represented in your
correspondence, 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 this office. 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 this office if you have any questions, Also, in all future correspondence you
should reference the Business # if the facility is licensed.

Sincerely, .
Woith |
o [t - ag. Fhuons,
Jafie Rhoe-Jones Martha J, Frison
Project Analyst Assistant Chief, Certificate of Need

co:  Acute and Home Care Licensure and Certification Section, DHSR .
Consiruction Section, DHSR.
Assistant Chief, Healthcare Planning
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Pest Bffice Box 14210 _
Rasearch Trlangle Park, KO 27708-4210

' : 490 Dayls e, Selts 400
' . Morrisylle, NG 27660

1 018.466,1190 wnkigates.com

/;ﬁ‘ﬁ" A, zhléi D Siodseaian
i F 919.5162072
gaty.qualls@kigates,com
Sl}@uﬂy___ _.q;&a&.ray Martha Frisone
fhidf iid 2> Agssistant Chief, Certificate of Need
Department of Health and Human Services Department of Health and Humen Services
Division of Health Service Regulation Division of Health Service Regulation
Health Planning and Certificate of Need Health Plenning and Certificate of Need
Section Section
809 Ruggles Drive . 809 Ruggles Drive
Raleigh, North Carolina 27603 . Raleigh, North Carolina 27603

RE: No Review Request - Joint Venture between Vidant and 21st Century Oncology Affiliate

Dear Ms. Carraway and Ms. Frisone:

On behalf of our client, Pitt County Memorial Hospital, Incorporated, d/bfa Vidant
Medical Center (“Vidant®), along with William. Shenton, who is counsel for 21st Century
Oncology and its North Carolina affiliate, North .Carolina Radiation Therapy Management
Services, LLC (“*NCRT"), enclosed please find an attechment describing a No Review Request
for a potential joint venture between Vidant and NCRT,

As indicated in the No Review Request, we do not believe that this joint venture is
subject to certificate of need review., Thank you in advance for your attention, and please let me
know if you have any gquestions.

Sincerely,

Dy 8. Qualle

Gary 8, Qualls

cc: William Shenton
Aittachments
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Poyner Sprudll™

July 31, 2015 Willam R. Shenton
Partnher
D: 918.783.2947
F;910.783.1076
wehenton@poynersprulll.com

Shelley Carraway Martha Frisone

Chiaf Asst, Chief

Healthcare Planning and Celflcate of Need Sectlon  Cerlificate of Need

NC Depariment of Health and Human Services NG Department of Health and Human Services
2704 Mall Service Center 2704 Mall Service Center

Ralelgh, NC 27699-2704 . Ralelgh, NC 27699-2704

RE: No Review Request — Joinl Venture belween Vidant and 21° Century Oncology Affillate

Dear Ms. Carraway and Ms, Frisone:

! am wrlting as counsel for 21* Century Oncology and its North Carolina affillate, North Carolina Radlation
Therapy Management Services, LLC ("NCRT"), lo transmlt, along with Gary Qualis and Celleen Crowley,
who are counsel for Vidant Medical Cenler, a No-Review request for your consideration. Vidant and
NCRT ate planning lo Implement a joint venture which will entail the combination of thelr respective
freestanding radiation equipment and services In the Gresnville area Into a new limited liability company,
called Vidant Radlation Oncology.

The enclosed decument describes the steps in the transaction, and as we Indicate this jolnt venture
should net be subject o cerllficate of need revlew, We appreclate your attentlon to this reques! and
please feel free to contact counsel for efther of the partles If you should have any questions or need
furiher clarillcation. . .

Very truly yours,

W Lo M S

Willlam R, Shenton
Parner |

WWWLPOVNERSPRUILL.COM RALEIGH / CHARLOTIE f TOCKYMOUNT /  SOUTHERN PINES

301 Fayoliavila Suael, Sulte 100D, Ralelzh,NC 27601 RO, Loz 1501, fialelgh, NC 27602-1801 P.919,181.6400
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No Review Request for Joint Venture between
Vidant Health and 21st Century Oncology

The purpose of this request is fo inform the North Carolina Department of Health and
Human Services, Division of Health Service Regulation, Healthcare Planning and Certificate of
. Need Section (the “Agency™) of a planned joint venture between Pitt County Memorial Hospital,
Incorporated, d/bfa Vidant Medical Center (*Vidant”) and North Carolina Radiation Therapy
Management Services, LLC (“NCRT”),! involving the combination of their existing,
freestanding radiation oncology equipment and serviees into a single joint venture limited
liability company to be named Vidant Radiation Oncology (“VRO"). We ask that the Agency
confirm that this joint ventutre is not reviewable as a new institutional health service under the
North Carolina Certificate of Need (“CON”) law,

STATEMENT OF FACTS

By way of background, NewCo Cancer Services LLC (“NewCo"), d/bfa Leo Jenking
Cancer Cenler (“Cancer Center”), a 50/50 joint venture between East C-arolina University Brody
School of Medicine (“ECU”) and Vidant, owns and operates two existing linear accelerators
("“linacs™) and CT simulators, pursuant to CON Projcct LD. Q-8562-10, See Certificate of Need |
attached as Bxhibit 1 and Exemption Request and Approval 1o Replace a CT Simulator atfached
gs Bxhibit 2. Vidant also owns and operates a C.ybcﬂcrﬂfe linac, which is operated as a
freestanding radiation treatment service at the Cancer Center, pursuant to CON Project 1D, Q-
855 8-10 and Material Compliance letter dated May 19, 2011, See Certificate of Need attached ag
Exhibit 3 .and Material Compliance Letter attached as Exhibit 4. |

NCRT owns and operates two existing linacs as part of NC Radiation Therapy-

Greenville, See Declaratory Ruling and Exemption attached as Exhibits 5 and 6,

! NCRT is a controlled affilizte of 215t Century Oncalogy.
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First, Vidant seeks to obtain full ownership of the two linacs and CT simulators currcntly.
owned by NewCo and located at the Cancer Center, NewCo will continue o exist after Vidant
obtaing 100% ownership of the linacs and simulators. Once Vidant obtains full ownership, the
same equipment will be used to provide tho same radiation oncology services, in the same
location,

Secand, as part of & joint venture, Vidant and NCRT will be combining and contributing
their existing freestanding radiation oncology services, meditfpl equipment (including the 5
linacs, one of which is a Cyberknife linac) and related assets to the newly created VRO, After
the joint venture transaction occurs, all of the equipment will continue to be operated in the same
two locations as deseribed above.? Therefore, as a result of these two steps (collectively, the
“Transaction”), no linacs will be relocated or added to Linear Accelerator Service Aren 27, as
defined by the 2015 State Medical Facilities Plan (“"SMFP").

DiSCUSSION
L Obtaining NewCo’s Interest in the Equipment Does Not Reguire 2 CON,

As Step #1 fo .the Transaction, Vidant seeks to acquire 100% ownusﬁp of'the two linacs
and simulators currently owned by NewCo. A separate, third party will not be obtaining
ownership of the linacs and simulators, Instead, Vidant, the 50% owner of the squipment, will
now become the 100% owner. The linacs and simulators will continue to be operated at the
Cincer Center in the same manner they are currently being operated.

The purchase of NewCo's interest in the two linacs and simulators does not involve the
offering or cxp;msion of any new facility, service or equipment, and the State’s inventory of

linecs will not change, No new or additional linacs wiil be acquired or placed in operation in the

2 \While at some point in the future VRO may seek to relocate equipment, it would not do so unless and unfil atl
necessary approvals are obtained from the Agency.






State, As detailed below in Section 1, this is similar to membership change in the ownership of
regulated equipment and a CON is not required,

II.  Creating VRO as a Conduit for Ownership is Not Regutated Under CON Law.

Likewise, Step 2 in the Transaction -- Vidant and NCRT contributing their respective
linacs to VRO - does not tequire a CON, The CON statute provides a lengthy and exclusive list
of activities that constitute development of a new institutional health service, requiring a CON,
The joint venture of two existing entities that already actively provide heelth services is not
included on that list, Pursuant to a well-established maxim of statutory construction, expressio
unius est exclusio alterius, those transactions not included in N.C. Gen. Stat, § 131E-176(16) do
not require & CON, See, e.g, In re Miller, 357 N.C. 316, 325, 584 S.E.2d 772, 780 (2003)
(stating that “[u]nder the dootrine of expressio unius est exclusio alterius, when a statute lists the
situations to which it applies, it implies the exclusion of situations not contained in the list”); see
also Jackson v. A Woman's Choice, Inc,, 130 N.C. App. 590, 594, 503 S.E.2d 422, 425 (1998)
(internal citations omitted) (“Where a statute is explicit on its face, the courts have no authority
to impose restrictions that the statute does nof expressly contain.”).

Here, Vidant and NCRT will place the 6Wnership rights of all five linacs into the joint
venture, VRO, NCRT will own 50% of VRO and Vidant will own 50% of VRO. Therefore,
both Vidant and NCRT will continue to own the linacs through their respective ownership of
VRO.

Previous Declaratory Rulings.and No Review Decisions demonstrate that the Agency and
the Division of Health Service Regulation ]:}avé already determined that & CON is not required
for similar membership intercst changes pertaining to CON regulated equipment. See I,

attached as Exhibit 7; Jn re: Request for Declaratory Ruling by Wake Radiology Oncology






Services, PLLC, et al., attached as Exhibit 8; Jn pe; Request for Declaratory Ruling {‘Jy Radiation
Therapy Services, Inc. et. al, attached as Exhibit 9; No Review/WakeMed/dequisition of .
Ownership Interest of CSA-1, Owners of Five Heart-Lung Bypass Muachines Located in
WakeMed/Wake County attached as Exhibit 10; 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 11,

Likewise, here, Vidant and NCRT’s joint venture does not constitute the acquisition ofa
linac. In fact, the vnderlying linac m;.rnership will be essentially the same. Unlike some of the
prior situations referenced above that were determined not to be subject to CON review, Vidant
and NCRT will still retain an ownership interest in the linacs, No separate third party will be
scquiring any ownership interest in the equipment, The same parties will retain ownership of all
five linacs (now through the joint conduit of VRO); and the linacs will remain in the same
location, and will still be used to serve patients in the same manner,

A “new institutional health service” includes “the acquisition by purchase, donation,
lease, transfer, or comparable arrangement . .. by or'on behalf ;)f any p_erson" a lincar accelerator
and simulator. N.C. Gen. Stat. § 131E—176(165(f1)(5a) and (f1)(9). However, the transaction
contemplated here will not constitute the acquisition of a linear accelerator as defined by N.C,
Gen. Stat, § 131E-176(16). Ownership of the radiation therapy equipment will largely be
unaffected by this transaction. That eqt;ipment will continue to be owned, in part, by the same
entities both before and after this transaction, VRO will be owned by Vidant and NCRT, VRO
will merely be the new ownership conduit thr.ough ‘which NCRT and Vidant continue to own the

radistion oncology treaiment equipment, .






A. fundamental concept of corporate law is that the owners of corporate stock ate distinct

from the corporation itself, See Robinson on North Carolina Corporate Law, § 2.08 (A

corporation is a legal entity separate and distinet from its shareholders.”) By design, LLC
members also stand in a position similar to corporate shareholders. Id. at § 34.03[3],
Consequently, under the general principles of business orgenizations law governing LLC
membership interests, the members of an LLC are legally distinct from the LLC itself, Id, at §
34,05[1] (**A membership interest may be acquired directly from the LLC or by assignment from
another holder™),

Vidant and NCRT are merely placing their collective ownership interests into one joint.
venture and will then each retain a percentage share of the ownership of the joint venture,
Therefore, this transaction cannof constitute the acquisition of a linear accelerator because
Vidant and NCRT will retain ownership of their respective equipment through the VRO,

CONCLUSION
Based on the discussion herein, Vidant and NCRT request that the Agency provide

1

confirmation that no CON is required for the proposed Transaction described above,






10.

11,

EXH_IBITS
Certificate of Need CON Project LD, Q-8562-10
Exemption Request (without exhibits) and Approval to Replace CT Simulator
Certificate of Need CON Project LD, Q-8558-10
Material Compliance Letter dated May 19, 2011
NC Radiation Therapy-Greenville 2007 Declaratory Ruling
NC Radiation Therapy-Greenville’s 2009 Certificate of Need Exemption

Declaratory Ruling for the Charlotte-Mecklenburg Hospital Authority d/b/a/Carolinas
Healtheare System, November 4, 2011

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

Inre: Reque.s:t for Declaratory Ruling by Radiation Therapy Services, Inc. et, al,

No Review/WakeMed/Acquisition of Ownership Interest of CS4-1, 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
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speoified’ heu,’in duflng the dé‘tgeloprr it of %lns ‘project; except. as-piovldgd.by | Geh, Stat, §,
13105‘.4176(1.6)5 'I‘he,a thﬁicate JioYden shail st trévisfer -ovdasiign this Qm’t ﬁoaiq Ho. vy kel
‘Persoh-axce] el pmwhded NG, Géh.rsta {§131B- 189(«:‘} This csqlﬁ,catg 13 valgd sonly ot the:
swge phyis C‘[}tl’h’ca on, and Pel‘s‘lp"l qlesb;ibr.d heréin: Ths Q?;Ertmﬁnﬁﬁm}ﬂwiﬂldmw tlus-

ca‘tcp Suant'td NG Gehu‘St‘ati ‘131E-189 for any b ﬂi’e.reh Bnspl ovlded;in*thaélavn -

$C‘DI:E' Nl;“.#(l’ﬁ C“}me\" Snav:ces- shai ‘ne uirg f“(o émjstlug Thiqnu'accelbmfors, Cr

stinidatony WtedHequipment; nd: .emqmépecia[' " “diledlafy: plystelan
) prnbﬁces frbmﬁasi" Cawlma T.Inivci‘sﬁy. dy Eﬁhool, af M‘et'.lmfncl Pitt Cotlnfy’
GONDITIONSTY, SeeRevelsb Side. LR S ‘,’
. 5 ': . H *fo . .- -:, :
PHYSICALLOCATiON- Bﬁt(’!maﬂy Memqﬂanqnnial N e '
GDOMdyeBoule\m,Ld n N L
Gugnﬂlle,NCZ?SBt# .__-;_-;:' . e .
MAXIMUM:CAPYEAY, nxmmm*rnﬁmsb;mo it -
TIVETABLE: Sec Hevexse Side S
FIRST T’ROGRESS REPQRT DUL: Mﬂyi 2011
This govtlftedts {5 effecilve ds ofithie 30“‘ day ofosuembex, 2010 e ..
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CONDITIONS:

1. NéwCa Cantes Scrvzces, LEG shall materidlly comply with all representgtions
made hdts, ﬁpglicaﬁon.

2, NewCo- Galmei -Serviees; L‘LG shn]l xmt nequiis, Ky I)ai'f of tHig: prole.ct; auy cqtnpment-
that is not incfuded. fn the praject’s proposed crpital expendifure jn Segtion VI of fife :
appltuaﬁon or vhiteh Yould oflierwise vequiire'a cextifiente of weed,

3, Newlo Ca‘ncel Sérvices, LLC shaanclmu\vlndg_e degeptance-of and.agi e to cariply with
all condifions stnted heremn fo the C‘nrﬂﬁtnfb of Ndeﬂ Sébtiqn in, Hm-ltlng pidor to. tho
issumice of the-certificate of need .

A letter nclmowledglnz aceeptance of and. ngiéalug to" compiy with alI eunditions sfa.ted {ivHie,
cmlditlonal approval'letter WAS reuclvnd by thd Certﬂ"eﬁie of Heed Section on, Decemher’ﬁ‘, 2010,
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Nozth Carolina Department of Health and Human Services
Division of Fealth Service Regulation

Pat McCrory Aldona Z, Wos, M.D,
Govemor. Ambassador (Ret.)
Secretary DHHS
Droxdal Pratt
Division Director

September 13, 2013

Jefivey Shovelin, Director of Corporate Planning
Vidant Health

Post Office Box 2068

Greenville, North Carolina 27835-6028

Exempt from Review - Replacement Equipment

Pacility or Business:  ‘Vidant Medioal Center

ProjectDescription:  Replaco CT Scanner and CT Simulator at the Leo Jenkins Cancer Center
County: Pitt '

FID#: 933410

Dear Mz, Shovelin;

In response to your lotter of August 14, 2013, the above referenoed proposal 13 exempt from certificate of
need review in accordance with N.C\G.S 131B-184(a)(7). Therefore, you may proceed fo acquire,
withont a certificate of need, thoe GB Optima CT580 16 Slice CT Simmlator to replace the existing
Siemens SimView CT Seanner, This determination is based on your represontations that the existing unit
_ will be removed from North Carcline and will not be used again In the State without first obtaining a
gertificato of need. Further pleage be advised that as soon as the replacement equipment is acquired, you
must provide the CON Scction and the Medical Facilities Planning Scchon with the gerial number of the
new equipment to update the inveitory, if not already provided,

Moreaver, you need to contact the Acute and Home Care Licensurs aud Certification Scotion and the
Construction Section to determine if they have any requirements for dovclopmont of the proposed project.

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 Apency and a separate
determination. ¥ you haye any questions concerning this mattet, please feel free to contact this office.

Certificaté of Need Seetion

dhh ) www.acdhhs.gov
m& Tolephone: 919-855-3873 » Fax: 919-733-8139 . &
Location; Fdgerton Bullding « 809 Ruggles Drive » Ralelgh, NC 27603
Malling Address: 2704 Mall Service Center ‘Raleigh, NC 27695-2704
. AnEqual Opportanity! Affirmative Action Employer
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Jcifrey Shovelin

September 13,2013

Pago2

Sincersly, -

E%a Rhoe-Jones W CraigR, S-[‘ﬁﬂls Chief
Projeot Analyst Certificate of Need Section

col Acute and Home Care Licensore and Certification, DHSR
Construction Section, DHSR
Medical Facilities Planning Branch, DSHR

wh
o





VIDANT HEALTH"
Angust 29, 2013
Ms, Jane Rhoe-Jones
Certificate of Need Section

Division of Health Service Regulation

NC Department of Healfh and Human Services
2704 Mail Service Center :
Raleipgh, NC 27699-2704

RE: Request for “No Review” for Replacement CT Scanner and
Center

_Dear Mg, Rhoe-Jones:

NewCo Cancer Services, LLC (NowCo), 8 oint venture between Vidant Medical Center and BCUs Leo
Jenkins Cancer Center, plans to roplace an existing CT sirulator with new equipment. NewCa believes
that the proposed equipment replacement is not subject to review under Notth Carolina’s Certificate of
Need (CON) laws. .

"Tho proposed project includes the replacement of & Siemens SimView CT scanner with 2 GE Optima

C'T580 16 slice CT simulafor (see Appendix A for vendor quotes and Appendix B for equipment
comparison table and brochure). The equipment will be seoured through acoumulated reserves, The
reason for this replacement is due to age and the need for upgraded technology to pravide optimal care,
Only minor renovations ate needed for the existing CT simulator suite (Ses Appendix Cfor drawings and
construction estlmato). The total capital costs for the proposed replacement is estimated to be §
1,147,781 (see Appendix D fo the Capitel Cost Sheot). These costs include all expenses associated with
the equipment and minor renovations. After the new scanmer {5 operational, the existing equipment will
be permanently removed from the facility and will ne longer bs exempt from CON law (sce Appendix B
for required documentation of equipment remaval). . .

NewCo’s proposed project meets the definition of replacement equipment found in G.5. 131B-176(22a),
The totat capital expenditure for the equipment is Jess than $2,000,000 and the equipment being
purchased is for the sole purpose of replacing comparabls,medical equipment., Sinco NewCo's proposal
meets the dofinition of “replacement equipment”, G.8. 131E-184(n)(7) exampts this project from review,
'Therefore, NewCo roquests approval of a nb review stafus for the proposed projest,

If you vequire additional information or clarification, please cantactme at(252)-847-3631.

* Qe % Shoé 2L

.Te.fﬁ'ey Shovelin
Director of Corporate Planning
Vident Health
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.@epawffzzmﬁa/.%a&% and .%’afm Services ;
d%fmmﬂ

OER TIFTOATT OF NEED

. for
Project Identification Number #Q-8558-10

1

" * FID #933410 ) ‘0
SRR R ERNEY By
ISSUED TO: Ritt County Mexﬁp_;mai Hﬁ‘spﬁal, Inc
7 RO.BoxG028T . AT g: \:‘5&
Greean;e, NC~218§5 ¥ bl HEET Qe SN
g IV R, " M J\,f 1
Pursuani to N.C. G nf St £, §313;B-1:7>5 ’\cf seq; 'Lhe‘qutﬁ Ca}}éiizn cph:t(nent of Health and
Human Services lh r‘eb authmizas the persoi} or personr? nameds abovgy ’(th‘b i‘qgmﬁcafe holder™)
to develop the ce[gﬁcate ofme_@ Project {dehtified above, The cerhﬁcatc hol er shall develop
the project in, 4 mannegrclz nslstent with the IQpresenmtlonsmthe pro;th apphca on, and with the
conditions cpntame& iherein pn Shq']i'l e - good faithi eﬂ‘qrts to m.th the 'timeﬁéble contained
herein, ']1[}%z cg:;tl_ﬁc i’ ho}de? 8 -not gxceed the, ma_;pmumtca jturo amount
specified héfein dyrmg the, d ¥t 103@@{11@1‘1 th@ pmjgct excep;,a,g p;ox idéd{by’N {&)Gen, Stat. §
131B-176(16)e. ’I‘haﬁ:arhﬁb 1o-holder: shall not b;ansfer ons jSlg& this cartlﬁcatq any ofher
pexson excEp a8 pr.o'vlded mN C# (é T St 1§ 13].E-18é(c) %bxs ccrﬁﬁcs.ite 1§ vahd ‘only for the
scope, phyy{al,,loqaﬁon, and perso té) desgrlbed herem 'Ij;\e“D gﬂmunt“may ithdraw this
certificate B ant;o:\N.C Ge;:j Staﬁ§ 131&‘;}-18? for any.,gfthex\sasons proﬂdgd;n tlaw, .

Al & 'wz-

SCOPE: Ritt Couqu Memoria'[ :Ei‘ospltﬂl slm)lll7 acti.‘uir@"a{gybei'Knjfe XA dmsuxgery system

anid relatf.d nip tfromZE tCarql;p v rgity Brody.Sél qol of Medicine/
Pitt ¢ountye\q‘a ”n 1 Pf 3 P RO

CONDITIONS! 7\~§ie Rev\;'isc Side -
1 .-, ! L e fT a i .':. He ot ;:-: '
PHYSICAL LOCATION: Piit unnty Memaxial Hosp;fal S
“6{' 600 Moyé Boylevard -, AT -a
‘Gx;eenvdle, NC 27834 TR

b
s B et
“' e L VL

NIAXTMUM CAPITAL EXPENDITURE: s4,750 Ho0
TIVETABLE: See Reverse Side

‘u."l*g‘

B

..~.""

FIRST PROGRESS REPORT DUE: May 1,2011

This certificate is effective as of the 30™ day of December, 2010

Crag P4

Chicf, Ceyfificnte of Need Section
Division6f Health Service Regulation
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.@%omefzia/.f’fm%mdﬂ?ﬂmimw ;
isinre of Flealthh Sevvice Regeelalios

CERTIFICATE OF NEED
L i {
" Projeet Idenﬁﬁcaﬁmi;rumber #Q-8558-10

) © FID#933410

g, -::‘ b \.}-\
ISSUED TO: Pitt County Meriio .jlai 3 wpliai, Im}‘ T s

PIOO B'Dx 602(8 L _ DN 3 .

Greepyli NeantSs 2 -;;-: “_s” oy Ay
Pursuant to N.C. G ‘g)(' Stat. §713,;1\E-175’~cf scch tha’Norﬂi Cprohna;DeRaJ{t[nent of Health and
Human Scrv.tcss:h r‘eby; thoxizq the | persoii or persons named-abovq‘(th‘e qqrhﬁca{e holder™)
to develop the, cerg at"e Efneai»p;oject ide, tified above. The cerjgxﬁcatc halder shall develop
fhe project in afhxanne: c}g slstegt yith the rqpresemahons\m the projeet apphca ion and with the
conditions cpntamealhgreh,pnd*sh 1l m & pood faith? affqrts fo megt the 1uﬁe{ ble contained
herein, T,I}P; ceififics 1S ho}ﬁej: 8 wnut Exc.eed the, ma_;dmum capltal gxpenditure amount
specified heisin dyring the.d avfélo c oﬁth\g.c project, excepr,tll-s fbl;ovldéd by’Ng Gen. Stat, §
131B-176(10)e. ha) certlﬁcu@:ho), ex: she‘u not t:ansﬁcr ory gﬁggthlﬂ cartlﬁoat Eo any other
PEXsSOn eXce ’?t as prowde.d in]N.C; ’G 1! Sta I§ 131E-18§(c) ’];his ccrtlﬁcaite 8V vah ‘only for the
scope, phy a[hlocatlon, i pexso; tgj desgribed. herein The”DeRaﬁmqnt*may:l ithdraw this
nernﬁcateg’ q&n‘t ’m\N c. gen.&f'tat 1§ 1311?—18? for anygﬂhea;qq;ons prowdqd ;m fhat law, '

SCOPE: Bi& Counjy Memorml :H'xaspﬂﬂu shalll acmu;r@:g Qype;](n;f ,radiosu;rgery system

anﬂ yelatd \ekqmp}nertt from Efaft Camhnq_fUmv,p:;gity Brody Scl;qol of Medicine/
Pif{' County N, R ‘i_‘ 1.4 -,‘« B #

.av"'
o

;‘ %-‘ Co vt ‘Lv" “I}:‘ ..:.‘::'. LA hjl’l'..
CONDITIONS: /4, rafee Revéisg Side : e e
‘. u,.‘ b ll .“1;; 2 1:, ™ “_.‘ _;
PHYSICAL LOCAII‘IOI*.{ Pitt Goun{? MemorialHosp_nal %23 L a
?600 Moyé‘Bongv;ard R L j~. 2
Gx;eenvxlle, NC27834 k RTIA
CRT T B
MAXTVIUM CAPITAL EXPENDITUI& 1 34,1750, DDD
TIMETABLE: Sec Reverse Side

FIRST PROGRESS REPORT DUE: May 1, 2011
This certificate is effective as of the 30™ day of December, 2010

Chief, Ceyfificate of Need Section
Divislon0f Health Service Regnlation






CONDITIONS:

1. Pitt County Memorial Hospital, Tncorporated shall materially comply with all
representaﬁons madein ifs applicatmn.

2. Titt County Memorial Hospital, Incorporated shall not acquive, as part of this project,
any equipment that is not incinded in the project’s proposed capital expenditure in
Section VIII of the application ox which would otherwise require a certificate of need,

3. RPitt County Memorial Hospital, Incorporated shall acknowledge acceptance of and
agree to comply with all conditions stated hercin to the Certificate of Need Section in
writing priorto the issuance of the cextificate of need.

A letter aclmowledging acceptance of and agreeing to eo:.nply with all conditions stated in the
conditional approval lettor was received by the Certificate of Need Section on December 6, 2010,
. . ¢ ' : L h * :

TIMETABLE:

Oceupancy/Offering of service(s) - . 3 anuaxy 1, 2011
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Novth Carolina Depariment of Health and Human Services '
Division of Health Service Regulation
Certificate of Necd Section
2704 Mail Service Center » Ralelgh, Norih Caroling 27699-2704

Beverly Eaves Perdue, Govetnor www.ncdh'hs.govldl1sr Craig R. Smith, Seation Chicf
Lanter M, Cansler, Seczelary Phone: 919-355-3873
Tax: 919-733-8139

May 19, 2011

Mr, Jeff Shovelin, Director of Corporate Planning
Pitt Connty Memorlal Hospital

2100 Stantonsbrg Road -

Greenville, NC 27835

RE:  Materlal Compliance/ Project LD, # Q-8558-10 Pitt County Memorial Hospital shall acquive a
CyberKnife radiosurgery system and related equipment from East Carolina Universlty Brody School®
of Medicine/ Cliange from operating the CybetKnife as a hospital-based servics to a freestanding
radirtion treatment centes/ Pitt County .

FID # 933410

Dear M, Shovelin:

‘-
o - . . ] '

- . .

In response to your correspondence dated April 18, 2011 rogaiding the sbove referenced project, the
Certificate of Need Scctlon has dotermined that the proposed changs Is In material compllance with
representaifons made in the application, These changes Inolude obtalning an additional NPI nunber and new
Medloaro and Medicaid ldentification numbers to operato the CyberKnife service as a freostanding radiation
treatment éenter at the same Jocation in the Leo 'W, Jenkins Cancer Center, This change in operating status
does not constitule a change in the equipiment to be acquired. from East Carotlna University Brody School of
Medicine. However, you should conteot the -Corstraction Section of the Division of Health Service

Regulation to determing If they have any requirements pertinent to the proposed ehange, -

It shoyld be noted that,this Agency's posltion is based solely on the facts represented by youand that any

change I facts as represented would vequire further conslderation by this Agency and a separate
deternination,

Tf you have any questions concerning this matter, please feel free to contact this office. Please refer to the
Project LD.# and Faclllty 1LD.#(FID) In all correspondence,

Sincel"u.ly, e . M '
/64” e L)

Bernetta.Thorne-Williatns, Project Analyst . CraigR, Sifiith, Chief |
. - Cortificate of Need Section

ol ";i‘{{edical Facilitics Planning Sectlon, DHSR
Construction Section, DHSRE
Acute Care Licensure and Cerlification Sectlon, DHSR.

o

af{ﬁm& Location: 701 Barbotr Drive v Dorothea Dix Hospital Cmnpus » Ralelgh, N.C, 27603
\ An Equal Opportunlty £ Affirmntlve Actlon Employer
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Prrr County MemoriaL HosprTAL
University Health Systems of Eastern Carolinas
b . !

Aptll 18, 2010

Mr. Cralg Smith, Chisf

Certificate of Need Seclion, Divislon of Health Service Regulation
Norih Carollna Department of Health and Human Services

2704 Mall Service Center

Ralelgh, NC 27699-2704

Re: Notification of a minor project change to Project ID #Q-8568-10 / Pilt Counly Memerial Hospltal,

Ine, / Acqulre CyperKnife (linear accelerator) from Brody School of Medicine / Pilf Gounty
FID#933410 )

Dear Mr. Smith;

This lettor sarves as nolification of & miner projact change In approved Project |D #Q-8668-10/ Pitt
Gounty Memorlal Hospltal, Inc. / Acqulre GyperKnife (linsar accelerator) from Brody Schoal of
Medicina / PIit County. Wa belleva the changs outiined below does not constitute a materiat
difference In the representations made In the original CON. The change was necessary to comply
with the new CMS Life Safely Gode Requlrsments sffective February, 2011,

Specifically, In the orlginat appiication, Pitt County Memortal Hospltal, ino, (PCMH) stated the
Cybarinife would be operated In Its exlsting location in the existing Leo W. Jenkins Cancer Center
(LWJCC) as a hospltal-based servica under the hospltal's existing provider numbers. As a result of
new CMS Life Safety Cods Requirements effective February, 2014, the LWJCC does not meset the
requirements for Instiutional space, Therefore, In Its existing location, the CyberKnife cannol be
operated as a hospital-based service without flrst Incurring slgnificant capital impravements,

To address {hls Issué, PCMH will operate the CyberKnlfe In its current location, but Instead of
operating as a hospital-basad service, PGMH will abialn-an additional NP1 humber and new
Medicare and Medicald Identification numbers to operate CyberKnlfe services as a fraastanding
_radlatlon freatment center, doing business as "UHS Cyberknife", PCMH belleves thils change has
not materially altered the approved CON as these changes do not requlre modifications to

ownershlp, need, ssrvlces to be provided, péllents to he servad, caplital costs, stafiing, time lines, or
financlal projections, .

-

If you need additional information or have any quastions, please do not hesitate to call me at (252) .
847-3831 or emall me directly at jshoveli@uhseast.com.

Sincerely,

= o

Jeff Shovelln
Diractor of Gorporate Planning,
University Health System of Eastem Carolina
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Narth Carolina Depactmentof Health And Haman Setvices
Division of Health Service Regulation

Qiffice of the Ditectar
. 2701 Madl Setvico Gentet » Relelgh, Notth Catollng 27699-2701
Michned T, Esiley, Governor . Dobart ) 'szgm%d, Ditagtor
Démpary Bedbeh, Syereiiry Phony 919-855-3750
Togie ‘101338757
Sepferdber Iga 2007

) ' GERTIEIED MAT,
Susant H. Heirgrove, Bsquire .
Stnfth, Andorgan, Blount, Doréetf ‘
Mitohell & Jormigan, L.L.F. '
0, Box 2611

Releigh, NC 27502-2611

RE:  Deoleratory Ruling for Radiation "'r,hexgpy Services; Ino, and North Cerolina Radiation
Therepy Management Sorvioes, Ind,

Degt Mg Hargiovel

T girienolosing '« Deolardlory Ruling that yowrequested. If guestions srigh, do.not
hesitats to-let rae know, )

RIFTH:peb
Enclosurs

co:  JeffHorton, Cifef Operating-Offiver, DHER -
Ieb Hoffmait, Chisf, Corfifioate of Need Section, DHER .
Azzie Cloxley, Chief, Acute and Home Cars Livensura und Cortification Sestion, DEISR:
Maro Lodge; Special Deputy Attomey Gentral, Doj

&M, }g Locritldn: 701 Barbéw Drije.s Dorothes I}l};ﬁ?sjpit}l Gampud x Rplsigh, 1,G, 27603: ¥
ki -An Equal Opportuntty £ A frmaliv Actlon Emplayer
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NORTH CAROLINA DEPARTMENT OF HEALTH AND HIUMAN SERVICES
DIVISION OF. HEALTH SERVICHE REGULATION
RALEIGH, NORTH CAROLINA

DECLARATORY:RULING BY RADIATIO )
THCRAPY SERVICES, INC. ANDNORTE ) ' DECLARATORY RULING
CAROLINA RADIATION THERAPY }

MANAGEMENT SERVICES,INC, )

I, Robert T, Fitzgerald, Diregtor of the Division- of Health Service Regulation. (the

JIN RE: REQULST FOR ;

“Department"), horeby lssue-this- declaratpry. witlng to Radistion Therapy:Services;. Inc.. dfb/e/
21" Century Onoology:(“RTS") aid Hprt'h-'caxdllria. Radiation Therapy Matagement. Sexviges,
Ine, (“NC Radiation”) (cotleotively “Potltioners"y p.ursuant to N.C.3,8, § 13084, 10A NCAC'
14A.0103, sad the nu;hnrity. delegated to mg by the Seoretary of the Nogth Carsfine Departaient
of Health and Humgn Sérvices. -Petitioners lave fited & Deelaratory Ruling Request (the
“Request”) 4sking the Department to. lssub a declavatory mling that they ms,y'—é,cquifp il of'the
stogl-of ‘Caroliba I!.-;;djation and Cimoer Treatment Conter,. Ino, (“CRTC") without cerilficate-of
need (.“CON”) review; -

This yultug is binding on-the Daia_aihmmt ax.ld ‘the pe‘rson{eguasthfg-{t if ﬂlﬂ:‘mﬂtéﬁaj foote
stated in the Request are aocurate apd no,materfal facts heyebeén-omitfed from the l:cqu'e.st. The
rullng applies only:to this request, Except as provided by N.G.(1.8. § 15084, the Departmerit
reserves the right 'to "elapge the ohnélus{éna_ which -aye. contalted i thig ruling,. S,us'un H.
Hatgrove, ‘Soan A. Tirmons, and Jetmifer B, Marklien of Smith, Anderson, Bloun, Dorsstt,
Mitchall & Jemigan, LLP., caunsel for Pétitioners; have refiiested this riing on behalf of
Petltioners and have: grovided th(? stalement of fdots upon ‘which this vultng s ‘:;ased. The

riaterial facts as provided by sounso] for Petitioners wis sof outbolow, )

£0°d aziyl  LOOZ b§ dU8 o7 L50TR0LE 16 Xed aaHak/§40






STATEMENT OF THE FACTS

Rxcept ag noted, the following statenient of this fants i based on the represontations of
Potitioners In the f{équea’c,

Petitioner RTS is a Florids sbrporafion., NC Rediation & a North Carofina-eorporation
flmt i3 8 thllj-owne& subsidiary of RTS, Bb‘t.& have thelr pricipal businesa addiess I Fort
Myere, Floridé.

Petitioncrs with 't aoquire 100% of tho tssued and cutstanding stoole pf CRTC, which
ey state is & North Carolina corporation nwm;d by Dr, Gordon Koltls thet operates 1 radiation
therapy facillty for cancer-patients. Pefitioners descxibe CRTC 85 an ondology treatment oénter;
{hat, priorto 26 Augagt 2005, would havoe been a “health-service facility” a-s definedin N.G.G.3,
§ {318-176(%h), S/L. 2005325 eliminted oncoldgy tra;atmcnt conters from the category of
“health service faoiiitles,” offeotive 26 August-2005:

Petitioners-also state that CRTO “oiwns and. gperates two linoar acoslerators™-angd “one
simulator,” Request,p. 3, Footrote 1 to the R'equnst-atat'bs: ‘

. CRYC. has, vopresentad :to_ Pefitioneyy fhet it -pnfered into binding
obligatlons: to -acquire the ‘sepond Jinaat gioelerator prior to August 26;
2005, and thet the-acquisition of the.second $noar. Accelerhtor oost less
than $750,000, including the cost of the 'squipmant, studigs, Buryeys,
deslghs, glaris; worklng drawlngs, speclfications, constructlon, installation;

and other actlvifies eszontial 1o soquiring and radking operational the
gesond iltear accslerator, .

I note from the files of the Dai:urbmnt that the Snvenfory repoit of linear gc-,arﬂeratc;r
equipment mibmitied by Carolina Rudiafion Medicing, P.A.,.certified shd ddted by Gordon a
Koltis-on Aptil 6, 2007,4dentifles orily one linonr.acocleraor owned by CRTC: The Departmet

files do not.contain-any information congerning t'ha,rpmportcd gecond linenr acceleraten
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Pefitioners reprosent.that they have execuled a-atogk purchase agidement by -whilch NC.
Hedintion wifl acquire 106%-01’ the.Jerned #nd m.lts-tanding-qqp{ta‘l stock of CRTC from D,
Koltis, Afier dloslng the transaction, Pefitionsrs s;tata that CRTC: will remian @ feperate
corporate-sutity thaffs-a Wholly-owned subsldiary 66 NC Radiption, They stats thag GRTC will
cantinue to upnmt;a_ its freestanding xadiation therapy faicilitjr-:at the samb location'in Groénvills,
Pltt County, North Carolins, In {lie axme manner in which 1t opersted pior to the trausscton s
all muterial ways, Petitioners will pay more than hwa yniliign dojliws to pirchase (e CRTC
stock, The elotlng of the transgétion s condliloded on recelving oopfinnation from fthe
Departmerit Hiat noquisitfon of tho stoole ¥ill fiot regitles & certlfiente of eed,

ANATYSIS

N.C.G.S, § 131E-178 provides that no“persen shall offer or develop e new tnsfitutional
healfhi sevvice” withiout firet obtaining 8. CON, N.OC8. § 13LB1V6(18) dufines *now.
institutionial health kervlée" to intlude: (1) *“The acquisition by purchess, donation, Iaas..e:,
{rangfer, or compergblo amangement? of w Hyear accelerator “By or on bekalf of efy pexson,”
N.G:C.8. § 1A1B-176(16)f1.58, and (2) “The obligation by any person of & odpital sxpenditiks;
excoeding two million dollard (§2,000,000) to develop of okpand & haath setvlas-ora hoalth,
sdrviob-Eacillty, ox which relates t6 the provision of o fiealth service; N.C.G.S. § 131B-176C16)n

The fronsactjon. describad, by- Bptitioners doen. ot constitute the p‘oqql'glt‘ipfx of a-linbar
acgolerator or g simulator by any person beoause ownership of the one xeported finedr-acesicrator
and, one. Teported slmulator here will tot chango, CRTC will qoﬁﬁnua to be the owner of theso
two plees of equipment, and. CRTC's-Jegal ptatug'as a corporate entify will ‘potuhangc.

Simitarly, thé trinsaction is not-an cbligation to develop or eXpand’a 11ealth servich or &

health ssrvjoe faollity, sioce Fotitionurs represent that CRTC will' corftinue ta npj-,ra,ta af thié spmd
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focatlon in a menter that is the sema in ofl materel respects as it opegated prior to the,
transaotion. In addition, purspant to, 8.1 2003.325, oncology treatment centeta are ‘pot “health
;;ervi‘qa Snofljties” for ptrposes of the:CONlaw, ,

Plnally, on the specific faots,of this case, the {ransagtion- pro‘poséd.hy Petitlorers s not "2 .
capital cxpendlture., . , which xelates to the provigion of & health getvice” withiin the:meaning of’
N,C,(.8, § 131B-176(16)b, The definition of “herith ‘sarvice™ spécifica!ly idogs not igolude:
admin.istratlw and dthet adhvinea_ that aro.not {htegral to. olinloal management” Petitioners!
representationg todiedte that stacle owriership of CRTC 14 not integral to the glimoal mavagement
of GRTC, héduuse in sll miatérial tespedts the operations of CRTC will not chngg?.

I spedifioally excqpt from thigRulfhg any contiutlons ne to tho:sfatug or legality of the
ewnepship-ofa purported decond linear atcelérafor by CREC The Dopaxtmefit s o notiea of
the oxistetios or ownsrship -of flie second ‘lineer moceloraton. oid T thake nb finding tha'CRTC
may soquire or operate, or has prdperly -goquired and. dperated, & gocond linear mocelerator
without CON review.

. _ CONCLUSION

For the- foregomg rensoing, nsaum{ng t&e stptenonts of fect in the Reqngst to'be trug, T
conolude that the noquisition by Pehtlonm o£.100% of the gufstanding ‘anid ssued Htock of
CRTC, fn the manner represented by Petltioners-in {he Requsst, 15 not yubjeot fo GON*rb‘z‘lbw.

Phis ruling-is subject to the conditlon thet, efet the transactionj. CRTC conhnues 1a
opérate Its frecstanding radiaton therapy facility.af the same. losatlon [n Greenvills, Biit County,
* Notth Garoling, 4n the same manner in which ‘1’5 qparatéd pior to the transaction in i faaterial

ways,
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This rufing s not Intended to addross, gkpand or validate any activities o status of CRTC
with respest to the requiretnents of the CON lgw ns:lt velates fo CRTC, The rulhmg_'is‘llqﬂtaij. lo

" the gpocifio faots proented in-the Requeit, 1t-speoifically does-not’ address, the status of any

tinear agoslerator that CRTC may own or-olsim to own,
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CERTIFICATE OF SERVICE

- T certify that a copy of the.Tovopoing Declayatory Ruling hasbeen geyved upon the
nonpgency pirty by cextifled wiall, rotufn rocelpt reriuq_ﬁtgdl by depositing the copy in an
offictal depusitory of flio Unlted States Tostal Service i a fixst-cluss, postage pre-pald
envelope addressed né follows: .

CERTIFIED MAIL

‘Susan EL Hergrove, Bed, '
Snith, Anderson, Blonnt, Dorastt
Mitohell &-Jemigen, L.L.P.

P,0, Box 2611 _

Ralelgh, NC 276022811

Thin the 14 day of September, 2007,
(s oo

fhored ©
$Hief Operating Offfcer
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North Carolina Department of Health and Human Services
Division of Health Service Regulation
Certificate of Need Section
2704 Mail Service Center m Raleigh, North Cerolina 27699-2704 -

Beverly Raves Perdua, Governor www.nedhhs,pov/dhse ' Lee Hoffman, Sectlon Chief

Lenler M, Causler, Secretary : Phone; 910-855-3873
. Fax: 915<733-8139

June 29, 2009

Renee J. Montgoniery, Partner -

Parker Foe Adams and Bernstsin LLP

Post Office Box 389 ’ -
Raleigh, NC 27602-0389- -+ . . e e

RE: - Exempt from Review - Replacemeiit Eqmpméhscf Radiatioh Therapy Sé‘r’vlée:s:'-frib.';ﬂb}a 21"
- Century Oncology, North Cerolina Rediation Therapy Menagement Services, Inc, dnd "
Carolina Radiation and Cancer Treatment Center, Inc/ Acquiré a replacement linear - :

accelerator for the second linear accelerator located at CRCTC in Greenville/ Pitt County |

Dear Ms, Montgomery:
. Tn respoiise to your letters of Juné 23, 2009, November 18,2008, ‘and July 29, 2008, thie above® -

referenced proposal is exempt from certificate of need review in accordance with N.C.G.S 131E~

184(a)(7). Therefors, you may proceed to ecquire, without a certificate of need, the Varian 2100G;-

s/n 1167, to replace the cxisting Varlan 2100C, s/n 527 This determination is based on your

representations that the existing unit will be removed from North Carolina and will not be used again.

in the State without first obtaining a certificate of need.

" . .-
- 1 -

It should be noted that this Agenéy's position is baséd soldly on the facts feprésentéd by you and that *
any change in facts as represented would require further consideration by this Agency and & separaie
determination, If you have any questions concerning this matter, please fecl fice to contact this

office,
Sincerel . ; : .o
A e lizio T R
F. Geng DePorter, Project Analyst © .. .- © . R S
Leg/B/Hoffman, / - . T
Cettificate of Need Sectlon | : Teger e W S e "
cot  Modical Pacilities Planning Séotion, DHSR & +v¢ "w s o [T Lk voednT T
4‘}\%}5 Locationt 701 Barbour Drive x Dérottica Dix Hospital Campus » Ralolgh, M.C. 27603 . . 7’.3
. : . An Boual Opportunity £ Afflrmatlve Actlon Employer ST .
) . ) L T S LI - ‘
. e . I N e gte e - 34 ey T AR
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Notth Catolina Depattment of Health and Human Setvices
Division of Health Setvice Regulation
Office of-the Ditector
2701 Mall Service Center * Ralelgh, North Casolina 27699-2701
htp:/ fwrerwancdbhs.pov/dhst

Bevedly Bowes Perdee, Govemor Duexdal Pratt, Director

Lsnlet M, Cansler, Secretaty TPhone; 919-855-3750
Yux 919-733-2757

November 4, 2011 ' CER'TIFIED MAIL, & FACSIMILE

William ‘W, Stewart, Bsq,
K&L Gates LLP

430 Davis Drive, Suite 400
Mordsville, NC 27560

RE: Declaratory Ruling for The Charlotte-Meclklenburg Hospital Authority
dfb/a Carolinas Healthcara System

Dear My, Stewart:

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

Sincerely,

 Drexdal Pratt
DE: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 Pianning Section
Marc Lodge, Special Deputy Attorney General, DOT

¥

T

4‘%‘_}& Lotution: 09 Ruggles Drives » Dorothea Dix Hospital Cumnpus = Relelgh, N.C. 27603 g
An Baual Opportunity / Affrmative Action Employet

36






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

RALEIGH, NORTH CAROLINA.

IN RE: REQUEST FOR }

DECLARATORY RULING BY ) o
THE CHARLOTTE-MECKLENBURG ) DECLARATORY RULING
HOSPITAL AUTHORITY D/B/A )

CAROLINAS HEALTHCARY, SYSTEM )

T, Drexdal Pratt, as Director of the Division of Health Service Regulation, North Carolina
Depertment of Hcal’th and Humen Services {"Department”’ o; “Apency'”), do hercby issne this
Declaratory Ruling pursuant to Notth Carolina Genera] Statote § 150B-4 and 10A NCAC 14A
.0103 under the authodty granted me by the St;cretary of the Department of Heelth and Human
Services. _ .

‘The Chadotte-Mecldenburg Hospital Anthodty d/b/a Carolinas Healthcare System
(“CMILA™) has requested a declaratory ruling to confirm that it acquisition of the membership
intcrests of Untversity Radiation Oncology Center, LLC (“UROC”) and its continved opcraﬁén
of that facility may proceed without fivst obtaining a Certificate of Need (“CON"). This ruling
will be binding upon the Department and the 'entit;;:s sequesting it, as long as the material facts
. stated herein are pecurate. This iling pertains only to the matters referenced herein. Except as
provided by N.C.G.S. § 150B-4, the Department expressly reserves the rght to make a
prospective change in the interpretation of the—statutes and regulations atissue in this Declaratory
* Ruling. William W, Stewart of K&L Gates LLP has requested this ruling on CMHA’s behalf
and had provided the material facts upon which this ruling is blascd.

STATEMENT OF TZE[E FACTS
UROC, which is located at 8310 University Executive Park, Suite 500, Chaﬂotte, NC

28262, is a limited liability company which provides radiation therapy treatment. TROC was
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acquired by Radlation Oncology Centers of the Carolinag, Inc, (“ROCC”) pursuant to an
exemption in Aupust 1997, Currently, UROC operates a Varian 2100C linear accelerator and a
6B Highspeed Advantage CT simulator, which the CON Secl:ion previously approved.

On August 18, 2011, the Department issued a Declaratory Ruling determining that ROCC
could transfer, withont a CON, its interest in UROC and Matthews Radiaﬁon Oncology Center
(“MROCY) to two wholly owned subsidiades of ROCC. Once that transaction iz consummated,
ROCC will be the sole member of UROC, ROCC will then tramsfer its entire membership
interest in UROC to CMHA. and CMHA will becom;z UROC's sole member, Thus, TROC will
zemain intact as the same LLC, but with a different membership composition.

ANALYSIS

The CON law provides that no person shall offer or develop & "new institutional health
service” without first obtaining a CON, N.C. Gen. Stat. § I3IE-178. The list of new
institntional 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 pewson,”
N.C. Gen. Stat, § I31B-176(16)(f1)5a, 9,. and "tt.le obligation. by a;ly person of a capital

expenditure exceeding two million dollars ($2,000,000) to develop or e.xp and a health service or

‘ 8 health service facility, or which relates to the provision of a health service,” N.C. Gen. Stat. §
131B-176(16)(b).

Prior declaratory rulings show that the Department has already determined that these

definitions do not require an entity to obtain 2 CON to acquire mesmbership interests in an

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

declaratory ruling requested by CMFHA. is consistent with the Department’s prior rolings that
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have interpreted the applicability ?f the CON Law to the purchase of ownership interests in
health care organizations, for the following reasons:

CMHA's ar;quisition 'of the membership interests in 'EJRCSC docs not constitu.te the
acquisition of a linear accelerator or a simulator because the owncrship' of the equipment will not
change, and the same equipment will be used to provide the same radiation oncology services, in
the same location, TUROC will continue to _bwn 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 invoivc the offering
or expangion of any new facility, service or equipment, and the state’s inventory of linear
accelerators and simulators will not chang_e. 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 toue, X

‘corichude that CMIHA does not require a certificate of need in order to proceed with the'purcliase’

of ROCC's membeiship interests in UROC.,

This the lﬁ“ day of November, 2011,

é:cx.dal gratt, Direc;m:

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

, 1 certify that a copy of the foregoing Declaratory Ruling has been served wupon the
nonagency patty by facsimile, énd cestified 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 MATL,

William W. Stewart

K&L Gates LLP

430 Pavis Drive, Suite 400
Monisville, NC 27560

This the 4™ day of November, 2011,

Chi¥f Operating Officer
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NORTH CAROLINA DEPARTMENT OF HEALTH AND HOMAN SERVICES
DIVISION OF EEALTH SERVICE REGULATION
RATFIGH, NORTH CAROLINA

IN RE; REQUEST FOR DECLARATORY

RULING BY WAKE RADIOLOGY ,

. ONCOLOGY SERVICES, PLLC, CANCER
CENTERS OF NORTH CAROLINA, P.C.,

US ONCOLOGY, INC,, AOR .

MANAGEMENT COMPANY OF VIRGINIA,

LLC AND WAKEMED

DECLARATORY RULING

N A

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

Walke Radiology Oncology Services, PLLC (hareinaﬂe;r “WROS"); Cancer Centers of
North Carolina, P.C. (*CCNC"); US Oncology, Tne, (“USON") and its subsidiary AOR
Management Company of Virginia, LLC (*AOR™); and WakeMed have requested 2 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 i;c binding upon the Department and the entitles 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.8, § 150B-4, the Department expressly reserves the tight to
malee a prospective change in the Interpretation of the statutes and regulations at issue in this
Declarz;tory Ruling. Attorneys for the Petltioners have requested this ruling on their behalf and

have provided the material facts upon which this ruling is based,
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STATEMENT OF THE FACTS

WROS is a North Carolina professional limited liability company presently owned by
certa.in physiéia.n-membcrs, each of whom owns a specific ps:c;énmge of the total membership
interests in WROS., WROS provides radiation oncology troatient 'servi.ccs at 300 Ashville
Avenue, Suite 110, Cary, North Carolina, bascd ona cerfificate 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 physi¢ians licensed to practice medicine in the State of Notth
Carolina, who provide oncology treatment services, including radiation oncology services
through the use of a linear accclcratc;r.

USON is o business corporation organized under the laws of the State of Delawaze,
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, & subsidiary of USON end was organized under the
laws of the State of Delaware and authorized to do business in North Ce;rolina. AOR provides

' administrative and other support services to CCNC under a Management Services Agreement
with CCNC.

WakeMed is a North Carolina nonprofit corp oration engaged in the provision of acute
care seryices and other health care services in Wake County,

WROS establ.ishcd its oncology treatment center on or about July 17, 1998. Since the
establishment of its oncology treatment centet, WROS has continuously operated the t;ncology

treatment center cstablished pursuant to the CON it received in 1997,
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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 -
acceleratar and simulator that had been recogﬁizcd in the SMFP inventory for seven yearé.' Since
it already owned the equipment, it was not required to obtain & second CON to be able to
continue to operate its lineat accelerator and simulator.

Recently, WROS physician owners approved a conversion of WROS from a professional
Limited liability company to a limited liability company, to ccour simultaneousty 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 i the business form of WROS that has been approved by its physician
ov;mers will not constitute a change in or disselution of WROS, the legal entity that reccived the
CON in 1997 and has continuously operated the onco]c;gy treatment center and the linear
accelerator and simulator since they became operational.

Afer these two transactions, the LLC will continue to exist as a legal and business entity,
and will continue to own the oncology treatment center and the equipm:;nt that was snthorized

'under the 1997 CON, ineluding the lincer accelorator and simulstor. 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
furpished by physicians associated with CCNC.

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

cervice” without first obtaining a CON. N.C. Gen. Stat. § 131E-178. The list of new
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institutional health services includes “the aoquisitibu by purchase, donation, lease, transfer or
comparable arrangement” of a linear accelerator or simulator “by or on behalf c-f any person,”
N.C. Gen. Stat. § 131E-176(16)(f1)Sa, 9, and “the obligation by any person of & capital
expenditure exceeding two million dollars ($2,000,000) to develop or expand a health service or
3 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 hes 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 ow.ns the Knear accelerator and simulator will not change, and the same
equipment will be used to provide the sume radiation oncology services, in the same lociation.
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 ilavc been used to furnish

‘oncology treatments to patients. Its membership composition initially will change from the
present physician members to- 2 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






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

The Pmposc& 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 placed in operation in the State,

CONCLUSION

PFor 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, Ditector
Division of Health Service Regulation
N.C. Department of Health and Human Services
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CERTIFICATE OF SERVICE

s

1 certify that a copy of the foregoing Declaratory Ruling has been served Aupon the
nonagency patty 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 MAIL

Ronald I, Kirschbaum

KIRSCHBAUM, NANNEY, KEENAN & GRIFFIN, P.A.
P.0.Box 19766

Raleigh, North Carolina 27607

Attorneys for Wake Radiology Oncology, PLLC

William R. Shenton

POYNER SPRUILL LLP

301 Fayetteville Street, Suite 1500

Raleigh, North Carolina 27601

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

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 Murtay .
SMITH MOORE LEATHERWOOD LLEP
PO, Box 21927 )

Greensbore, North Carolina 27420
Attorneys for WaleMed

This the day of September, 2010,

Jeff Horton
Chief Operating Officer
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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. ANDNORTE )  DECLARATORY RULING
CAROLINA RADIATION THERAPY )

MANAGEMENT SERVICES, INC. )

1, Robert J. Fitzgerald, Director of the Division of Health Service Regulation (the
“Department”), hereby issue this declaratory ruling to Radiation Therapy Services, Inc, d/bfal
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 thé Secretary of the North Carolina Department
of Health and Human Services. Petitioners have filed & Declaratory Ruling Request (the
“Request”) asking the Department to jssuo a declaratory ruling that they may acquire all of the
stock of Caroling Radiation and Cancer Treatment Center, Tne. (“CRTC") without certificate of
need (“CON") review.

This ruling is binding on the Departnient a.nci 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,
Mitche.:l-l & Jernigan, L.L.P,, counsel for Petitioners, have reque:sted 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,
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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 & North Carolina corporation

that is a wholly-owned subsidiary of RTS. Both have their principal business address in Port
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 linsar 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 thie sccond linear accelerator cost less
than $750,000, including the cost of the equipment, studies, surveys,
designs, plans, working drawings, spevifications, construction, installation,

and other activitics essential to acquiring and making operational the
second linear accelerator,

I note from the files of the Department thet the inventory report of linear accelerator
equipment submitted by Carolina Radiation Medicive, 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 accelorator,






Petitioners represent that they have executed a stock purchase agreement by which NC
Radiation will acquire 100% of the issued end outstanding capital stoclc of CRTC from Dr. ’
Koltis, After closihg the transaction, Petitioners state that CRTC will remain a sapar'ate
corporate entity that is a wholly-owned subsidiary of NC Radiation, They s.tatc that CRTC will
continue to aperate 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, Petitioners will pay more than two million dollats to purchase the CRTC
stock, The closing of the transaction is conditioned on receiving confirmation from the
Dopartment that acquisition of the stock will not require a certificate of need,

ANALYSIS '

N.C.G.8. § 131E-178 provides that no person shell 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, domation, lease,
transfer, or comparable arrangement” of a linear accelerator “by or on behalf of any person,”
MN.G.C.S. § 131B-176(16)f1.58, and (2) “Th.c obligation by any person of a capital expenditure
exceeding two million dollars ($2,000,000) to develop or expand a iwath service or a health

‘ service facility, or which relates to the provision of a health service,” MN.C.G.S. § 13IB-176(16)b.

The fransaction described by Petitioners does not constitute the acquisition of & 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 healtf% service or a

health service facility, since Petitioners represent that CRTC will continue to operate at the same
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location in 2 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 “hcalth.
service facilities” for purposes of the CON law.

Finaily, 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. § 131B-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 ﬁot integral to the clinical management
of CRTC, because in all material respects the operations of CRTC will not change,

I spcci.ﬁcally 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 notice of
the existence or ownership of the second linear accelerator, and I make no finding that CRTC
may acquite or operate, or has properly acquired and operated, & 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 jssued 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
operaté its freestanding radiation therapy facility at the same location in Greenville, Pitt County,

Notth Caroling, in the seme manner in which it operated prior to the transaction in all material

WaYS.
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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 1o
the specific facts pr.escnted in the Request, It speciﬁc;slly does not address the status of anj.w
linear aceelerator that CRTC may own or claim to own,

This day of , 2007,

Robert I, Fitzgerald, Director
Division of Health Service Repulation
N,C. Department of Health and Human Services
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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 prepald envelope addressed

as follows:
CERTIFIED MAIL

Susan H., Hargrove

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

P.0. Box 2611

Raleigh, NC 27602-2611

This day of , 2007,

Jeff Horton
Chief Operating Officer
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EXHIBIT

North Carolina Department of Health and Fuman Setvices
Divlsion of Health Service Regulation )
Certificate of Need Section
2704 Mail Service Centat + Ralelgh, North Carolina 27699-2704
bttpi/ fererer.nedbhs, pov/die/

Drexdal Pratt, Director
. Bevedy Baves Perdue, Goveroz Cralg R. Smith, Secton Chief
_ Albert &, Delia, Acting Secxetaxy . . Phone: (719) 855-3873
Fax: (919) 733-8139

February 27,2012

Maureen Demarest Murray
Stmith, Moore, Leatherwood
300N, Greene Street, Suite 1400
Greensboro, NC 27401

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

Dear Ms, Murray:

- The Certificate of Need (CON) Section received your letter of February §, 2012 regarding the abovo
referenced propossl. Based on the CON law in effect on the date of this résponse to your request,
the proposal described in your correspondence 1§ not governed by, and therefore, does not currently
require & certificate of need, Howover, please note that if the CON law is subsequently amended
quch that the above referenced proposal would require a certificate of need, this determination does

not authorize you to proceed to developthe abdve féfetenced proposal when the new law becomes
effective. . : )

It should be noted that this defermination is binding only for the facts represented by you
Conseguently, if changes arc made in the project or in the facts provided in your correspondence
referenced above, a new determination as to whether & certificate of need is required would need to
be made by the Certificate of Need Section. Changes in a project include, but ate not limited to: (1)
increases in the capital costy (2) acquisition of medical equipment not included in the original cost
éstimate; (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, :
Mo Yol CeaugR

Michael J- MeKillip Craig R&/Smith, Chief

Project Analyst Certificate of Need Section

Eﬂ'\h Locatlon: 809 Ruggles Drive, Dorothea Dix Hospitol Campus, Ralelgh, M.C, 27603
¢ S An Equal Opportunity/Affinnative Actlon Employer
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A SMITHMOORE
V&S LEATHERWOOD

Febroary 8, 2012

Vig E-Muil and U,S. Muail

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 Ovmership Interests in CSA-1
Dear Mr, Smith and Mz, Frisone:

We represent WakeMed, The purpose of this lefter is to provide notice to the North
Carolina Department of Health and Human Services, Division of Health Service Regulation,
Certificate of Need Seotlon (the “Agency”) and confirm that WakeMed’s acquisition of the
ownership iriterests 6f CSA-1 Is not revicwable as a new institutional health service under the
North Carolina Certifitats of Need (FCON™) law. -CSA-1 is a wholly owned sub of CSA
Medical, LLC (“CSA”) and owns five (5) beart lung bypass (“HLB") machines that have been
and gre operated at WalkeMed, WaleMed would acquire the membership interests in CSA-L,
which would continue to exist s 2 legal entity and to own the five (5) HLB machines that would
retnain located and operated at WalkeMed, T .

. The Agency has issued mumerous declaratory rulings and no review letters that
acknowledge that scquisition of ownership interests in o legal entity does not congtitute &
reviewable acquisition of the medical equipmeént owned Ty, that legal entity, For example, ina
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 mechine because
ownership of the regulated heart-lung bypass cquipment would not change, The Agency also
determined thet the transaction was not an obligation to develop or expand a health gervice or
healih service facility beoause the equipment company was not & health, service fapility. The
stoclc piirchase transaction proposed also was not “a capital expenditure, .. which. relates to the
provision of & health service” within the meening of N.C. Gen., Stat, § 131B-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 iz not
integral to clinical management. - In re: Reguest for Declaratory Ruling by New Hanover
Perfisionists, nc.,, January 24, 2008,






M, Craig R, Smith, Chief

Ms, Martha Frisone, Assistant Chief
Rebruary 8, 2012

Page 2

Similarly, the Department approved the sale of 100% of the issued and outstanding stock
of & company that owned & linear accelerator to another entity. Linear accelerators ave regulated
in the same mannet as heart-lung bypass equipment, The Department held that certificate of
need seview was not required for the stock purchase transaction, See Declaratory Ruling, Jn re:
Request for Declaratory Ruling by Radiation Therapy Services, Jne, 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 considet this request, please
contact us, We appreciate your consideration.

Sincerely yours,

SMITH MOORE LEATHERWOOD LLP

Maureen Demarest Mwrray

ce: Sten Taylor, WaleMed
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Division of Health Setvice Regulation
. Cettificate of Need Section,
2704 Mai} Service Center » Raleigh, North Carolina 27699-2704
hutpe{ Forww.nodhhapov/ dhacd

Diexdal Pratt, Directoy.
Bevedly Baves Perdue, Governor Craig R, Smith, Scction Chicf
Albert A, Della, Acting Seeretary * Phone: (919) 855-3873
Fox: (919) 733-8139
February 27, 2012
Gary 8. 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 heatt-lung bypess machines located at Rex-Hospital / Wake County
FID #; 953429 :

Dear Mr, Qualls;

The Certificate of Need (CON) Section. reccived 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 degeribed in your carrespondence is not governed by, and therefore, does nof currently
require a cerfificate of need, However, please note that if the CON law is subsequently amended
such that the above referenced propesal would require a certificate of need, this defermination does

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

"It should be noted that this determination is binding only for the fasts represented by you.

Consequently, if changes are made in the project or in the facts provided in your comrespondence
referenced above, a new defermination as to whether a certificate of need is required would need fo
be made by the Certificate of Need Section, Changes in a project inchude, but ate 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 constmeted, .
Please contacithe CON Section if you have any questions.

Sincerely,

g b Cag/eﬁw
Michael J, McKill Crailg RGmith, Chief

Project Analyst Certificate of Need Section
Location: 305 Ruggles Drive, Dorothea Dix Hospital Caropus, Releigh, N.C. 27603 (LA
4&%& An Equal Opportunity/Affirmative Action Employer Gy
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K&L|GATES o : . KL Gatss e ‘\})3

Post OTioe Box 14210

z fesearch Triangls Park, N0 27708-4200
A 430 Dars Ol, St 401
'ﬂlfg%eﬁ'esq b Horslswlla, 4G 27560
!
oL Zeﬂi; 0 T :319.456.119{] woyklgates.oon

Gary S. Qualls
D 519.466,1182
T 919,5162072

gary.quolis@idgates.com
Febmary 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, Frisono!

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, Divislon of Health Service
Regulation, Certificato of Need Section (the “Agency”) and confitm that Rex's acquisition of the
ownership interests of CSAMS Leke Boone Trail, LLC (“CSA. Lake Boone”} is not reviewable
as & new institational health service under the North Carolina Certificate of Need (“CON") law.
CSA Lake Boone is & wholly owned sub of CSA Medical, LL.C ("CSA") and owns three (3)
heart-lung bypass (“HLB") machines that have been and ars operated et Rex, Rex would acquire

* the membership interests in CSA Lake Boone, which would continue to exist as a legel entily
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 entlty does not constitute a
. reviewable acquisition of the medical cquipment owned by that legal entity. For example, in a
declaratory ruling issued to New Hanover Perfusionists, Tno,, 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 becanse the equipment company was not 2 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. § 131B-176(16)(b). The
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Mr, Craig R. Smith, Chief
Mertha Frisone, Assistant Chief
February 9, 2012

Page 2

definition of “health service” specifically “does not include administrative and other activities
that ate not integral to clinioal management” Steck or membership interest ownership is not
integral to clinlcal management, Jn re: Request for Declaratory Ruling by New Hanover
Perfusionists, Inc., January 24, 2008,

Similarly, the Department has recontly 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 samo 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: Reguest for Declaratory Ruling by The Charlotte-Mecklenburg
Hospital Authority d/b/a Caralinas Healthcare, November 4, 2011 (attached as Bxhibit 1),

‘We would app}cciato written confirmation from you that the anticipated transaction docs
not require CON review, If you require additional information to consider this request, please
contact s, We appreclate your consideration.

Sincerely yours,

K&L GATES LLP

' %7 & Quotle:

Gary 8, Qualls
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Notth CatoﬁnaDcpathnuntnf Health and Human Setvices
. Divislon of Health Bétvice Regulaton -
Office of the Director

2701 Mall Servlce Center « Ralelgh, Nosth Casolinn 27699-2701
bt/ Fererer.nedbhic gov/dhat

Bevedly Eaves Perdue, Governor Drexdal Prute, Dltector

Lanlee M. Crnsler, Secreary Phone: 919-855-3750
Foa 919-733-2757

November 4, 2011 CERTIFIEE MAH, & FACSIMILE

William W, Stewett, Bsq,
KA1 Gates LLP

430 Davis Drive, Suite 400
Morsville, NC 27560

RE; Declaratory Rullng for The Chatlotte-Mecldenburg Hospital Authority
" dfb/a Carolinas Healthcare System

Dear My, Stewart:

"I am enclosing a Declaratory Ruling thet you requested. If questions erise, do not hesitate 1o let
me know,

Sincerely,

' Dioxdal Prat '
DP:JB:peb

Enclosnre

ce:  JeffHorton, Chief Operating Officer, DHSR
Ctag Smith, Chief, Cestificate of Need Section
Steven Lewis, Chief, Construetion Section

!
Auzzie Conley, Chief, Acute and Home Cate Licensure and Ceitification Section
DHSR. Medical Facilities Planuing Section

Marc Lodge, Speclsl Deputy Attorney General, DOT

n‘:‘-{#%s Locatlon: 809 Ruggics Drive » Dorothea Dix Hosplial Campus « Ralelgh, N.C. 27603 ‘E]’?
AnBqual Opportunity / Afficmallve Actlon Employer
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NORTH CAROLINA DEPARTMENTY 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 Ditector of the Division of Health Service Regulation, Nosth Carolina
Department of Health and Human Services (“Dcpm‘tme:nt" or “Agency”), do hereby issve this
Declaratory Ruling pursuent to North Carolina General Statute § 150B-4 ond 10A NCAC 14A
0103 under the authority granted me by the Secretary of the Departruent of Health and Humean .
Sorvices,

The Chatlotte-Mecldenburg Hospital Authouity d/bfa Carolinas Healthcare System
(“CMHA") has requosted a declaratory muling to confitm that its acqulsition of the membesship
interests of University Radistion Oncology Center, LLC (“UROC") end its continucd opesation
of that facility may proceed without first obtaining a Certificate of Need (*CON'"), This uling
will be binding upon the Department dnd the tatities requestingit, as Jong as the materlal facts

stated herein are mecnzate, This ruling perteing only to the matters referenced herein. Except s

provided by N.C.G.S, § 150B-4, the Dcpartment cxpressly Tesorves the rght to malko a ’
prospective chunge in the interpretation of the statutes and regulations atissue in this Declaratory
Rullng, ‘William W, Stewart of K&, Gates LI has requested this ruling on CMIA’s behelf
and has provided the matertal facts upon which this ruling is b;xsed.
STATEMENT OF THE FACTS .
UROC, which ie located at 8310 Univexsity Bxecutive Par, Suite 500, Chaslotte, NC

28262, is & lmited Hebility company which provides radiation therapy treatment. UROC was
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acquired by Rediation Oncology Centers of the Carolinas, Inc. ("ROCC") pussuant to an
exemption in Angust 1997, * Cutréntly, UROC operates a Varian 2100C linear nccelerator and'a
GE Highspeed Advantage CT simwlator, which the CON Section previously approved, .
On August 18, 2011, the Department issued a Declaratory Rullag determining that ROCC
could transfer, without a CON, its intetest in UROC and Matthews Rediation Onoelogy Center
(*MROC”) to two whally owned subsidiaries of ROCC, Once that transactlon in consummated,
ROCC will be the sols member of UROC, ROCC will then transfer its entivo membership
_intereat in UROC to CMEA and CMEIA will become UROC's sole member, Thus, TROC will
a:«_'zmain intact as the same LLC, but with a differcnt membership compotition,
ANALYSIS
The CON law prO\;ides that ho petaon sha.lf offer or dsvclc;'p a “new institutionsl health
gervice” without first obtaining a CON, N.C, Gen. Stat, § 131E-178, The lst of new
institutional health services includes “the acquiaitfon by purchase, donation, lease, transfer or
comparable arrangémeut" of & Unear accclcfator or simulator “by or on behalf of any person,”
N.C. Gen. Stat. § 131B-176(16)(£1)5a, 9., and "t}'m, obligation by any peron of & capital
expenditute exceeding two million doilars ($2,000,000) .to develop or c?ép and a health service or
o health service facility, or which relates to the provision of a health service,” N,C. Gen. Stat. §
131B-176(16)(t).
Pudor declaratory rnlings show that the Department has alteady determined (hat these
definitions do not require an entity to obtain a CON fo acquire membership interests in an
ex.is.ﬁng legal entity like UROC which owns and operates a linear accelesator or simulator, The

declaratory ruling rcqucstcél by CMHA is cemsistent with the Department’s priar rolinge that

——
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have interpreted the applicability of the CON Law to the purchase of owneiship interests in
henlth care organizations, for the following reatons!

CMHA's acquisition of the membership interests in UROC does .not constitute the
acquisition of a linear accelerator or a simulator becausoe the ownership of thc‘ equipment will not
change, and the same eguipment will be used to providoe the seme radiation oncology services, in
the same locatlon, TROC will continue to own the two pieces of equipment and UROC's legal +
status a5 & cotporate entity will not change, .

The.purchase of ROCC's membershlp interests in UROC does not involve the offering
or u;cpangion of any new facility, service or eguipment, and the state's inventory of linear
nceelerators and simulators will not change, No new or additionsl equipment will be acquired or
placed in operation in the State.

CONCLUSION )

For the forsgoing rensons, assuming the statemnents of fact in the request to be tros, I
corjchide that CMHEA does not require a certificate of need in order to proceed with the'purcliase
of RO(.JC’s membership interests inTJRQC: .

This the {Et day of November, 2011,

%x exdal gratt, Dircc;:

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






CERTIFICATE OF SERVICE

1 certify that a copy of the foregoing Declaratory Ruling has been served vpon the
nonagency party by facsimile and certified mail, retum recelpt tequested, 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 MATL,
“William W, Stewart

K& Gates LLP

430 Davis Diive, Snite 400
Morrsville, NC 27560

This the 4 day of Novernber, 2011,

@Jw{ﬁ’ Z VN
Ji
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"EXHIBIT

North Carolina Depastment of Health aid Human Services
Division of Health Service Regulation

Pat MeCrory Aldona Z, Wos, MLD,
Governor Armnbassador (Ret.)
Secretary DHHS
Droxda] Pratt
Division Director
April 7,2014
Gary 5. Qualls
K&L Gates, LLP
P.O. Box 14210
Research Trinngle Park NC 27709-4210
No Review
Faeility: Rex Hospital -
Project Description:  Obtain a separate license for Rex Rehabilitation and Nursing Center of
Ralelgh
County: Wake
FID #: 953429
Dear Mr, Qualls:

The Certificate of Need Séction (CON Section) reccived your letter of March 24, 2014 regdrding
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 nol currently Tequire a certificate of need. However, please note that 1f the CON law is
subsequently smended such that the above referenced proposal would require a certificate of
need, this determination, does not authorize you to proceed to develop the rbove referenced
proposal when the new law becomes effective.

Morgover, you need to contect the Acute and Home Caxg Licensure and Cextification and
Nursing Home Licensure and Certification Scctiens of the Division of Health Service Rogulation
1o determine if they have dny 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 faets provided in your correspondernice
referenced above, 2 new determination as to whether a certificate of need 1s required would need
t6 be made by the Certificate of Need Section, Chéngss in a project include, but ate not Hmited
fo: (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) eny increpso in the number of square feet to be constructed.

B

Clertifieate of Need Seetion
. wwsrnedhlis,gov
. Teleghone: 919-855:3873 » Fax: 919-733-8139 &
Lacation: Edgerton Buflding « 805 Ruggles Drive » Ralelgh, NC 27603 .

Mailing Address; 2704 Mall Scevlee Conter sRadeTph, NC 27699-2704
Av Equal Opportunlty/ Affirnntive Actlon Bmployer
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Mz, Qualls
April 7, 2014
Page 2

Please contact the CON Section If you have any questions, Also, in afl fisture comespondence
you should reference the Facility LI). # (FID) if the facility is licensed.

Sincercly,
AMad dA,

MichnelJ. MeKilth, Praject Analyst

“ﬂ?gjm,q Frsopnt
Marthz J. Frisone, Interim Chief
Certifioate of Need Section

ce:  Medical Facilitles Planning Branch, DHSR
Acute and Home Cate Licensure and Certification Sectlon, DHSR
Nursing Home Licensure and Certification Seotion, DHSR






K&L|GATES Kl Eets e

Post ffise Box 12930
Hetearch Tehangle Pack, HE Z7T08-4210

4230 Davls Drive, Sulte 400

31 Horslealin, KO 27300
%:g%ﬁ? 1914867100 weuMlgates.aom
oo
S 8, Quall
'é%’ g%.-(sc?uazs
F 9195163072
gary.quilis@kgates.com
March 24, 2014
VIA HAND DELIVERY
Martha Prisone,
Chief, Certificate of Need Section

Division of Health Service Regulation
North Carolina Department of Health &
Hufnan Services

809 Ruggles Drive

Raleigh, North Carolina 27603

RE: Rex Hospital, Inc. (License No. FI0065})

No Review Request To Independently License Rex Rehabilitation &
Nuzsing 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 Homa with 120 nursing beds under the Rex Hospital license. Rex
has declded 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 Fuman Services, Division of Health Service Regulation,
Certificate of Need Section (the “Agency”) that this proposal is mot 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-anthorized
Nursing Center assets that have been used to furnish skilled nursing care to the
Nursing Ceriter'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

RT300274






 K&L|GATES

Martha Frisone,

Chief, Certificate of Need Secton
March 24, 2014

Page 2

distinet 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 netessary for Hugh Chatham Memorial Hospital, Inc. to independently license
a nusing home that historically operated under its hospital license. See Bxhibit 1.

We believe that the CON Iaw ailows the independent licensing of the Nuraing
Center without the requirement of a CON because such an even does not constitute
the development or acquisition of a new facility or services, within the meaning of
N.C. Gen. Stat. § 131B-176(16)., The beds already exist in the State Medical Pacilifies
Flan 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 corfirming 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 contactus if you have any questions,

Sincerely,

Gary 5. Qualls






K&L|GATES

Martha Frisone,
Chief, Certificate of Need Section
Mazch 24, 2014
Paged
Exhibits

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






Pat MeCrory Aldona Z, Wos, M.D,

Govemor Ambagsador (Ret)

Seceatory DHHES
Drexdol Pratt

Division Director

Muarch 11, 2014

8, Todd Hemphitl '

3105 Glenwood Awvenue, Suits 300

Rateiph, North Carolina 27612

No Review

Facility: Hugh Chathem Mesmorial Nursing Center

Project Description:  Transfer by Hugh Chatham WMetmorial Hospital, Inc, (HCMH) of 100% of
its ownership interests it Hugh Chatham Memorial Nursing Center'io
Hugh Chatham Nursing Center, LLC, a wholly-owned gubsidiary of
FCMH and cense it separately from the hospital

County: Surry .

FIDi#k 955375

Dear Mz, Hemphill:

The Certificute of Need Section {(CON Sectlon) received your letter of February 18, 2014, -
regarding thé above referenced proposal. Based onthe CON law in effect oxt the date of this
responso ta 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 laty is subsequently smended such that the sbove referenced proposal would requirea
certificate of need, this determination. does not muthorize you to proceed fo develop the ahove
referenced proposal ‘when the new law becomes effective.

Maoreover, you need fo contactihe Acute and Home Care Licensute and Certification Section
and fhe Nursing Home Licensore and Certification Section of the Divislon. of Health Service
Regulation to determine if thiey have amy requirements for development of the proposed project.

Tt should be noted that this determinatiotxis binding only for the fuets represented by you,
Consequently, if changes are made in the project or in the facts provided in your correspondence
referenced abave, a new determination as to whethier a certifieate of need is required would need
to be made by the Certificate of Necd Section, Changesina 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) modifivations in the design of the project; (4) change in location; and
(5) any increase in the munber of square feetto be constructed.

Ceriificate of Need Seetion

d ; v ncdhi, gov
: Telephone; $19-855-3673 » Foxt 9_19,-733-_“39 ‘:5

Ldcation: Edgerton Building « 809 Ruggles Drive » Relelgh, NC 27603
Mulling Address; 2704 Mail Sexvies Center ‘Relelgh, NC 276932704
An Bqual Opportonity! Affimmative Action Emplayer
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8, Todd Hemphill
March 11,2014
Page2

Plese contact the CON Section if you have any queshons Also, in all fature comrespondence
you should reference the Racility LD, # (FID) if the facility is licensed.,

Sincerely;

m

Kim Randolph, Projelét Analtyst

T ortfo. CZH t Gtotrna

Martha J. Fdson erim Chief
Cetificate of Need Section

ca:  Acute and Home Care Licensure and Cerfification Section, DHSR.
Nursing Home Licensurs and Certification Section, DHSR
Medical Facilities Planning Branch, DHSR






Bope HEMPHILL, L,L.P,
ATTORNEVS ATLAW

. - 3105 GLENWODD AVENUE, SUITE 300
TOHN 7. BODE v
£ TOND SANOHILY, : TALMIGH, NOBTH CAROLINA 27612 MAILING ADDERSS .
MATTHEWA. FGHER 4 ;
1'RLEPHONE (19) 881.0338 ' POST OFFICRBON 6338
DAVID 1 JROVLES FACSTHILE (319) 881-9548 RALBIGH, NORTH CAROLINA
27626-6335
WWW.BC-LAW.COM
Writes's E-nail B @RCS-LARCOM: .
) "fé@“gﬁfﬁz :
et
February 18,2014 o * %? "
V1A TAND DELYVERY oo
Martha J. Fisone, Interim Chief
Kim Randolph, Project Analyst
Certificate of Need Section

N.C. Department of Hoalth and Human Services
Division of Health Setvice Regulation

809 Ruggles Drive

Ralejgh, North Carolina 27603

Re: Hugly Chatham Meémorial Hospital, Ins, (License No, H0049)

Mo Teview request to fansfer control of Hugh Chatham Nursing Center to wholly
owmned-subsidiary

Deur Ms, Frisone and Mg, Randolph;

We aye writing you on behalf of our client, Hugh Chatham Memorial Hospital, Inc.
(“HCMHE"), a North Carolina non-profit corporation, HCMH owns and operates Hugh
Chatham Nuzsing Center (the “Nursing Centtr”), & combination facility -with 99 nursing beds
and 28 zssisted living beds (20 Alzheimer’s or special care unit beds and 8 general beds), under
the hospital’s license. HICMH has determined that it is in it best interest to transfer ownership
of the Nursing Center to & wholly-ovwned subsidjary which it bas created, Hugh Chatham
Nursing Center, LLC, a North Carolina limited lisbility company ("HCNC™). HCMIH i3 the
sole member of HCNC. See HCNC Axtloles of Organization, Exhibit ] hereto.

We also understand that as part of this fransfer, the Nursing Center will need to be
operated as o separately-ticensed marsing facility. 1have already spoken about this subject with
Becky Wertz, Nurse Consultant with the Nursing Home Licensure and Certification Section,
and our client iz in the process of preparing the Nursing Home Licensure Application and other
related docomentation which she has provided, However, before that documentation can be
filed, we first need to confirm with your office that this proposal is not subject to certificate of
need review.






Ms. Frlspre and Ms. Randolph
Februgry 18,2014
Page 2

The CON law provides that iransfer of ownership or control of a CON would constitule
gronnds for withdrawal of the CON if it ocours during the course of development of & project
before the project is complete. N.C.GS. § 1318-189, There is no CON project under
development at the Nursing Center. Furthersmore, Agency mles provide that neither swnership
nof contro! of g certificate of need is transferred when the holder of the certificats i5 a
corporation tnd the identity of the holder changes because of a corporate reorganization, such as
transferring ownetship to a wholly-owned subsidiary. 10A. N.C.A.C, 14C.0502(b)(1) and (c).

Tn thig instance, the entity that owns the Nursing Center will not change, and the same
building, steff and equipment will ba used to provide the same services at the same location,
HCMH will continue to o the Nursing Center assets that were awthorized vnder the CON and
have been vsed to furnish skilled nursing care to the ‘Nursing Center’s residents, The proposed
sransaction does not involve the offering or expansion. of any new facility, service or equipment,
and the State's inventory of mursing home beds will not change, No new or additional nursing
horme beds will be acquired or placed in operation in the State. The Nursing Center alrcady has
its own separate NPI number and Medicare nusnber,

This proposal is similar to other proposals involving transfer of assets fo wholly owned
subsidiaries that the CON Section has found jn the past did not require CON zeview, For
exemple, the CON Section determined that & perfusion company could hold heart-lung bypass
equipment In two separate wholly owned subsidiasies without undergoing CON review, See
enclosed Bxhibit 2 (without exhibits to original request letter).

For these roasons, we believe that the CON law allows the transfer of the Nutsing Center
to 8 wholly-owned subsidiary of HCMH, without the requirement of a CON, because such &
transfer does not constitute the development or agquisition of a new facility or services by the
subsidisry, within the meaning of G.5. 131R-176(16) or 10A N.C.A.C. 14C.0502, The
subsidiary has no confrol over those services independent of its parent entity. The ultimate
ownetship and control of the sexvice does not chenge. The beds plready exist in the inventoty in
the State Medical Facilities Plan end there is no new facility constructed. Thus, there hag been
no action which constitutes the offering or development of a new institutional heslth service
within the meaning of G.8. 131E178(g), and no CON is required.

We request that you provide 2 letter of no review confirming that our interpretation of the
CON law and spplicable rules is correct and that this proposal is not subject to certificate of need
review, ° .






Ms, Frisone and Ms, Randolph
February 18,2014
Pogn 3

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

Very truly 3;011:5,

Bope Hewmeaml, LLP.

STH:ish

Enclosure

cowlene.:  Becky Wertz, Nurse Consultant (viahand delivery)
Paul Hammes/Don Trippel (via esmail only)

L)
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North Carollea Deprrbnent of Health zod Human Services
. Divislon of Henlth Seryieo Regulation
Cortificrte of Noed Sectlon
2704 Meil Styvica Cantes w Relelgh, North Caroline 27693-2704

Beverly Eaves Pordus, Governat wymaiedibs. gov/dhst Cralg R, Smith, Section Ghled
Lanfer M. Caosler, Staeelary, ' Phones 919-E553875

Tex: 919-733-319Y
December 9,2011

Willtas K, Shetiton .

Poyrer Sprafll

P.0, Box 1801 . *

Toleiph, HC 27602-1801
BE:  HoRovlew:

o Tentofee by CEA Medirn) Services, LLC (GSA) of 100% afils ownersliip intogasta infive (5) existinglientt

11:;:5 yposs machines In vse 2 Wekeed to CSAMS Naw Bem Avenue, TLE, nawholly-owned sulstdlery
. afC3IA .

o ‘Teooafee by CSA Medlcal Sarvices, LLC (CSA) of 10055 af s ownerthip Interests in three (3) exiting
heget Tong; bypass machines b use at Rex Hospltal o COAMS Like Boone Trall, LLG, & wholly-cwned
wubsldlary of CSA .

Wik Covnly

Dear M, Shenion:

Ths Ceriificats of Neod (CON) Sestion vecelved your Ioticr of Hoyember 21, 2011 xepardlog fhis nhove reformced
proposals, Baced on the CON lawy i ellect 61 thn date of ibls vespouse lo your requesf, tho proposdls degesibed ln
your eamrepondenco so nat governed by, nad thezedure, do not currcally zoquire = centificate afniced. Howovar, pleuss
ots tht 1F1he CON Taw 19 subdeeuently smended such that ths above rofereteed propostly wonld vequlre & cetifiats of
need, ils dew;lmlnnﬂnn Jooz ot eutharizs you to proczed to develop e shays fafercnced proposals when the pow lawy
heeames sffcctive, .

- * . 1 .

Tt shmild hexoted that this determination = blndlng oxly for the fuels ropreseated by You. Consequently, i changes ary
snage in tho projosels of-da the fusle provlded 1n yonr corvespandence zofercncad alipys, 2 now determination o5 1o
ifiziher & cerfificats of negd 5 required would need 40 bs made by ths Cerfiflcato of Megd Secttoy, Chimges [n a
wroposel dnclude, bt 6te not Mmited for (1) docreascy tx he capital costy (2) eequision of medizol eqnipment vot
ipsluded I tho origingd cost estimnte; (3) madlfications in the deslgn of the project; (4) ohangs la Jocation; and (5) any
Increacasn the nuniber of squers feztto b conitucted, . '

Pleess eantrct fhe CON Scetion 1€ you Linve ary questions, Also, It Al fitues samvespondeaics you should mferencs the
Facillty LD D) Irihe fagllity {5 Heensed.

Shwm]ya : T
Mertht J, Frlcono Crafg T, §fifth, Chinf
Atstslant Chiof CatificalifofNeed Seetion ' ,
et MedicalFaclitles Plauning Seetlon, DHSR '
éf@}s Losafian; 809 Roggles Drive s Dorofhea Dbs Haspite] Campus ke Ralelgh, M.C. 27603
“AnTiquil Oppostucilyd Alirmuive Astlon Bunployer . .

@






Novernbor 21, 2044 Wison Hayman

Parinor .
\?:}1 Giu.?ns.mor -
Ay et
Furiner
0: 010,783.2047
Egivgagipo:ys

aheoton! anns el eon
VIAUS, %AIL AND E-MAILS

Cralg,sml 5,1e.ao¥

Mr. Cralg R, Stith, Chisf -

Mn. Marlha Filsone; Aeslotant Chlel

Divislon of Health Sarvice Regulation
Cadifioala of Nsatt Sacllan

2704 Malt Service Canler -

Ralelgh, North Garolina 27688-2704

RE: CBA Medloal Safvisas, LLG; No Reviaw Request ragarding Transfer of Heart-Lunp Sypass Ifaohinea
to Whally Owned Subsidinties

toar Mr. Sl and Ms, Frleoné:

THis laller fs submllted on behelf of GSA Medlas! Services, LLO {*CSA7), and two subsldlary lmiled
fabfilty compnnles to be farmed and whally owned by GSA and to ba named *GSAMS New Ham Averue,
110" {CSA New Hom), and "CSAMS Lake Boons Trall, LLC* iCSA Lake Boono}, upon retzlpl of your
approvel of e request, CSA currantly owne and oparatos elght (8) hieart-ung bypass (HLB'} thathings,
Fiva (6) of the HLB machines sra operaledat Wakallad and fhren {3):0f tiie HLE machines aro opareled
al Rex Hpsplial, Ing, ["Rex’). The purposs of [ls letier Is to pravide nelice to the Nodh Carolina
Department of Heallh and Human Sbnlcas, Divislon of Helih Servico Regulalion, Cortifioate of Need
socllon (lha *Agoncy*), and conllmm thet ha kansfar of GSA's Intarests In thesa aight {6) HLB machines
and the oparation of tha samo (o two wholly cwned suhsldiades of CBA s not Taviawable ar a new
tnetitulona) healils sarvize wndstthe Norlh Garolina Gerlficate of Nead ( CON') faw.

The Agency haa jeconlly npproved o slmilar Iransfer tn nn August 48, 2011 Daglaratory Rullng ropsrding
Rediation Ongology Cenlars of e Carolinas, [no, ('ROCCY. That Daclaratory Ruwilng concernad 1ha
transfor of Inigfpsts In fwo radiation eneology facliion from ROCP to two whelly ovmed subsldiailes of
ROCG, Altachod horolo aa Exhiblls 1 and 2 ara lhe ROCG Doclatatory Rullng Rogueatand the ROCC
Dastartory Rullng.  The ruling roquasted by GSA hare Is direolly sialogaus te the ROGC ruling, iho only
difference helng that ROCT [nvolvad the per se wylowabla ltemz of linear ecceleraters and simulators
and CSA's requost lnvolvos the per o reviowsbls lams of heartlung bypass mechinos.

L BACKGROUND AND BACYS
GSA ditectly owns lght (B) Terume Gorporalion Serles 8000 HLB machines, Flva (B) of these HLB
smachinas are looated and used by CSA lo pravide perfuclon services al WokelMed, located at 3000 New

Bemn Avenus, Ralolgh, NG 27820. Three (3) of these HLB mavhines are locatsd end vbed by OBA o
provide perfitslon services st Rex; located al 4420 t.ake Boono Trall; Ralolgh, NG 27607, CBA also owns

WWW FOYHERSPAILLCOM MLEol 7 CIAMUE [/ ROCKVIEORT [/ SONTHERNPINES

erﬁmsllﬁ,saﬂl 1903, RIMEANETIE0L 2O ItOl Kiltsh REATGO2-I00E It [ALA EIEY

15






P \ er S i)
M. Crslg R, Sralh, Ghiof oyner Spruil]

Mz, Martha Fidsone, Aselstanl Chlef
Novernber 24, 2011
Page 2

sovan (7) call eaver machines jovaled at Wakeled In Ralalghi, and wo (2) located al WakeMed-Cary,
Theee coll saver mashines are Baylor Rapid Autologeits Transfuslon (BRAT) machines matwlactuted by
Sorin Corporalion and are not subject o GON revlew. TSA doos noi ewn {ha BRAT machines al Rex,
whith are ownod by (ha hospifal. C8Aalso provides thi hospilals with {he'derviesa of sovan {7}Hlsensed
poifusiontsty, who ere omploysd by GEA's, alilialo Caloling MSO, LL.G. (M5S0} but work far OSA
plasant o il Managament Sorvices Agreement wilh HSO.

The fiva (5) HLB machinas atWakeMod are labaled A, B, 0, D, and &, and tha three {3¥Eat Reoxare
\aheled 4, 2, und 3. Each HLB machine capielsts of e followlng: (a) & four {4) orfive Ip,ump “Terumo
Baso; {b) threo (3) or folur (4) Terumo 8000 rallar pump modlos {8000 yollar plmp modulas); {6} onia (1)
Medtranjo Bio-Madiovs sriedat ptmp seriss 560 (Blo pump); (d) ot (1) Madironla TX 0 Flowmalsr
{Flowmsler); and {a) one {1} Sachlat alt/oxygen mixar {Sachtleth, Similatly, the Saven {7) BRAT
mechines ot Wakched In Ralelgh ara labeled A, B, G, D, E; F tnd G, and tha two atWakeMed-Gary s
taholed 1 and 2, Each HLE machjne {and lla wmgpnanls) and BRAT machlna ts Identiled by Its serfal
numbors (SN}, modaf numbers and the hospltel whara ILis locatad, a8 doscribed iy Exhibla to this (afler

“The aurgeons of Caroling Cardiovassular Supicel Aasoglates, BA, (Practies), nlasled parforming opeh
haart surgery snd providing thelr own porfusion tervlcos at Waketed in 1679 and =t Rex In 1809,
{hrough eliher the Frastioe {tsslf of a parfusion compdny oymed by the same physlclans. Each of s
oight {8) HLB machines surently owned by GSA le eplaconient nquipment fora mechine owned by C8A
(or u predecesscr ohtlly) prior 1o tha yedr 1983, when acqulsiion of an HLB maching hecams stbject to

- GO revisw ragardiaan of ils oost W, Cimrles Hallon, MD, toundet the Practies in 1870 and Cardinal
Blo-Midleal Associatos, Ing (Cardinel lo-Medloal), In 1880, Cardinal Blo-Medloa! Was the perfusien
compaty pradocasgor to GSA hot lika CSA was ewned by the shareholders of the Practice, The wo
hospllal have Hiever owned tho HUB machines usad at tholr faciiliss, Bafors 1989, Cardinal Blomedlcel
hud nequired ahd operated Wien (8) HLB machines at WakeMed and fwo' (2) al Rex, Anolher
pardlolforacla surgery praclics In, Ralelgly Alkinsor & Zeok, MY, FLA., had two 2} addillonal HLB
machings 2l WekaMad and ehe (1) addillensl HLE machine dtBex, Atknson & Zetlt, MLD., P.A. marged
with tha Praclis In 1683, and {ls o f) surgaan sharelolders, Alvan W, Atidnsen, 1.0, and Jobn V.
Zook, M.D,, Jofnad tho Practiea, At the samd Umo thelr threa (3} HLB machlnes were acqulrod by
Gerdinal Blo-Modioal, and Lhey bacoms sharsholders of lhef perfuslon company, Cardinal Blo-Madieal or
Tz cugpescer-company has continyod 1o own ant operate lhead elght (8) HLB machines (of telr
wplactiniante) ok tholr samo respuclive focations at WakeMed and Rex since thal Uine, fh 1607, the
ehatatiolders of Cardinal Blo-Medical ‘recrganized {ha company by forming CBA gnd transfetidng the
oparations and all eight (8) machlnes fe C8A, whichwas wned hy the sume surgecne.

By 2001, C8A nzodad lo replaca oll alpht (8} of lts HLB machines, Thoro was & fourth BLB mechina al
Rext swhad by surgeons Apdul @, Chaudhy, $.D, and Jamey H, Davis, M.D. This una (1} HLB moechino
had beon Toaned to them by the manfacturer In the late 1950' {o replach ano ndy had provided jor use
atRex wiioh had brooma cbsolale. M that time, GSA bought ihfa Fourih loansd HLBneckine, hioh had

[(gady been used at Rex, from the manufacturey to veplaca ong of CEA's elder machines at Rex
S‘rqﬁrhner. Dre, Chaudhry and Davis na longar pravided porfueion eeivlces of a HLB mechine for uso at
Rei, O5A's purchase of this machine hue residtad In a nat decteass In useskio-HLB machlnes ol Rex
{rom four (4) o threa (3),

“The stme yoak GSA obtalned replneamant equisment forlts cther seven (7) HLB machines et Wakelad

and Rel, ata tolal capital nost of $322,088. 5A% ohaolale machipas wore shbsequently remaved-out of
Norih Cerofna. By lotfor dated Juno 265, 2004, the Agenoy approvad CSA™ sequisilion of tha sevsn Y]
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Mg, Marlha Frisorie, Asslalent Chlef
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Page3

now HER mrachines at WakeMad md RoX as raplacetant egufpment, Tha Agemoy's *io review” [otter
that dato & allached antl labelad po Exhibit 4, P Whme o -nya o favle of

GSA would lke ta tranafar lts Inlereat {n Me alght (8} HLB machines Inlo two wholly owmed subsldlery
fimlled lobillly compenies, The firsl wholly awhed subsldlary Wit b named *GSAMS Nevi Bom Avejius,
LLG" arid-wil own The fiva (6) HLB machinga currantly oEamtad it WakeMed, Tho socond wholly owned
cubsidlary wil be named “GSAMS Leke Boond Trall, LG and v own the throo (8) HLB machiney
ourrenlly aperatod 2t Rex, The translar of CSA's Interests I (he elght (8) HLB machinas tnto two {2}
wholly ownad subsldlarles I5 1ol 2 GON raviewabla svent because it wilt have {hio follovdag rosufts:

()  Nplncteada In Ihe HLB maching Invenlory In Wake Gounty;
{2)  Nophyslealalocation of any HLO maslines In Waka County;
(3} Mo oreatioh ofany new heslth sarvea facllites; and”

{4  Ho nasat purchaces of any per se teviswabla aquipment, conatstent with the RUGC
Dot{aratory Roting.

This lollar raquests fou_r confirmalon that such a proposed ransfer of Intotosts would not {edpger any of
tho new Insliutional haslth service provislons Tn tho GON slatute, end tha tranagolien mey proseed
without first acqulring 8 CON, :

L ANALVSIS

The CON lamw provides that fia "acquisilion by purhage, donellon, Isate, {ransfaf or compurakle
arrangsment’ of an HLB mactino consillotes 4 Yisw listititional health gervice™ that s, sublect {a GON
reviow, N.C. Gen. Stat. § 13{E-A70{18)1; § 181E-178{2), Rowsver; wa hollove the craation of thago two
wholly owned subsidlarfes 15 not a raviewabla evant because G234, he oviner of thie CON dghls fof the
elpht {3) HLB machines, iz not undergolng any direct change In {tn owncighip statis, Ralhar, Uls ls
meraly a type of Motganization Tn the nattro 6fthesa which the CON rulee racognize as nani-revipwable.

ntfl 14538, the acquisliion of an HLB thachine was not reguintod imdor tho CON Tow unloss Jkinvolved the
oiiigation of & eapltal exponditure excsading two millon dollars (32,000,000}, which far exceads the cost
ofthls equipment. Jee N.C, Sess, Leaws 1893, ¢, 7, § 2 {adding the requlsiifon of HLB machinos und any
“mejar medisal oquipment® casting more than $760,000 8 “new Tosllutions) hawlih servicoa® roquldng &
GON). Hewavat, effatlive March 18, 1983, the Gonotel Adeembly amondad the GON taw lo make o
eequisilion of HLB meuchinpg conslitutea "new ingttadonal neatth seiyice” rotjulding 4 GOM regardiess of
(s cosl. N.C, Gem, Stat, § 131E-178(10a), (16){1.5., aa amended by N.C, Sess, Lows 1803, ¢. 7,52,

Under tha CON law, tmnsler of gy ership or contro] of & CON prlar (o complallon of & project or oparalion
of tho faclily canstiiutes graunda jor wihdrawal of @ CON. N,0. Gon, Stat. § 431E-188. However, the
Agoncy's rulss pravids that In Wk sliuation, nelther ownorshlp-nor coniral of 8 GON [4 franelewed when
Ihz holder of the cerificats 1s fvsbrporation and the Idontlly of the halder ahanges bacause of cofporate
teorganizatio, Including &a_a,fénlng ownerllp fo wholly owned subsidides. 10A NCAC
44G,0602(b){1) and {a).

17
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EXHIBIT |

‘ _<C

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 HOSPITAL AUTHORITY )  DECLARATORY RULING
)
)

D/B/A CAROLINAS HEALTHCARE
SYSTEM AND MERCY HOSPITAL, INC,

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

The Charlotte-Mecklenburg Hospitel Authority d/b/a Carolinas. HealthCare System
(“CMHA") and Mercy Hospital, Inc, (“Mercy”) (collectively “CHS™) has requested a declaratory
ruling as to the applicability of Chapter 131E, Article 9 of the North Carolina General Statutes,
and of the Department’s rules, to the facts described below. Specifically, CMHA and Merey

request a Declaratory Ruling allowing the hospital facilities situated on the *Mercy Vail Avenue

Campus,” at 2001 Vail Avenue, Charlotte, NC 28207 (License-# [M0042), as well as some
specific off-campus outpatient services, to be relicensed as part of Carolinas Medical Center’s
license (License # HO071) without first obtaining & Certificate of Need (“CON™), and allowing
the pood cause fransfer of any outstanding CONs issucd to Mercy-related CON ‘projects. This
ruling will be binding upon the Department and the entity requesting it, as Jong 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

prospeclive change in the interpretation of the statutes and regulations at issue in this Declaratory






Ruling. Gary 8. Qualls of K&L Gates LLP has requested this ruling on behalf of CHS and has
provided the material facts upon which this ruling is based.
STATEMENT OF THE FACTS

Mercy owns and operates two separate hospital campuses which are operated under the
single “Mercy/Pineville License” (License # H0042)., One Mercy Hospital campué, the “Mercy
Vail Avenue Campus,” is located at 2001 Vail Avenue, Charlotte, NC 28207, Another Hospital
campus, the “Pineville Campus,” is located at 10628 Park Road, Pineville, NC 28210, CMHA
owns and operates, among other hospitals, Carolinas Medical Center (“CMC") at 1000 Blythe
Blvd., Charlotte, NC 28232 (License # H0071), CMHA is also the parent company for Mercy.

CMHA and its conirolled affiliate Mercy have determined that operational and clinicat
efficiencies will be gained by shifting the Mercy Vail Avenue Campus, and some off-campus
outpatient services, from the Mercy/Pineville License (License # H0042) to the CMC license
(License # H0071). The off-campus outpatient services that will move from the Mercy/Pineville
license are: (1) Carolinas Sleep Services-Mercy, (2) Carolinas Wound Care Center, (3) SEPC at
Museum Medical Plaza,

CHS also requests a transfer of good causc of any outstanding CONs issued to Mercy.
The change in outstanding Mercy/Pineville-related projec'ts includes; (1) F-8771-12 CMC-
Mercy MRI Replacement (will be licensed as part of CMC after the licensure change), (2) F-
8763-11 CMC-Mercy 38 Acule Care Beds (will be licensed as part of CMC after the licensure
change), (3) F-8704-11 CMC-Mercy 66 Bed Behavioral Health Hospital (will be licensed as part
of CMC after the licensure change), (4) F-8640-11 and F-8764-11 Relocate LTACH beds to
Pineville (will still be licensed under the Mercy/Pineville License on the Pineville campus), (5)

F-8740-11 CMC-Providence Satellite ED (will still be licensed under the Mercy/Pineville






License) and (6) F-7979-07 CMC-Pineville Phase II (will still be liccnsed under the
Mercy/Pineville License on the Pineville campus),
ANALYSIS
The CON statute sets forth the following definitions of new institutional health services:
(16) “New institutional health services” means any of the following;

a The construction, development, or other
establishment of a new health service facility,

c. Any change in bed capacity as defined in G.S.
131-176(5)

N.C. Gen. Stat. § 131E-176(16) (a) and (c).

On July 15, 2002, the Department issued a Declaratory Ruling to WakeMed to split the
WakeMed Raleigh and WakeMed Cary campuses into two separately licensed hospitals, where
those facilities had previously operated under a single license. Since the WakeMed transaction,
which created a new license did not require a CON, it can be assumed that the Mercy relicensing
transaction requested herein which does not create a new license should not require a CON, The
placing of Mercy Vail Avenue Campus under the CMC license does not involve any new
institutional health service definitions requiring a CON, The relicensing transaction does not
constitute the construction, development, or establishment of a new health service facility, The
proposed transaction does not constitute a change in bed capacity as defined by N.C. Gen, Stat, §
131B-176(16)(c) and 176(5) in that no beds are being relocated from one licensed facility or
campus to another, no health service facility bed capacity is being redistributed among the
categories of health service facility beds and there are no increases in the number of health

service facility beds, which would require CON review.






CONCLUSION
For the foregoing reasons, assuming the statements of fact in the request to be true, I
conclude that Carolinas HealthCare Systern and Mercy Hospital, Inc, be allowed to relicense
hospital facilities situated on the Mercy Vail Avenue Campus and some specific off-campus
outpatient services from the Mercy Vail Avenue Campus license (License # H0042) to the
Carolinas Medical Center’s license (License # H0071) including a transfer of good cause for any
undeveloped CONs issued to Mercy/Pineville, The proposed licensure change has been

determined fo be in material compliance with representations in the respective applications.

)
P
Thisthe 7" day of November, 2012,

IR, (\)v

Drexdal Pratt, Director o
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 electronic 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 MAIIL,

Gary S, Qualls, Esq,

Ké&L Gates LLP

430 Davis Drive, Suite 400
Morrisville, NC 27560

This the 2™ day of November, 2012,

Cheryl Ouimet, Chief Operating Officer











Michael F. Easlcy‘, Governor L
Carmen Hooker Odorm, Secretary
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L, e \Iorth Carolma Depa;tmant of Flealth and Humian Services
T i Division of Pacility Services
Office of the Director ~. -
3701 Meail Service Center « Raleigh, North Carolina 27699-2701

Rohm] Fuzgmld Dr.recmr
. . Lo Phone: 919-855-3750.
, e Y o0

Tuly 15, 2002

Rnhbxel&‘éﬁerteranaser P N ST
Marketl’lanmng y . .o
Post. Office Box14463 . e e, . ’ -

Raleigh, North Carolina’ 27620-4d63 L S0

‘Rer DeclaratoryRuhncrfor Wa.keMed - e
WakeCounty - . ) - R P

Dear Mr Roberts

Tam, enclosmcr a Declaratory Rulmg that you requested in your letter recei ved on. May
"15 002, If 'q‘ﬁ‘e'sha‘n's' axiEe; do Tiot hesitare 1 ler e kiow. . e - s

. :Sincarer,
. . . ' Robert] Fﬁzgerald
"RJF:JRS:cjp Co. . .
Enclosure . . T s . . ' K
ca Inc‘«deR Sheppard, Chief Opera.ling Officet, DFS .o o T
Steve White, Chief, Licensure and Certification Section : ) . .
Lee Haffman, Chief, Certificate of Need Sactlon .- L ) B

- Willtam Warren,, Chief, Constsuction Section | . ’ . AR
James Wellons, Attorney j General' -Office . ‘ . o . :

Ag‘\hs ' Locnhon 701 Barbouanvc x Dorothca. DLY. Hospﬂal Cuompua uRalexvh, N.C. ?.7603
. An Boal Uppuduml‘y 1 Affirmative Action Employer
i 3

=






avramae

i m e r e

————rra e bbga SRR o

NORTH CAROLINA BEPAREMENTOF HEALTH AND BUMAN SERVICES
DIVISION OF FACILITY SERVICKES -
RALEIGH, NORTH CAROLINA

1

": INRE REQUESTFORDECLAR-&TORY y oL SR
RULINGBY WAKEMED . ) DECLA.RATOB:Y RULING - .

*

I, Rnbert J. Fﬂzgerald, Dlrector nf the lesmn of Famhfy Servu:es ("Au'enc ¥, do

SR T hereby igsue tlns Deela:atory Rnlmfr pursuant ‘& Gu‘é‘:?l{;lLSOB—dl- and 10 \TCAC 3B 0310- and. the :

1

) anthonty delegated to me by the Secrﬂtary of the Depertmeut of Health. arid Human Semces
) Wak'eMed dsked the Ac,ency to issué 2 mlmg as fo the appheabthty of the Cerh.ﬁcate of Need
Statute eentamed in G S §13 1E-176(1 6)(&) 20d G8. §131E—178(a) o the facts desenbed below.
For the reasons gwen. below T conclude that these porhans of thie Stafuts are not appheable w1th

regatd to Wa:ceMed'a intent to separa.tely license its New Bern Aveuueszpus ("Main |

; Campus") and Westem Walke Mediecal Center (“W'WMC“) facxhhes F\u'thennore, I conclude -

thnt lustoneal aeute care uhllzaﬁon da‘m for the fast five yeals for the two hesp1tals be scpa.ratul y

* inclhuded in the State Medzcal Facilities Plan (“S’VIFP“)

-
]

i STAT}E«I.{ENT OF T‘E[EFACTS
0% Wak=Med is hcerised by the Department of I-Iealth and Human Semces Dmsmn of
Faelhty Servmes ]'_.1censure and Certtﬁcahon Seetmn Acute Care and Home Care

. Braneb., ag one famhty w1t11. multlple s1tes ’

) 'WakeMed is hcensed for a total of 629 acuté cart beds. These beds are contained-on two

separate loeauons -the Mam Campus m Ralelgh, with 5 ],a acute care beds and WW'\/IC i

in Cary, Wlth 114 Zcute care beds Both famhhea are 1oeated in Wake County;

-






e i s aEE

'.I‘:;'d_'[e 2 —Acute Care Utilization a¢ WWMC Since Ijecemﬁ er 1991

e 1o

()

L < T Fercent’
Fiscal Year - . Patient Days Utilization |-
1992 (10 months) - “ 6,078 ~20.8% |.
1993, 10,511 36,0%
1994 .. 11,508 + 39.4%.
* 11995, : 13,352 . 457% | -
1996 .. . K it 13,030 44.6% |
1897, . v - 13,640 |- 487%
1998 .- - ° 16492 1 . 56.5%
1999 - .o 18,161 .- - 622% |
2000 - .7 L. - 204321 - 50.6%
BEE ' 24,945 2%
. 2002 (6 months pmrated) "75 010 75.5% :

] :(Sourcu of FYs 1992'-2001 data: Annual L1c‘.ensc Renewal Apphcahons on file'witl thc.

Ageney; Source of FY 2002 data; Wake\lled Plcasc note: tha.t Wzched's ﬁscal year is -

) Bctober 1. September 30.)

-~
-
1

W.akci\’r_[ed Wishes to licensé i Maim Campus and WWNC uider separate hos{l'nitz'll_

licenses for IBi)Ol'ii.I_lg and other internal adrhinistrative purposes. No changes in services,

. steffirig, administration or other aspect of management, costs or chirges would result

from licén.éilia.mese two hospimls separately. However, doing so micht technically bc_

mterpreted a8 thc oﬂ“ermg ofa new mshtuhonal health service, via prov:smns in the _

Ccmﬁcate of Need Statute contamed in G.S, §13 lE 178(&), as follows’

(a) No) per.s'on shall aﬁ"er or deve?o_p a new institutional health sérvice without,
Sirst abra!nmg a certificate of need from the Deparrmenr provided, }:awever,
_ no hospital licensed pursuant to Article 5 of this chapter that would serve d
riinority populatron that-would not otherwisé have been served and that
confinues to serve a minority populatfan may be reqmred to obtain a
. ezrt@f‘ cate«of need: for lran.sferrmg up to.65 beds to nursing care faci!:ty beds.

) G S. §13 1E-176(16) defines & "ncw mstmmonal health serv1c=" in patt, a8 mlloWS'

- .a, " The consh‘ucﬂarf deve!opment or other estabhshmenr of g new hea!fh service

ﬁlczhiy






(12)

;' : :_-_x:- ?3-_:.4‘;(;) - . e

fipod the followmg

0}

(&)

ge)

In thig request, WakeMed maintiins that separate licensure of Wl\ddwould not

) -c_qns'tim_te B "cha.nge: ih bed capacity", as defined by G.8. §131E-176(5). No licensed

beds fould be tel'gc.atéd, not would thig proposal result in r.;r;y change in the number of
h.ealfh service fa;:'.ility beds in the Wékcl\fipgl- system or in'tl;é Wake County Multi--
Hospital Servite Systern. -

L -

ST ' ANALYSIS

+ - . ¢

WakeMcd‘s rcqucst that the Aaency lssuc i Dc\.laratory Ruhmr dcs::qbed. above is based

bl n_

Nclther the Wak..\.vIed Mam Campus nnr WWMC are new health service facilities for

'Certlﬁcatn of Need la.w purposed The Mair ‘Campus cpened i in 196 L; WWMC opcnqd in

. 1991, At the time of ihe opesiing 6f’.-VWMC, it could have beex separatety licensed from °

thé Main Campus.without forther cértificate of feed review.

‘Separate {iceniure of the 'Mz‘iin Camj:u:l: and WWMC wiould not affect government”
mmbursemnt, bccause hath facthtms cu:renﬂy mamtam, and wﬂl conhnuc to rnamtam .

sepm:a{e l\fiedlcare nnd. 1vlfcdi;tzs:ud provx&cr numbers

~.

Separate 11ccnsurb of the V[&m Campus arld WWMC Would not n-npact mcdlcal staff

. orgﬂ.mzanon and cnmposmon dat eﬂher facﬂxty, because these famhhes have, :m& have

Co 'alwayshad sepa:atemedmalstaﬂ's o e






, @

oy

(8)

)

g

: proposal .. _: et

' the CON process

-

Sgﬁ arate licensite of the Main' Campus and WWMC would not imipact ;.céfeditation.

because both facilities a_r'e separately surveyed and dccredited by the JCAHO. .

Sep'araté' licensure of the Main Campué and WWMC would not affect the govémance of

cﬂhc" facmty, bccause thcre Would bcno resultant changc mnwnarshlp from thils

N ‘X, ' . w v '."t’.{.'f
[ T L . . . T g . .
. B . -
- ’

Separate hcwnaurc ofithe, Mum Campus and WWMCwohld nut change the mvautory of
hcense.d 3cuta care beds, e1ther inthe Wakc\{cd systr:m or inthe Wake County Multl-
Hospxtal Scmc.. System N oY o o . .= o

Separate hcensure of the Mam Campus and WWMC vrould nét impact the reportma of

. acute care bed wtilization data, ag tlns data would coutimue to be reported to the Agency

anhﬁally.

Any futuré. capital éxpch&ihlras: and/or services requiring 2 Cé)N‘ purs'uant to G.S. §15 IE-

« " 175es .req, at’cither the' Main Cam;_ms or WWMC would r:.onbmm tobe obta.mcd through

: éONCLUsmN' - : -

Forthe reascns stated a’oovc and spe.clﬁc facts presented I conclude that the gep Serate

" Tieensure of Westert Wake Med:cal Center f:om the WakeMed' Mam Campus does nof |

conshtute a new mshtutmnal healtti service or othewnse requiré a certificate of needunder the ‘

applicable portions of the Certificate of Neéd Sua_tutc, specifically G'S. §131E-176(16)(a) and






LA

.G, §13IE~i78(a). In pacticular, I find persuasive the faets and oircunistance that, other than the

cofnmon licensure, these two hospitals were organized and have fiistorically ﬁmcﬁbned ag
separate facilities. Moreover, smce the only change resulting from this separate licensure status

is the sep Eratlon of utlhzatlon data and ope‘-atlng stattshcs on the. annual Lmense Renewal

Apnhcahon submitted to the Agency, Fhave detemnned that requiring a certificate of nee d § in

- -'-;”:‘f’"'“‘ R&e-\h st |
i (SR ey,

J, Pﬂ

Tﬁ’.@%ﬁg %ﬂﬁﬁi’:@fﬂ%}* F“ﬂhﬁnmfe I Gunclude {hat the Agancy shoula recoormze
b v F T
the’ historical utlhzatmn data for thepast ﬁve years by hcensed h03p1tal in the, SME-‘P Le.y

1acagmzc; utthzanou data. for the Mam Campus and § for WWMC as scnamte hosp1tals undar

commoti ownersl:_up. - .






‘WakeMed's zcute care, fehabilitation, dutpatient and skilled nursing facilities shall:bl;

. iio=~nsed as follows;

Tablc 3: Lmen.sura of Wnlce“f[eti Facllities

T Lxcenscd Undcr an

| WakeMed North

s
v e

. TLicensed Under-- - :
Cdmapus: . , Locatfon . %.°.. " P WWMCi: Locatlon
.WakeMed New Bern | 3000 New Bem Ave WakeMed Westem 1900Kildaire Farm Rd,
Avenue Cambus-. , | Raleigh, NC27610- . . . | Wake Medical Center Cary, NC 2751 1
) WalmMed Reh_ab o | 3000 New Bern A've. - Wach:dFuquay- "1 400 W, Ransom 5t . o
. Raleiph, NC 27610 Vanna : Fuquay—Vanna, ’C 27526
Wakelv{ed .. 1535 W Gannon Ave, I
Zebulon/Wendell Zebulon, NC 27597 | - .
10000 Falls of Neuse Rd.

-

| Raleigh, NC 27614

" Thisis @Q‘A'j"%fdf‘(?iéé : '._,-'.'_iooz.-

. .
.3
.

- A
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* Robert¥ F.iizg,_leector
Division of Facility Services
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CERTIPICATE OF SERVICE

"I certify thaf a copy' of the foregoing Declaratory Rulffig s been. served upon the nonageney
party by certified mail, raturn recezpt requested by deposximg the copy in an ofﬁcwl depository of
! the Umted States Postai Servme in flrs’c-class, postave PI‘E-Pald envelope addressed as fOHOWS

e ey CERTIFIEDMAIL '

. PRS- .
- . . z Al
. . . 5 v : T

S S "'3‘ . T '.. . * N
Lo S ' Robbie Rob’e'r'fs, fjfahaver
. . -. 4 B v c ..- .‘ Marketljlanmng . 5..'

UV Y WakeMed -, L -

-".'POBofoi-iGQ"
- *. 71 RaleighNC 276204465 . *»

This the u"'{‘ dayof 4,,,4, : ,2002.. . o

. ) . . ._. ) o - 4/?"‘%‘ /f /% A-«.—f/
e oL, / IacﬁleR Sheppard ) .
: . e T L Chlef O}-zer‘a.m:vr Officer”

T
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C_J Deparlmernt aof Fealth and Hurane Sewices
Divisiere of FHealth Sevive Regrbation
CERTIFICATE OF NEED

for

Project ID #: Q-11292-17
FID #: 170020

ISSUED TO: Vidant Radiation Oncology, LLC
P.0O. Box 6028
Greenville, NC 27835-6028 |

Pursuant to N.C. Gen. Stat. §131E-175, the North Carolina Department of Health and Human
Services hereby authorizes the person or persons named above (the “certificate holder”) to develop
the certificate of need project identified above. The certificate holder shall develop the project in
& manner consistent with the representations in the project application and with the conditions
contained herein and shall meke good faith efforts to mest the timetable contained herein, as
documented by the periodic progress reports required by 10A NCAC 14C 0209, The ceriificate
holder shall not exceed the maximpm capital expenditure amount specified herein during the
development of this project, €xcept as provided by N.C. Gen, Stat, §131E-176(16)e. The certificate
holder shall not transfer or assign this certificate to any other person except as provided in N.C.
Gen. Stat. -§131E-189(c). This certificate is valid only for the scope, physical location, and
persorn(s) described herein. The Department may withdraw this cerfificate pursuant to N.C. Gen.
Stat, §131E-189 forany of the reasons.provided in that law.

SCOPE: Relocate five existing linear accelerators, two from NC Radiation Therapy Center
and three from Leo Jenkins Cancer Center (replacing four) to 2 new outpatient
cancer center at Vidant Medieal Center which is currently under construction
for a total of five linear acceleraters upon project completion/ Pitt County

CONDITIONS: ° See Reverse Side
PHYSICAL LOCATION: Vidant Radiation Oncolegy Center at Vidant Medical Center

2100 Stantongburg Road

Greenville, NC 27834
MAXIMUM CAPITAL EXPENDITURE: $24,159,964
TIMETABLE: See Reverse Side

FIRST PROGRESS REPORT DUE: November 1, 2017
This certificate is effective as of the 25" day of April, 2017

Martha J. Frisone, %Assistant Chief






CONDITIONS:

1

3.

Vidant Radiation Oncology, LLC shall material comply with all representation made
in the certificate of need application.

Vidant Radiation Oncology, LL.C shall acquire no more than four linear accelerators,
including a CyberKmife, to replace four of the existing five linear accelerators being
relocated to Vidant Radiation Oncology Center at Vidani Medical Center. The
applicant shall dispose of the four existing linear accelerators being replaced by
removing them from North Carolina.

Vidant Radiation Oncology, LLC shall not acquire, as part of ‘this project, any
cquipment that is not included in the project’s proposed capital expenditures in
Section F of the application and that would otherwise require a certificate of need.

Vidant Radiation Oncology, L1LC shall develop and implement an Energy Efficiency
and Sustainability Plan for the project that conforms to or exceeds encrgy efficiency
and water conservation standards mcorporafed in the latest edifions of the Norih
Carolina State Building Codes,

Vidant Radiation Oncology, LLC shall acknowledge acceptance of and agree to
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 with all conditions stated in
the conditional approval letter was received by the Agency on Apxil §, 2017.

TIMETABLE:

Phase 1 (Replace and Relocate Four Linear Accelerators, Including the CyberKnife)
Equipment Ordered August 5, 2017
Construction Contract Executed/Contract Award November 1, 2017
25% Completion of Construction December 1,2017
50% Complefion of Construction ' January 1, 2018
75% Completion of Construction February 1, 2018
Completion of Construction March 15, 2018
Occapancy/Offering of Services April 1,2018

Phase 2 (Relocate the Fifth Linear Accelerator)

Construction Contract Executed/Contract Award May 1, 2019
25% Completion of Construction ) June 1,2019
50% Completion of Construction July 1, 2019
75% Completion of Construction August 1,2019
Completion of Construction September 1, 2019

Occupancy/Offering of Services October 1,2019







Attached is a Letter of No Review request for our planned acquisition of 100% membership interest
in Vidant Radiation Oncology. Please confirm receipt and if anything else is needed. Thank you!

Jeff Shovelin

VP - Business Planning & Strategy

ECU Health

PO Box 6028

Greenville, NC 27835-6028

Office: (252) 847-3631 / Cell: (252) 714-5156
ishoveli@ecuhealth.org


mailto:jshoveli@ecuhealth.org

