DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

ROy CoorEr MANDY COHEN, MD, MPH

GOVERNOR SECRETARY

MARK PAYNE
DIRECTOR

March 3, 2017

Gary S. Qualls

K & L Gates

430 Davis Drive, Suite 400
Morrisville NC 27560

Exempt from Review — Acquisition of Facility
Record #: 2176

Facility Name: Rex Radiology of Wakefield
Type of Facility: Diagnostic Center

FID #: 051370

Acquisition by: Browning Equipment SPE. LLC
Business #: 2550

County: Wake

Dear Mr. Qualls:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency) determined that based on your letter of January 18, 201 7, the above referenced proposal is
exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-184(a)(8).
Therefore, Browning Equipment SPE. LL.C may proceed to acquire the above referenced health service
facility without first obtaining a certificate of need. Note that pursuant to N.C. Gen. Stat. §131E-
181(b): “4 recipient of a certificate of need. or any person who may subsequently acquire, in any
manner whatsoever permitted by law, the service Jor which that certificate of need was issued. is
required to materially comply with the representations made in its application for that certificate of
need.”

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

Sincerely, . . (m ) ééa Q M
mechi;lig Martha J. Frisone
Project Analyst Assistant Chief, Certificate of Need

et Paige Bennett, Assistant Chief, Healthcare Planning, DHSR

HEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION
WWW.NCDHHS.GOV
TELEPHONE 919-855-3873
LOCATION: EDGERTON BUILDING « 809 RUGGLES DRIVE « RALEIGH, NC 27603
MAILING ADDRESS: 2704 MAIL SERVICE CENTER *RALEIGH, NC 27699-2704
o AN EQUAL OPPORTUNITY/ AFFIRMATIVE ACTION EMPLOYER
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Via Hand Delivery

Martha Frisone

Assistant Chief, Certificate of Need
Department of Health and Human Services
Division of Health Service Regulation

Health Planning and Certificate of Need Section
809 Ruggles Drive

Raleigh, North Carolina 27603

RE:  Exemption / No Review Request - Joint venture between Rex Hospital, Inc. and Wake
Radiology, Services, LLC Related to Wakefield Outpatient Imaging Site

Dear Ms. Frisone:

As indicated in the Exemption / No Review Request, we do not believe that the
Redesignation Transaction described in the attached Request is subject to certificate of need
review. Thank you in advance for your attention, and please let me know if you have any

questions.
Sincerely,
Gary S. Qualls

cc: Frank Kirschbaum

Attachments
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Wyrick Robbins Yates & Ponton LLP

robbins

FRANK KIRSCHBAUM
[kirschbaum@wyrick.com

January 18, 2017

Yia Hand Delivery

Martha Frisone

Assistant Chief, Certificate of Need

Department of Health and Human Services
Division of Health Service Regulation

Health Planning and Certificate of Need Section
809 Ruggles Drive

Raleigh, North Carolina 27603

RE:  Exemption / No Review Request - Joint venture between Rex Hospital, Inc. and Wake
Radiology Services, LLC to Related to Wakefield Outpatient Imaging Site

Dear Ms. Frisone:

questions.
Sincerely,
S a4
Frank Kirschbaum
cc: Gary S. Qualls

Attachments




Exemption / No Review Request by Rex Hospital, Inc. and Browning Equipment
SPE, LLC Related to The Wakefield Outpatient Imaging Site

The purpose of this request is to:
(1) inform the North Carolina Department of Health and Human Services, Division of
Health Service Regulation (“Division™), Healthcare Planning and Certificate of
Need Section (the “Agency”) of a planned joint venture known as Browning
Equipment SPE, LLC (“Browning”), whose members will be Rex Hospital, Inc.
(“Rex”) and Wake Radiology Services, LLC; and
] seek the Agency’s confirmation that the redesignation of specific imaging
equipment at REX Radiology of Wakefield (the “Wakefield Outpatient Imaging
Site”) to Browning’s ownership (the “Redesignation Transaction”) is not required
to undergo Certificate of Need (“CON”) review.
At the time of this submission, Browning is wholly owned by Wake Radiology Services,
LLC (“WRS”). 'WRS is part of Wake Radiology, the largest private diagnostic radiology practice
in the Triangle. Following receipt of certain regulatory approvals, Rex will also become a member
of Browning, LLC.

STATEMENT OF FACTS

By way of background, Rex operates the following outpatient imaging equipment and
related assets at the Wakefield Outpatient Imaging Site now known to the public as REX

Radiology of Wakefield:

300401157 v1



Existing Equipment at Wakefield Outpatient Imaging Site

Sefvice . B Eq;ipment Cui;rent : R;zx Hospital, |
Fair Market  Inc. Original
Value Purchase |
| S Price
X-ray ' Siemens Multix LT $59,419 $295,822
X-ray -~ Siemens Luminos TF $102,081 | $572.390
B _ 3D-Top
Mammography j Hologic 3D $230,220 $488,398
Bone Density __ ~Discovery C Dexascan $24,263 $65,200
CT Siemens Sensation 64 $149,275 | $700,000
Ultrasound GE Logiq $19,927 $90,727
Subtotal Existing Medical Diagnostic Equipment $586,085 $2,212,537
Existing Essential Non-Medical Equipment Assets* $202,433 $2,024,330
Total - _ $788,518 | $4,236,687

*Includes moveable equipment.

The foregoing equipment will be collectively referred to as the “Wakefield Outpatient
Equipment.”

Browning seeks to obtain full ownership of the Wakefield Outpatient Equipment. Once
Browning obtains full ownership, the same equipment will be used to provide the exact same
radiology services, in the same location, with Rex still participating in the ownership. The main
difference will be that the services will cost less to patients and their insurers because the
Waketfield Outpatient Imaging Site will now be billed based on freestanding billing rules as
opposed to provider-based billing to Rex.

DISCUSSION

1. Nature of the Redesignation Transaction.

The facts here make the Redesignation Transaction exempt from CON review. Rex will
be contributing its Wakefield Outpatient Equipment to the Browning joint venture. Therefore, as

aresult of the Redesignation Transaction, all of the following will be true:



II.

All of the Wakefield Outpatient Equipment (and associated space) to be part of
the Redesignation Transaction already exists and is currently being operated by
Rex at the Wakefield Outpatient Imaging Site. Thus, the current equipment
owner, Rex, will continue to participate in the Wakefield Outpatient Imaging Site
ownership through the new joint venture entity, Browning, after the
Redesignation Transaction.

Rex has a CON for the Wakefield Outpatient Imaging Site.

No imaging equipment will be added to or removed from the Wakeficld
Outpatient Imaging Site.

No new service lines will be added to the Wakefield Outpatient Imaging Site.

The Redesignation Transaction will simply result in an existing provider-based
imaging center operating in business occupancy space converting to status as a

non-provider-based imaging center in that same space.

This Redesignation Transaction Is Exempt from CON Review Based on_the Facts

and Precedents.

Relevant precedents show that the Redesignation Transaction is exempt from CONWV

review, whether that determination is made pursuant to N.C. Gen. Stat. § 131E-184(a)(8)" or

simply under the reasoning that redundantly reviewing the same CON-regulated assets is not

reviewable as a new institutional health service in the first instance. See N.C. Gen. Stat. § 131E-

176(16) and § 131E-175. "In construing statutes courts normally adopt an interpretation which

will avoid absurd or bizarre consequences, the presumption being that the legislature acted in

accordance with reason and common sense and did not intend untoward results." Commissioner

1

N.C. Gen. Stat. § 131E-184(a)(8) exempts the acquisition of a health service facility. The Redesignation

Transaction constitutes the acquisition of a part of a health service facility,

(W8]



of Insurance v. Automobile Rate Office, 294 N.C. 60, 68, 241 S.E.2d 324, 329 (1978). Accord

State v. Spencer, 276 N.C. 535, 173 S.E.2d 765 (1970); King v. Baldwin, 276 N.C. 316, 172

S.E.2d 12 (1970).

The Agency and the Division have issued numerous rulings and determinations in recent
years analyzing why certain transactions involving existing CON-regulated equipment, beds, and
other services need not undergo repetitive CON reviews where the Agency has already found a
need. In those instances, the Agency and Division have reasoned that the CON law is not
intended to result in unnecessarily duplicative CON reviews when the CON-approved items will
continue to serve the same patient base in the same location, albeit through a different ownership
structure.

A, Nursing Facility Analogues

One category of such precedent is found in Exhibit 1 to this Request. Exhibit 1 consists
of Agency no review approvals for Rex (Ex. 1, pp. 1-5) and Hugh Chatham Memorial (Ex. 1, pp.
6-18). In both instances, the Agency issued no review decisions, finding 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 Browning
request, the CON law is not intended to result in unnecessarily duplicative 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

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



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.

B. Radiation Therapy Facility Analogues

Another category of similar precedent is found in Exhibit 2. Exhibit 2 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. § 13 1E-176(16)(f1)(5a). The first such ruling
in Exhibit 2 is the Agency’s August 12, 2015 no review letter from Martha Frisone and Jane
Rhoe-Jones to Gary Qualls and William Shenton (Ex. 1, pp. 1-2) regarding the non-reviewability
of a joint venture ownership change involving Pitt County linear accelerators. Pages 3-10 of
Exhibit 2 contain the request approved in that August 12, 2015 Agency no review letter. The
remainder of Exhibit 2 consists of the original exhibits attached to that Pitt County no review
request, including other supportive Agency and Division rulings. As in the previously-cited
instances, the Agency and the Division reasoned that the CON law’s purpose is not to create
redundant reviews through an overly technical reading of the statute. /(4 Crossroads, supra.

C. Heart Lung Bypass Equipment Analogues

Another category of relevant precedent is found at pages 56-68 of Exhibit 2. Those no
review 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 Part II(B) above, 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.

E. Hospital Splits

Exhibits 3 and 4 to this Request catalogue yet another area of similar agency
interpretations. Those Division Declaratory Rulings involved The Charlotte-Mecklenburg
Hospital Authority d/b/a Carolinas 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 Carolinas Medical Center license (License # HO0071).
See Exhibit 3.

In the CHS Ruling, the Division cited a July 15, 2002 WakeMed Declaratory Ruling
(Exhibit 4), in which the Division determined that no CON was required for WakeMed to split
the WakeMed Raleigh and WakeMed Wakefield campuses into two separate licensed hospitals,
where those facilities had previously operated under a single license. That was true even though
the WakeMed transaction 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.”



CONCLUSION

Based on the facts and precedent discussed herein, Rex Hospital, Inc. and Browning

Equipment SPE, LLC request the Agency’s confirmation that:

(1) no CON is required for the proposed Redesignation Transaction described above;

and

(2) the Wakefield Outpatient Imaging Site shall be recognized as a diagnostic center

under N.C. Gen. Stat. § 13 1E-176(7a) for future purposes.



EXHIBITS

- April 7, 2014 Letter from Martha Frisone and Mike McKillip to Gary Qualls regarding
non-reviewability of separately licensing Rex Rehabilitation and Nursing Center of
Raleigh from Rex Hospital (and original exhibits thereto)

August 12, 2015 Letter from Martha Frisone and Jane Rhoe-Jones to Gary Qualls and
William Shenton regarding non-reviewability of separately joint venture ownership
change for linear accelerators in Pitt County (and original exhibits thereto)

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

In Re Request for Declaratory Ruling By WakeMed, July 15, 2002






North Carolina Department of Health and Human Services
Division of Health Service Regulation

Pat McCrory Aldona Z. Wos, M.D.
Governor Ambassador (Ret.)
Secretary DHHS
Drexdal Pratt
Division Director
April 7,2014
Gary S. Qualls

K&L Gates, LLP
P.O. Box 14210
Research Triangle Park NC 277094210

No Review

Facility: Rex Hospital

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

County: Wake

FID #: 953429

Dear Mr. Qualls:

The Certificate of Need Section (CON Section) received your letter of March 24, 2014 regarding
the above referenced proposal. Based on the CON law in effect on the date of this response to
your request, the proposa! described in your correspondence is not governed by, and therefore,
does not currently require a certificate of need. However, please note that if the CON law is
subsequently amended such that the above referenced proposal would require a certificate of
need, this determination does not authorize you to proceed to develop the above referenced
proposal when the new law becomes effective.

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

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

Certificate of Need Section

www.nedhhs, gov
Telephone: 919-855-3873 + Fax: 919-733-8139 L4
Location: Edgerton Building + 809 Ruggles Drive » Raleigh, NC 27603
Mailing Address: 2704 Mail Service Center *Raleigh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Emplover

1



Mr. Qualls
April 7, 2014
Page 2

Please contact the CON Section if you have any questions. Also, in all future correspondence
you should reference the Facility 1D, # (FID) if the facility is licensed.

Sincerely,
ANl
MichaelJ. McKillip, Project Analyst

“ﬁ?@dﬁwbq. Ftros42_

Martha J. Frisone, Interim Chief
Certificate of Need Section

cc:  Medical Facilities Planning Branch, DHSR
Acute and Home Care Licensure and Certification Section, DHSR
Nursing Home Licensure and Certification Section, DHSR
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gary. qualls@kigates.com
March 24, 2014
VIA HAND DELIVERY
Martha Frisone,

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

809 Ruggles Drive

Raleigh, North Carolina 27603

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

Dear Ms. Frisone:

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

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

RT-3002794 vi
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Martha Frisone,

Chief, Certificate of Need Section
March 24, 2014

Page 2

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

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

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

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

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

Sincerely,

Gary S. Qualls



K&L|GATES

Martha Frisone,
Chief, Certificate of Need Section
March 24, 2014
Page 3
Exhibits

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



North Carolina Department of Health and Human Services
Division of Health Service Regulation

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

Drexdal Pratt

Division Director

March 11, 2014

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

No Review

Facility: Hugh Chatham Memorial Nursing Center

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

County: Surry ;

FID # 955375

Dear Mr, Hemphill:

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

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

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

Certificate of Need Section
{ www.nodhhs,gov
Telephone: 919-855-3873 - Fax: 919-733.8139 b4
Location: Edgerton Buailding - 805 Ruggles Drive » Raleigh, NC 27603
Mailing Address: 2704 Mail Service Center *Releigh, NC 27699-2704
An Equal Opportunity! Affirmative Action Employer
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S. Todd Hemphill
March 11,2014
Page2

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

Sincerely,

LA
Kim Randolph, Projegt Analyst
C )) . "1 ;
oL Tfttedn
Martha J. Frisone, Interim Chief
Certificate of Need Section

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

el



BODE HEMPHILL, L.L.P.

ATTORNEYS AT LAW
b 3105 GLENWOOD AVENUE, SUITE 300
JOHN T. BODE y =
APl S gﬂw RALEIGH, NORTH CAROLINA 27612 MAILING ADDRESS
MATTHEW A. FI ;
v Bmif;s“ TELEPHONE (19) 881.0338 POST OFFICE BOX 6338
FACSIMILE (919) 881-9548 RALRIGH, NORTH CARGLINA
27628-6338
WWW.BCS-LAW.COM
Writer’s E~mail: HEMPHILL@BCS-Law.coy {
o
% f%%{””d
.ﬁﬁ'g A Ve 4'3
. . 9 G "5'0;-
February 18, 2014 S
Via HAND DELIVERY

Martha J, Frisone, Interim Chief

Kim Randolph, Project Analyst

Certificate of Need Section

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

809 Ruggles Drive

Raleigh, North Carolina 27603

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

Dear Ms. Frisone and Ms. Randolph:

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

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



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

The CON law provides that transfer of ownership or control of a CON would constitute
grounds for withdrawal of the CON if it occwrs during the course of development of a project
before the project is complete. N.C.G.S. § 131B-189. There is no CON project under
development at the Nursing Center. Furthermore, Agency rules provide that neither ownership
ner control of a certificate of need is transferred when the holder of the certificate is a
corporation and the identity of the holder changes because of a corporate reorganization, such as
transferring ownership to a wholly-owned subsidiary. 10A N.C.A.C. 14C.0502(b)(1) and (c).

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

This proposal is similar to other proposals involving transfer of assets to wholly owned
subsidiaries that the CON Section has found in the past did not require CON review. For
example, the CON Section determined that a perfusion company could hold heari-lung bypass
equipment in two separate wholly owned subsidiaries without undergoing CON review. See
enclosed Exhibit 2 (without exhibits to original request fetter).

For these reasons, we believe that the CON law allows the transfer of the Nursing Center
to a wholly-owned subsidiary of HCMH, without the requirement of a CON, because such a
transfer does not constitute the development or acquisition of a new facility or services by the
subsidiary, within the meaning of G.S. 131E-176(16) or 10A N.C.A.C. 14C.0502. The
subsidiary has no control over those services independent of its parent entity. The ultimate
ownership and control of the service does not change. The beds already exist in the inventory in
the State Medical Facilities Plan and there is no new facility constructed. Thus, there has been
no action which constitutes the offering or development of a new institutional health servica
within the meaning of G.8. 131E-178(a), and no CON is required,

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



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

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

Very truly §}ours,

Bope HempHILL, L.L.P.

STH:sh

Enclosure
cc wienc.: Becky Wertz, Nurse Consultant (via hand delivery)

Paul Hammes/Don Trippel (via e-mail only)
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l SOSID: 1361794

{ Date Filed: 2/14/2014 5:00:00 PM
Elaine F. Marshall

North Carolina Secretary of State

o C2014 043 00481

State of North Caroling
Department of the Secretary of State

Limited Liabllity Company
ARTICLES OF ORGANIZATION

Pursueat to §57D-2-20 of the General Stafutes of North Carclfns, thy undersigned does hersby submilf these
Artloles of Organization for the-purpose of forming a limited Habllity campany, :

1.

The name of the Urilted linbllity company 1s: HUgh Chatham Nursing Center, LLC
(8ee lfern Jof the Inetructiuns ot appropalats enfity dasignetion)

2, The namo and address of each porgon exacutlng those articles of organizatlon Is as follows: (State
whather each person is execufing thess articles aforganization in the capacity ofa member, organlzsr
or both. Note: This documentmust be elgned by all persons Lsted.)

S, Todd Hemphill (Crganizer)
Post Office Box 5338, Ralelph, NC 27628
3, The name of the Initisl reglstered agent 1o, Raymond A, Parker
4. Thesfrest addrosg and county of the Inillal reglstered sgent office of the limited Hability company {a:
Number end Strest 131 Colony Lane
Ciiy, Elkin Siste: NC  Zip Code: 28621 Couniy: Surry
5 The mailing sddress, if ditferent frem the street address, of the Inilial reglstered agent office Isé
Number and Strest :
City, ' State; NG Zlp Codes County:
6, Prinelpsl office Informetion: (Selectelther aor b)
a. [B]Tho tmlted iability company has a prlnelpal offics,
The princlpal office tolephone numbar: (338) 5277000
The glreed address and county of the principal offics of the limited liablilly company ls;
Number and Streot 180 Parkwood Drive
city Elkn stater MO zipOoder 28821 counsy; Surry
-C’GR}ORA'IIONS DIVISION P.C. Box 29522 HALEITH, NC 27626-0622
{Revised January 2014} 1 (Porm L-01)
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The mailing address, if difforsnt from the strest pddress, of the princlpel offles of the compagy Ls:

Number and Streot P08t Offlcs Box 630
NC

Zlp Cadg: 28021 County: Burry

city Elkin Btato:

b, ] The lmitsd lability sompany does not have & principal oftce,

7. Any other provialons which the Umited Habllity compary elocts & Include (0.8., the purpos of the anlity)
are atteched,

Privaey Redaction

LR (Optlonel): Pleass provide s business-e-mall addres|
The Ssoretaty of Siata’s Offles will e-nall the busliess aufomatically at the 24drais provided above at 1o
cost when & docyment {y filed. The e-mall provided wlil nat b viewabls on the webslte. For more 5
information on why thls service 1s offered, plenss soo ths Ingtructions for this do cutnent,

g, Those agticlos wiil be effisctive upon Tiling, unless 2 fulurs date I3 spootfied:

This ls the 120 day of Fobruary 520 14 ,

8. Todd Hemphill, Organizer

Typs or Print Name end Title

The below spaza to be usad If niore then one-orgenlzer or mensber 1s lsted in Mem #2 sbove.

Blgnaiire Slgnature
Type and Print Nene and 1ille ‘ Typeend Print Name and THIE
Slgnaturs Siguatore
TYpe ad Pt Nas and TV "Type e Pt Nams 368 Tl
NOTES:
1. Flilug foe 1s $125, Thiz dooument must be fled with the Seorstary of Stats,
s CORPORATIONS DIVISION P.0. Box29622 RALBIGH, NC27526-0622
(Revlaed Jamuary 2014) 2 (Borm 1L-01)
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ATTACHMENT TO ARTICLES OF ORGANIZATION
HUGH CEATHAM NURSING CENTER, LLC

{ NAME AND ADDRESS OF INITIAL MEMBER |

The sole member of Hugh Chatham Nursing Center, LLC is Hugh Chatham Meraorlal Hospital,
Ino,

Hugh Chathass Mesiorlal Hospital, Ino.'s address 13 180 Parkwood Drive, Blkin, NC 28621
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North Carolipa Department of Health and Human Services
Division of Health Service Regulation
Cortificate of Need Section
2704 Mail Service Center w Ralsigh, North Carolina 27609-2704

Beverly Eaves Perdue, Governar www.nedithe.gov/dhsy Cralg R. Smith, Section Chief
Lanier M. Causler, Secretary % Phonp; 915-855-3875
' Fax: 919-733-8135

Deceinber 9, 2011

Williara R, Sherton
Poyner Spruiil

P.O. Box 1801

Releigh, NC 27602-1801

RE: No Review: .

o Transfer by CSA Medical Services, LLC (CSA) of 100% of its cwnership interasts in five (5) existing heart
lung bypass machines in use at WakeMed to CSAMS New Bern Avenne, LLC, a wholly-owned subsldiary

. ofCsA .

o Transfer by CSA Medical Sarvices, LLC {CSA) of 100% of its ownership interests in three (3} existing
heart lung bypass machines in use at Rex Hospital to CSAMS Laks Boone Trall, LLC, a wholly-owned
subsldiary of CSA

Wake County

Dear Mr, Sheoton:

The Certiticats of Nesd (CON) Section recelved your letfer of November 21, 2011 regarding the phove referenced
proposals. Based on the CON law fu effect on the date of this vesponse to your request, the proposels described Io
your correspondence are not govemed by, and therefore, do ot currenfly require a certificate of necd. However, please
note that if the CON law 1s subsequently amended such fhat the above referenced proposals would require & certificate of
need, this determinntion does not authorize you to proceed to develop fhie above referenced propossls when the now law
becomes effective, :

1t should be noted that this determination is binding only for the facts represented by you, Consequently, if changes are
made in the proposals or-in the fucls provided in your correspondence raferenced above, a new determination s %o
whether a certificete of need js required would need to be mede by the Cerdificate of Need Scction, Changes in a
proposal include, but ere not Hmited to: (1) dncresses in the capital cost; (2) acquisition of medical equipwent not
included in the original cost estimate; (3) modifications in the design of the project; (4) change in location; and (5) sny

increase in the nuniber of square feet to be constructed,

Plesse contact the CON Section if you have any questions. Alse, iu all future corespondance you should reference the
Facility LD# (PID) if the facllity is censed,

Sincerety, : ;
(‘7%1«5?//262/ | Forapue Ceag ool

Maxtha J, Frisons ] Craig R. Safiith, Chief

Assistant Chief Cerdificefe’of Need Section

¢c: Medical Facilities Plauning Section, DHSR

éﬁhjl'}s Location! 809 Rugeles Drive u Darothea Dix Hospita] Campus = Raleigh, N.C. 27603
. An Equet Opportunily / Affirmative Action Empioyer
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Poymner Spruill

Wison Hayman

Fariner

D: 918.783.1140
whayman@poynersprulll.oom
Willlam R, Shenton

FPariner

1 918.783,9847

F: 819.783,1076
wehanton@paynarsprufll.com

Novembar 21, 2011

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

Martha flsone@dhhs.ne.gov

Mr. Cralg R. Smith, Chief

Ms. Martha Frisone, Asslstant Chlef
Divislon of Health Service Regulation
Certificate of Need Secllon

2704 Mgll Service Center -

Ralelgh, North Carollna 276896-2704

RE' C8A Medical Services, LLC; No Review Request regarding Transfer of Heart-Lung Bypass Machines
to Whally Owned Subsldiarles

Dsar Mr. Smith and Ms, Frisone:

This lstfter fs submitted on behell of GSA Medical Services, LLC (*CSA"), and two subsidlary limitsd
flebility companles to be formed and wholly owned by CSA and te be named “CSAMS New Barm Avenus,
LLC™ (CSA New Bem), and "CSAMS Lake Boone Trall, LLC* (CSA Lake Boone), upon recelpt of your
approval of thig request, CSA currently owns and operates elght (8) heart-lung bypass (*HLB*) machinss.
Five {§) of the HLB machines sre operated at WakeMad and Ihree (8).of the HLB machines are oparaled
at Rex Hospitel, Inc. ("Rex"). The purposé of thls lefter s to provide nofice to the North Carolina
Department of Health and Human Services, Division of Health Service Reguiation, Certifloate of Need
Section (the "Agency”}, and conflim that the transfer of CSA's interests In these elght {8) HLB machlines
and the cperation of tha same to two wholly owned subsldiarles of CSA s not reviewable as a new
Institutional health sarvice under the Norlh Carolina Gertificate of Naed {("CON") jaw. )

The Agency has recently approved a simifar transfer In an August 18, 2011 Declaratory Ruling regarding
Radiation QOngology Centers of the Carclinas, Inc. ("ROCCT), That Declaratory Ruflng concerned ths
fransfer of inlgrests In two radiation oncology faclitles from ROCC to two wholly owned subsidiarlss of
ROCC, Attachgd hereto as Exhlblis 1 and 2 ars the ROCC Declaratory Rullng Request and the ROCC
Jeclaratory Ruling.  Thoe ruling requested by CSA here Is directly anajogous to the ROCC rullng, the only
difference belng that ROCC Involved the par se reviswable ltems of lineer accelerators and simulators
and CSA’s requast Involves the per ss revlawable liems of heart-lung bypass machines.

L BACKGROUND AND FACTS

CEA directly owns elght (8} Terumo Corporation Series 8000 HLB machines. Five (5) of these HLB
machines are localsd and used by CSA to provide perfusion services at WakeMed, localed at 3000 New
Bern Avenue, Ralelgh, NC 27620. Three (3) of these HLB machines ure loceted and used by CSA o
provide perfusion services at Rex, located al 4420 Lake Boone Trall, Raleigh, NC 27607. CSA also owns

WWW.POYNERSPRUILL.COM RALEIGHE /  CHARLOTTE  /  ROGKYMOUNT /  SOUTHERM PINES

301 Fapeltmdio Stent, Sults 1900, Ralsigh, HE 27601 20 DBox 1801, Redslgh, RC 27602-1801 P 935,783,6400
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Poyner Spruill
Mr. Cralg R, Smith, Chief
Ms. Martha Frisone, Asslstant Chisf
November 21, 2011
Page 2

seven (7} cell saver machlnes localed at WakeMed In Ralelgh, and two (2) located at WakeMed-Cary,
These cell saver machines are Baylor Rapld Aufologous Transfusion {BRAT) machines manufactured by
Sorin Corporation and are not subject to CON review. CSA does nol own the BRAT machines al Rex,
which are owned by the hosplial. CSA also providas the hospitals with the services of seven {7) licensed
perfusionists, who are employad by CSA's affilale Catvlina MSO, LL.C. (MSQ) but work for CSA
pursuant to lls Management Services Agresment with MSO.

The five (6} HLB machines at WakeMed are labaled A, B, C, D, and £, and {he thres (3) at Rex are
labeled 1, 2, and 3, Each HLB machine conslsts of the following: (a) a four {4) or five (6} pump Terumo
Base; (b) three (3) or four (4) Terume 8000 rolier pump modyles (8000 raller pump madules); {c} ons (1)
Madronio Bio-Medlcus arterial pump series 560 (Blo pump); (d) one (1) Madtronlc TX 50 Flowmatsr
{Flowmster); and (e} one {1) Sachrlst alr/oxygen mixer (Sachist), Simliatly, the seven {7) BRAT
machines at WakeMed In Ralelgh are labeled A, B, C, D, E, F and @, and the two at WakeMed-Cary are
Jabeled 1 and 2, Each HLB machlne (and Its components) and BRAT machine Is identiled by its serlal
numbers (SN}, modal numbers and the hospital where It Is located, as dascribed in Exhibit 3 o this letler,

The surgeons of Carollna Cardiovascular Surgical Assoclates, P.A, (Practics), started perforiing open
heart surgery and providing thelr own perfusion services at WakeMed In 1979 and &t Rex In 1888,
through elther the Practice Itself or a perfusion company owned by the same physiclans. Each of the
eight (8) HLB machines currently owned by CSA is replacement equipment for a machine owned by CBA
(or a predecessor entity) prior io the year 1993, when acqulsition of an HLB machine became sublect to
CON revisw regardiess of ils cost. W. Charles Hellon, M.D,, founded the Practics in 1979 and Cardinal
Bio-Medical Assoclates, Inc. (Cardinal Blo-Medical), In 1980, Cardinal Blo-Medlcal was the perfusion
company predecassor to CSA that Ike CSA was owned by the shareholders of the Fractice. The two
hospltals have never owned the HLB machines used at their faciities. Bsfore 1689, Cardinal Biomsdical
had ecqulred and operated three (3) HLB machines at WakeMed and two {2) at Rex. Another
cardiothoracle surgery practice in Raleigh, Atkinson & Zeok, M.D., P.A., had two (2} addltional HLB
machines at WakeMed and one {1) additional HLB machine at Rex. Alkinson & Zeak, M.D., P.A. merged
with the Praclice In 1983, and s two (2) surgeon shareholders, Alvan W, Alkinson, M.D., and John V.
Zaok, M.D,, joined the Practice. At the same tme thelr thres (3) HLB machines were acqulred by
Cardinal Blo-Medical, and they becoms shareholders of that perfusion company. Cardinal Blo-Medical or
its successor company has conlinued to own and operate these elght (8) HLB machines (or thelr
teplacameants) at thelr same respective localions at WekeMed end Rex since that time, In 1887, the
shareholders of Cardlnal Blo-Medical recrganized the company by forming CSA and transfarring the
operattons and all eight (8) machines to CSA, which was ownad by the same sufgeons.

By 2001, CSA needed to replace all elght (8) of Its HLB machines. There was a fourth HLE machine at
Rex cwnad by surgsons Abdul G. Chaudhry, M.D. and Jamss H. Dayls, M.D. This one {1) HLB machins
had been ioanead fo them by the manufacturer In the late 1980's fo replace one they had provided for use
at Rex which had become obsolste. At that ime, CSA bought this fourih loaned HLB maching, which had

lrgady been used at Rex, from the manufacturer to replace one of CSA's older machines at Rex.
“?f;g'r'eaﬁer. Drs. Chaudhty and Davis no longer provided perfusion services or a HLB maching for use at
Rexi, OSA’'s purchase of this machins thus resulted [n a net decrease In ussabls HLB machines at Rex
from four (4} to three (3).

The same year, GSA obtalned replacement equipment for Its other seven {7) HLB machines at WakeMad

and Rex, at a total capltal cost of $322,698, CSA's obsolets machinas were subsequently removed out of
Norih Carofina, By lsiter dated June 25, 2004, the Agency approved CSA’s acqulsition of the seven 0
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Mr. Cralg R. Smith, Chisf el p

Ms. Martha Frisone, Assistant Chlef

November 21, 2011

Pags 3

new HLB machlines at WakeMad and Rex as replacenent eguipment. The Agency's “no review” latlar of
that date Is atlached and labeled e3 Exhiblt 4.

C8A would fike to transfer lts Intsrest In the aight (8) HLB machines Into two wholly owned subsidiary
livlted Nablity companies, The first wholly owned subsldlary will be named *“CSAMS New Bem Avenue,
LLC" and wili own the five (5) HLB machines currently opsrated at WakeMsd, The second wholly cwned
subsidlary will be named “CSAMS Lake Boone Trall, LLG* and vill own (he three (3) HLB machines
ourrently operated at Rex. The transfer of CSA's Interests In the elght (8) HLB machinss Into two (2)
wholly owned subsidiarles s nol a CON reviewable event becausa ft will have the followlng resulte:

{1} No Increass In the HLB machine Inventory In Wake County;
{2) Nao physical'relocation of any HLB machines In Wake County;
(3} No creallon of any new health service faclilties: and

4 Mo asset purchases of eny per se raviewable squipment, consistent with the ROCC
Declaratory Ruling.

This lelter requests your confirmaton that such a proposad iransfer of Interests would not trigger any of
the new Institulonal health service provisions In the GON slatute, and the {ransaclion may proceed

without first acquiring a CON,

o ANALYSIS

The CON law provides that the "acqulsition by purchasge, donatlon, leass, transfer or comparable
arrangement” of an HLB machine constitutes a “new institutional heslth service” that is subjact to CON
review. N.C. Gen. Stat § 131E-176(16)11; § 131E-178(a), Rowever, we bsllave the creation of these fwo
wholly cwned subsidlaries Is not a reviewable event because CSA, the owner of the CON rghts for the
alght (8) HLB machines, is not undergelng any direct change In Its ownership status, Ralher, this Is
merely a lyps of reorganization In the nature of those which the CON rules recognize as non-reviewable,

Until 1883, the acqulsition of an HLB machine was not regulated under the CON law unless It involved the
obligalion of & capilal expendllure exceeding two milllon dollars ($2,000,000}, which far exceeds the cost
of this equipment, See N.C. Sess, Laws 1993,¢.7,§2 (adding the acquisition of HLB machines and any
“major medical eguipment” costing more than $760,000 as “new institutionel health services” requiring a
CON). However, effective March 18, 1993, the General Assembly amended tha CON law to make the
acquisition of HLE machines constiute a *new Insttutional health seics” requiring a@ GON regardiess of
Its cost N.C. Gen. Stat. § 13154 76(10a), (16)f1.5., as amendad by N.C. Sass, Laws 1883, ¢. 7, §2,

Under the CON law, transfer of owpership or contro! of a CON prior to completlon of a project or operation
of the facllity constitutas gmzmdg or withdrawal of a CON. N.C. Gen. Stat § 131E-188. However, the
Agency's rulss provide that In thaf situation, nelthar ownership nor control of & CON s transferred when
the holder of the cerlificats Is grgorporation and the Identity of the holder changes because of corporate
teorganlzetion, Including traﬁ sferring ownership to wholly owned subsidiades. 104 N.CAC
14C.0502(b){1) and (o).
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Mr. Cralg R, Smith, Chlef

Mg. Martha Frisone, Assistant Chiaf
November 21, 2011

Page

Very tuly yours,

Wilson Hayman
Pariher

Willlam R, Shenton
Pariner

Altachments
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EXHIBIT
<

North Carolina Department of Health and Human Setvices
Division of Health Setvice Regulation

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

Drexdal Pratt

Division Director

August 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

Project 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 Section, Division of Health Service Regulation
(Agency) received your letter of July 31, 2015 regarding the above referenced proposal. Based
on the CON law in effect on the date of this response to your request, the proposal described
in your correspondence is not governed by, and therefore, does not currently require a certificate
of need. However, please note that if the CON law is subsequently amended such that the above
referenced proposal would require a certificate of need, this determination does not authorize you
to proceed to develop the above referenced proposal when the new law becomes effective.

However, you need to contact the Agency’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.ncdhhs,gov .,
ik § Telephone: 919-855-3873 « Fax: 919-715-4413 Yap
Location: Edgerton Building - 809 Ruggles Drive * Raleigh, NC 27603
Mailing Address: 2704 Mail Service Center *Raleigh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer
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Gary S. Qualls and William R. Shenton
August 12, 2015
Page 2

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,
o Methal)
o s 0% q&lq. Sy,
Jafie Rhoe-Jones Martha J. Frison
Project Analyst Assistant Chief, Certificate of Need
cc: Acute and Home Care Licensure and Certification Section, DHSR

Construction Section, DHSR
Assistant Chief, Healthcare Planning



K&L Gates 11p
K& L , GAT E S Post Office Box 14210
Research Triangle Park. NC 27709-4710

430 Davis Drive, Suite 400
Morrisville, NG 27560

T 919.466.1190 wiw.klgates.com

- uly 21 2015 S
: , F 919.516.2072
fe Ce‘\\;ed ‘{:{“_.‘_\_ gary.qualls@klgates.com
jo CON S&¢ \
""" Via Hand Delivery

“..Shelley Carraway Martha Frisone
Chief [id .~ Assistant Chief, Certificate of Need
Department of Health and Human Services Department of Health and Human Services
Division of Health Service Regulation Division of Health Service Regulation
Health Planning and Certificate of Need Health Planning 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/b/a 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 attachment 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 questions.

Sincerely,

Dy & Qualle

Gary S. Qualls

cc: William Shenton

Attachments

RT-3042393



July 31, 2015 William R. Shenton
Partner
D: 919.783.2047
F: 919.783.1075
wshenton@poynersprulll.com

Shelley Carraway Martha Frisone

Chief Asst, Chief

Healthcare Planning and Certificate of Need Section Certificate of Need

NC Department of Health and Human Services NC Department of Health and Human Services
2704 Mail Service Center 2704 Mail Service Center

Raleigh, NC 27699-2704 Raleigh, NC 27699-2704

RE: No Review Request ~ Joint Venture between Vidant and 21° Century Oncology Affiliate

Dear Ms. Carraway and Ms. Frisone:

I am writing as counsel for 21* Century Oncology and its North Carolina affiliate, North Carolina Radiation
Therapy Management Services, LLC (“NCRT”), to transmit, along with Gary Qualls and Colleen Crowley,
who are counsel for Vidant Medical Center, a No-Review request for your consideration. Vidant and
NCRT are planning to implement a joint venture which will entail the combination of their respective
freestanding radiation equipment and services in the Greenville area into a new limited liability company,
called Vidant Radiation Oncology.

The enclosed document describes the steps in the transaction, and as we indicate this joint venture
should not be subject to certificate of need review. We appreciate your attention to this request and
please feel free to contact counsel for either of the parties if you should have any questions or need
further clarification.

Very truly yours,

W Llhiee 4 S
William R. Shenton
Partner

VWYL POYMERSPRUNLL.C O RALEIGH  /  CHARLOTTE / ROCKYMOUNT /  SOUTHERN PINES

301 Fayelavilie Strael, Suile 1900, Raleigh, bC 27601 PAY. Box 1801, fisleigh, NC 27602-1801 P.919.763.6400
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No Review Request for Joint Venture between
Vidant Health and 21st Century Oncology

The purpose of this request is to inform the North Carolina Department of Health and
Human Services, Division of Health Service Regulation, Healthcare Planning and Certificate of
Need Section (the “Agency”) of a planned joint venture between Pitt County Memorial Hospital,
Incorporated, d/b/a Vidant Medical Center (*Vidant”) and North Carolina Radiation Therapy
Management Services, LLC (“NCRT”),! involving the combination of their existing,
freestanding radiation oncology equipment and services into a single joint venture limited
liability company to be named Vidant Radiation Oncology (“VRO™), We ask that the Agency
confirm that this joint venture 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/b/a Leo Jenkins
Cancer Center (“Cancer Center”), a 50/50 joint venture between East Carolina University Brody
School of Medicine (“ECU”) and Vidant, owns and operates two existing linear accelerators
(“linacs”) and CT simulators, pursuant to CON Project I.D. Q-8562-10. See Certificate of Need
attached as Exhibit 1 and Exemption Request and Approval to Replace a CT Simulator attached
as Exhibit 2. Vidant also owns and operates a Cyberknife linac, which is operated as a
freestanding radiation treatment service at the Cancer Center, pursuant to CON Project 1.D. Q-
8558-10 and Material Compliance letter dated May 19, 2011. See Certificate of Need attached as
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 affiliate of 21st Century Oncology.

RT-3036021 v9



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

Second, as part of a joint venture, Vidant and NCRT will be combining and contributing
their existing freestanding radiation oncology services, medical 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 described above.> Therefore, as a result of these two steps (collectively, the
“Transaction”), no linacs will be relocated or added to Linear Accelerator Service Area 27, as
defined by the 2015 State Medical Facilities Plan (“SMFP™).

DISCUSSION

L Obtaining NewCo’s Interest in the Equipment Does Not Require a CON.

As Step #1 to the Transaction, Vidant seeks to acquire 100% ownership 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 equipment, will
now become the 100% owner. The linacs and simulators will continue to be operated at the
Cancer 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 expansion of any new facility, service or equipment, and the State’s inventory of

linacs will not change. No new or additional linacs will 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 until all
necessary approvals are obtained from the Agency,



State. As detailed below in Section II, 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 Regulated Under CON Law.

Likewise, Step 2 in the Transaction -- Vidant and NCRT contributing their respective
linacs 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 joint venture of two existing entities that already actively provide 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. 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 not expressly contain.”),

Here, Vidant and NCRT will place the ownership 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 have already determined that a CON is not required
for similar membership interest changes pertaining to CON regulated equipment. See Id,

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



Services, PLLC, et al., attached as Exhibit 8; In re: Request for Declaratory Ruling by Radiation
Therapy Services, Inc. et. al, attached as Exhibit 9; No Review/WakeMed/Acquisition of
Ownership Interest of CSA-1, Owners of Five Heart-Lung Bypass Machines Located in
WakeMed/Wake County attached as Exhibit 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 of a
linac. In fact, the underlying linac ownership 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
acquiring 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 of any person” a linear accelerator
and simulator, 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). Ownership of the radiation therapy equipment will largely be
unaffected by this transaction. That equipment 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 through which NCRT and Vidant continue to own the

radiation oncology treatment equipment.



A fundamental concept of corporate law is that the owners of corporate stock are distinet
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, LLC
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. /d. 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 the VRO,

CONCLUSION

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

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



10.

11.

EXHIBITS
Certificate of Need CON Project I.D. Q-8562-10
Exemption Request (without exhibits) and Approval to Replace CT Simulator
Certificate of Need CON Project L.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, 201 1

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
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Depaitent af Health and Humarn Sevices ;
Division af Health Sevvice Regilatiorn

CERTIFICATE OF NEED

for
Project Identification Number #Q-8562-10

FID #100878

ISSUED TO: NewCo Cancer Services, LLC
P.O. Box 6028 :
Greenville, NC 27835

Pursuant to N.C, Gen. Stat.'§ 131E-175, et, seq., the North Carolina Depattment 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 a:manner consistent with the representations in the project application and with the
conditions contained herein and shall make good faith efforts to meet the timetable contained
herein. The certificate holder shall noti exceed the maximum’ capital expenditure amount
specified herein during the development of this project, except as provided by N.C. Gen. Stat. §
131E-176(16)e. The certificate holder shall not transfer or assign this cettificaté o any other
person except as provided in N.C, Gen, Stat, § 131E-189(c). This ceitificate is valid only for the
scope, physical location, and person(s) described herein, The Department may withdraw this
certificate pursuant to N.C. Gen, Stat, § 131E-189 for any of the reasons provided in that law,

SCOPE: NéwCo Cﬁllcex' ,Sc‘wiéefs‘ shallj acﬁtlilfe two éxisting linear acgélerators, CT
simulator, and | related ‘equipment, and wmultispecialty oncology physician
practices from Tast Carolina University Brody School of Medicine/ Pitt County

CONDITIONS:  See Reverse Side
PHYSICAL LOCATION: Pitt County Memorial Hospital
600 Moye Boulevard
Grqenvil]e, NC 27834
MAXIMUM CAPITAL EXPENDITURE; $9,700,000
TIMETABLE: Sce Reverse Side
FIRST PROGRESS REPORT DUE: May 1, 2011

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

ificate of Need Section
Division"of Health Service Regulation
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CONDITIONS:

1,

NewCo Cancer Services, LLC shall materially comply with all representations
made in its application,

NewCo Cancer Services, LLC shall not acquire, as part of this project, any equipment
that is not included in the project’s proposed capital expenditure in Section VIII of the
application or which would otherwise require a certificate of need,

NewCo Cancer Services, LLC shall acknowledge acceptance of and agree to comply with
all conditions stated herein fo the Cortificate of Need Seetion in writing prior to the
issuance of the certificate of need.

A letter aclnowledging acceptance of and agreeing to comply with all conditions stated in the
conditional approval letter was received by the Certificate of Need Section on December 6,2010.

TIMETABLIE:

Occupancy/Offering of service(s) . . April 1, 2011 -

13
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North Carolina Department of Health and Human Setvices
Division of Health Setvice Regulation

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

Drexdal Pratt

Division Director

September 13, 2013

Jeffrey Shovelin, Director of Corporate Planning
Vidant Health

Post Office Box 2068

Greenville, North Carolina 27835-6028

Exempt from Review - Replacement Equipment

Facility or Business:  Vidant Medical Center

Project Description: ~ Replace CT Scanner and CT Simulator at the Leo Jenkins Cancer Center
County: Pitt

FID #: 933410

Dear Mr. Shovelin:

In response to your letter of August 14, 2013, the above referenced proposal is exempt from certificate of
need review in. accordance with N.C.G.§ 131E-1 84(a)(7). Therefore, you may proceed to acquire,
without a certificate of need, the GE Optima CT580 16 Slice CT Simulator to replace the existing
Siemens SimView CT Scanner. 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. Further please be advised that as soon as the replacement equipment is acquired, you
must provide the CON Section and the Medical Facilities Planning Section with the serial number of the
new equipment to update the inventory, if not already provided,

Moreover, you need to contact the Acute and Home Care Licensure and Certification Section and the
Construction Section to determine if they have any requirements for development 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 Agency and a separate
determination. If you have any questions concerning this matter, please feel free to contact this office.

Certificate of Need Secction
Ahh ' www.ncdhhs.gov .
i fs Telephone: 519-855-3873 « Fax: 919-733-8139 . Y
Location: Edgerton Building + 809 Ruggles Drive + Raleigh, NC 27603
Mailing Address: 2704 Mail Service Center *Raleigh, NC 27699-2704
An Equal Opportunity/ Affirmative Action Employer
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Jeffrey Shovelin
September 13, 2013

Page 2

Sincerely,

E%e Rhoe-Jones a-Yf—

Project Analyst Certificate of Need Section
ce: Acute and Home Care Licensure and Certification, DHSR

Construction Section, DHSR
Medical Facilities Planning Branch, DSHR
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August 29, 2013

Ms, Jane Rhoe-Jones

Certificate of Need Section

Division of Health Service Regulation

NC Department of Health and Human Services
2704 Mail Service Center

Raleigh, NC 27699-2704

RE: Request for “No Review” for Replacement CT Scanner and Ator at the Leo Jenkins Cancer
Center

Dear Ms. Rhoe-Jones:

NewCo Cancer Services, LLC (N ewCo), a joint venture between Vidant Medical Center and ECU’s Leo
Jenkins Cancer Center, plans to replace an existing CT simulator with new equipment. NewCo believes
that the proposed equipment replacement is not subject to review under North Carolina’s Certificate of
Need (CON) laws.

The proposed project includes the replacement of a Siemens SimView CT scanner with a GE Optima
CT580 16 slice CT simulator (see Appendix A for vendor quotes and Appendix B for equipment
comparison table and brochure). The equipment will be secured through acoumulated reserves. The
reason for this replacement is due to age and the need for upgraded technology to provide optimal care,
Only minor renovations are needed for the existing CT simulator suite (See Appendix C for drawings and
construction estimate). The total capital costs for the proposed replacement is estimated to be $
1,147,781 (see Appendix D for the Capital Cost Sheet). These costs include all expenses associated with
the equipment and minor renovations. After the new scanner is operational, the existing equipment will
be permanently removed from the facility and will no longer be exempt from CON law (see Appendix E
for required documentation of equipment removal).

NewCo’s proposed project meets the definition of replacement equipment found in G.S. 13 1E-176(22a).
The total capital expenditure for the equipment is less than $2,000,000 and the equipment being
purchased is for the sole purpose of replacing comparable medical equipment. Since NewCo’s proposal
meets the definition of “replacement equipment”, G.S. 131E-184(a)(7) exempts this project from review.
Therefore, NewCo requests approval of a no review status for the proposed project,

If you require additional information or clarification, please contact me at (252)-847-363 1.

D Py D2

Jeffrey Shovelin
Director of Corporate Planning
Vidant Health

iy
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Department af Health and Humorn Sevvices ;
Division of Fealthh Sevvice Regrlation

CERTIFICATE OF NEED
£
Project Identiﬁcatim(l) lI;hImber #Q-8558-10

FID #933410

e

ISSUED TO: Pitt County MemrlalHospltal,
© P.O.Box6028"
Greenville,NC27835

Pursuant to N.C. Gen: Stat. §131E-175; ¢f. séq., the Nortli Carolma _}I')'égé‘i_jmcnt of Health and
Human Services hereby authorizes the persoil or persons named-above {the *certificate holder”)

to develop the certificate of need project identified above. The certificate holder shall develop
the project in a manner’consistent with the representations in the project application and with the
conditions contained hetein and shall make good faith efforts to meet the timietable contained
herein.  The ‘cettificate holder shall. not exceed the maximum capital expenditure amount
specified herein during the developmen of this project, except 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 proyided in N.C.'Gep. Stat. § 13 1B-189(c). ‘This ceitificate is valid'only for the
scope, physical:location, and persoi(s) des ;

certificate pursuant foN.C. Gen. Stat. § 1315-189 for any of the

SCOPE: Pitt County. Memorial Hospital shall acquh

and related equipment from East Carolina Univ

) described herein. The Department may withdraw this

ons provided in-that law,

‘ _lép;‘-l{nkii“e.ﬂif#ﬁiqsﬁrgery system
ity Brody School of Medicine/

Pitt County - =
CONDITIONS: ' See Reverse Side

7600 Moyé Boulevard - -
Greenville, NC27834

PHYSICAL LOCATION: Pitt County Memaorial Hospital =~

MAXIMUM CAPITAL EXPENDITURKE: $4,750.000

TIMETABLE: See Reverse Side

FIRST PROGRESS REPORT DUE: May 1, 2011

This certificate is effective as of the 30" day of December, 2010
Crac P SLSH

Chief, Ceyfificate of Need Section
Division of Health Service Regulation

19



(ATE OF NORTH CAgo,- y

CD Depatment of Health and Humarn Sevvices ;
Division af Health Sevuice Regelation

CERTIFICATE OF NEED
for
Project Identificatio: Number #Q-8558-10

FID #933410

ISSUED TO: Pitt County MemmalHo ital,
~ P.O.Box6028
Greenville, NC 27835

Pursuant to N.C. Gen: Stat. § 131E-175; ¢f. seq.; the'North Carolinia Dépaitment of Health and
Human Services hereby authorizes thé person or persons named-above {the “certificate holder”)
to develop the certificate of need project identified above. The certificate holder shall develop
the projeet in a manney‘consistent with the representations in the projéct application and with the
conditions contained ‘herein and shall make good faith efforts to meet the timetable contained
herein. The ccitificate holder shal not, exceed the maximum:capital expenditure amount
specified herein during the deyélopment of this project, except, as pic vided'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 person(s) described herein, The Departmént may' withdraw this
certificate pursuant toN.C. Gen, Stat.'§ 131E-189 for any of the asons provided in that law.

SCOPE: Pltt le_xn.‘tsi..‘.Melﬁblt:iél Hospltalshall acqui CybelKnlferadmsurgery system
and related equipment from East Carolina University Brody-S¢hool of Medicine/

Pitt. Coumty - |
CONDITIONS: -

See Rev'érsgr_S“idq_k N

PHYSICAL LOCATION: Pift County Memorial Hospital
1600 Moye Boulevard -\ 0
) "'ijg:gg}(il_[_g, NC27834

MAXIMUM CAPITAL EXPENDITURE: $4,750,000
TIMETABLLE: See Reverse Side

FIRST PROGRESS REPORT DUE: May 1,2011

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

Divisionof Health Service Regulation
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CONDITIONS:

1. Pitt County Memorial Hospital, Incorporated shall materially comply with all
representations made in its application,

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

3. Pitt County Memorial Hospital, Incorporated shall acknowledge acceptance of and
agree to comply with all conditions stated herein to the Certificate of Need Section in
writing prior to the issuance of the certificate of need.

A letter acknowledging acceptance of and agreeing to coinply with all conditions stated in the
conditional approval letter was received by the Certificate of Need Section on December 6, 2010,

TIMETABLE:

Occupancy/Offering of service(s) | January 1, 2011

21
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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 » Raleigh, North Carolina 27699-2704

Beverly Eaves Perdue, Governor www.nedhhs.gov/dhsy Craig R, Smith, Section Chief

Lanier M. Cansler, Secretary Phone: 919-855-3873
Fax; 919-733-8139

May 19, 2011

Mr. Jeff Shovelin, Director of Corporate Planning
Pitt County Memorial Hospital

2100 Stantonsburg Road

Greenville, NC 27835

RE:  Material Compliance/ Project 1D, # Q-8558-10 Pitt County Memorial Hospital shall acquire a
CyberKnife radiosurgery system and related equipment from East Carolina University Brody School
of Medicine/ Change from operating the CyberKnife as a hospital-based service to a freestanding
radiation treatment center/ Pitt County
FID # 933410

Dear M. Shovelin:

In response to your correspondence dated April 18, 2071 regarding the above referenced project, the
Certificate of Need Section has determined that the proposed change is in material compliance with
representations made in the application. These changes include obtaining an additional NPT number and new
Medicare and Medicaid identification numbers to operate the CyberKnife service as a freestanding radiation
treatment center at the same location in the Leo W, Jenking Cancer Center. This change in operating status
does not constitute a change in the equipment to be acquired from East Carolina University Brody School of
Medicine. However, you should contact the Construction Section of the Division of Health Service
Regulation to determine if they have any requirements pertinent to the proposed change. -

It should be noted that this Agency's position is based solely on the facts represented by you and that any
change in facts as represented would require further consideration by this Agency and a separate
determination,

If you have any questions concerning this matter, please feel free fo contact this office. Please refer to the
Project LD.# and Facility LD.# (FID) in all correspondence,

Bernetta Thorne-Williams, Project Analyst - Craig R, $fith, Chief ,
- Certificate of Need Section

oo ’..Medical Tacilities Planning Section, DHSR
Construction Section, DHSR
Acute Care Licensure and Certification Section, DHSR

dhhs Location: 701 Barbour Drive w Dorothea Dix Hospital Campus = Raleigh, N.C. 27603
. An Equal Opportunity / Affirmative Action Employer
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Prrt County MEMORIAL HOSPITAL
University Health Systems of Eastern Carolings.

F

April 18, 2010

Mr. Craig Smith, Chief

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

2704 Mail Service Center

Raleigh, NC 27699-2704

Re: Notification of a minor project change to Project ID #Q-8558-10 / Pitt County Memorial Hospital,
Inc, / Acquire CyperKnife (linear accelerator) from Brody School of Medicine / Pitt County
FID#933410

Dear Mr. Smith:

This letter serves as notification of a minor project change in approved Project ID #Q-8558-10 / Pitt
County Memorial Hospital, Inc. / Acquire CyperKnife (linear accelerator) from Brody School of
Medicine / Pitt County. We believe the change outlined below does not constitute a material
difference in the representations made in the original CON. The changa was necessary to comply
with the new CMS Life Safety Code Requirements effective February, 2011.

Specifically, in the original application, Pitt County Memorlal Hospital, Inc., (PCMH) stated the
CyberKnife would be operated in its existing location in the existing Leo W. Jenkins Cancer Center
(LWJCC) as a hospital-based service under the hospital's existing provider numbers. As a result of
new CMS Life Safety Code Requirements effective February, 2011, the LWJCC does not mest the
requirements for institutional space. Therefors, in its existing location, the CyberKnife cannot be
operated as a hospital-based service without first incurring significant capital improvements,

To address this issue, PCMH will operate the CyberKnife in its current location, but instead of
operating as a hospital-based service, PCMH will obtain an additional NPI number and new
Medicare and Medicaid identification numbers to operate CyberKnife services as a freestanding
-radiation treatment center, doing business as "UHS CyberKnife", PCMH believes this change has
not materially altered the approved CON as these changes do not require modifications to
ownership, need, services to be provided, patients to be served, capital costs, staffing, time lines, or
financial projections. :

If you need additional information or have any questions, please do not hesitate to call me at (252)
847-3631 or email me directly at jshoveli@uhseast.com.

Sincerely,

A Srovd

Jeff Shovelin
Director of Gorporate Planning,
University Health System of Eastern Carolina

" 2100 Stantonshirg Road - - B.O:Box 6028  Greonville, North Carofion 278356028+ .~




25



Notth Carolina Department of Health and Human Setvices
Divigion of Health Service Regulation
Office of the Director
2701 Madl Setvice Center * Raleigh, North Catolina 27699-2701

Michael F. Rasley, Governor Robert J. Plzgerald, Director

Dempucy Benton, Secretary Phone:  919-855-3750
Frx: 919-733-2757

Septemiber 1§, 2007

CERTIFIED MATY,

Susan H. Hargrove, Bsquire
Smith, Anderson, Blount, Dorsett
Mitchell & Jernigan, L.L.P.

P.O. Box 2611

Raleigh, NC 27602-2611

RE: Declaratory Ruling for Radiation Therapy Services, Inc, and North Caroline Radiation
Therapy Management Services, Inc,

Dear Ms. Hargrove:

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

RJE:JH:peb
Enclosure
ce:  Jeff Horton, Chief Operating Officer, DHSR

Lee Hoffman, Chisf, Certificate of Need Section, DHSR
Azzie Conley, Chicf, Acute and Home Care Licensure and Certification Sectlon, DHSR

Marc Lodge, Special Deputy Attorney General, DOJ

6]

AH}% Location: 701 Barbour Drive w Dorothes Dix Hospital Campus = Raleigh, N,C. 27603
galil, An Bqual Opportunity / Affirmative Action Employer
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NORTH CAROLINA DEFARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

RALEIGH, NORTH CAROLINA
IN RE: REQUEST FOR )
DECLARATORY RULING BY RADIATION )
THERAPY SERVICES, INC, ANDNORTH ) ' DECLARATORY RULING
CAROLINA RADIATION THERAPY )
MANAGEMENT SERVICES, INC. )

I, Robert J. Fitzgerald, Director of the Division of Health Service Regulatidn (the
“Department”), hereby issue thig declaratory ruling to Radiation Therapy Services, Inc. d/b/a/
21" Century Oncology (“RTS™) and North Carolina Radiation Therapy Management Services,
Ine. (“NC Radiation”) (oolleotiva]y “Petltioners”) pﬁrsuant to N.C,G,S, § 150B-4, 10A NCAC
14A.0103, and the autlhoriiy delegated to me by the Secretary of the Nosth Carolina Department
of Health and Human Services. Petitioners have filed o Declaratory Ruling Request (the
“Request”) asking the Department to issue a deéla.ratory ruling that they may acquire all of the
stock of Carolina Rﬁdiah‘on and Cancer Treatment Center, Inc. (“CRTC") without certificate of
need (“CON™) review.

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

material facts as provided by counsel for Petitioners ure set out below,

£0'd z:¢l Loog pl dsg L5LZECiB 6 IREY JIHIN/SH0
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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 {s a North Carolina corporation
that i3 & wholly-owned subsidiary of RTS. Both have their principal business address in Fort
Myers, Florida.

Petitioners wish to acquire 100% of the lssued and outstanding stock of CRTC, which
they state is 4 North Carolina corporation owned by Dr, Gordon Koltis that operates a radiation
therapy facility for cancer patients. Petitioners describe CRTC as an oncology treatment oenter
that, prior to 26 August 2005, would have been & “health service facility” as defined in N.C.G.8,
§ L13LE-176(9b). S.L. 2005-325 eliminated oncology treatment centers from the category of
“health service facilitles,” effective 26 August 2005.

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

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

I note from the files of the Department that the inventory report of linear aceclerator
equipment submitted by Carolina Radiation Medicine, P.A., certified and dated by Gordon G,

Koltis on April 6, 2007, identifies only one linear acoelerator owned by CRTC, The Department

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

$0°d 821zl £00Z bl dag LSLZELLBlE I nES QONIH 8¢
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Petitioners represent that they have executed a stock purchase egreement by which NC
Radiation will acquire 100% of the issued and oﬁtstanding capital stock of CRTC from Dr.
Koltis. After closing the transaction, Petitioners sltzlte thai CRTC will remain a separate
corporate entity that is a Wholly-owned subsidiary of NC Radiation. They state that CRTC will
continue to operats its freestanding radiation therapy facility at the same location in Greenville,
Pitt County, North Carolina, in the same manner in whioch it operated prior to the transaction in
all material ways. Petitioners will pay more than two million dollars to purchase the CRTC
stock. The closing of the transaction is conditioned on receiving oconfirmation from the
Department that acquisition of the stook will not require a certificate of need.

ANALYSIS

N.C.G.8. § 131E-178 provides that no person shall offer or develop “a new institutional
health service" without first obtaining a COT\T. N.G.C.8. § 131E-176(16) defines “new
institutional health service” to include: (1) “The acquisition by purchase, donation, ]easé,
transfer, or comparable arrangement” of a linear accelerator “by or on behalf of any person,”
N.G.C.8. § 131B-176(16)f1.5a, and (2) “The obligation by any person of a capital expenditure
excoeding two million dollars ($2,000,000) to develop or expand a heath service or a health
service facility, or which relates to the provision of a health service,” N.C.G.S. § 131B-176(16)b.

The transaction described by Petitioners does not constitute the acquisition of a linear
accelerator or & simulator by any person because ownership of the one reported linear accelerator
and one reported simulator here will nf;t 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 héa[th service or a

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

504 Legl Lo0Z pl odes {5LZEELBLE I REY JRHIN/ S
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location in a manner that is the same in all material respects as it operated prior to the
transaction, In addition, pursuant to S.L. 2005-325, oncology treatment centets are not “health
service facilities” for purposes of the CON law.

Finally, on the specific facts of this case, the trangaction proposed by Petitloners is not “a .
capital expenditure , . . which relates to the provision of a health service” within the meaning of
N.C.G.S. § 131E-176(16)b. The definition of “heslth service” Speciﬁ{:allS/ “does not include
administrative and other activities that are not intogral to clinical management.” Petitioners'
representations indlcate that stock ownership of CRTC is not integral to the clinical management
of CRTC, because in all material respects the operations of CRTC will not change.

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

CONCLUSION

For the foregoing reasons, assuming the statements of fact in the Request to be true, [
conelude that the acquis%ﬁon by Petitioners of 100% of the outstanding aund issued stock of
CRTC, in the manner represented by Petitioners in the Request, is not subject to CON review,

This ruling is subject to the condition that, after the transaction, CRTC continues to
operate its freestanding radiation therapy facility at the same location in Greenvills, Pitt County,
North Caroling, in the same manner in which i‘g operated prior to the {ransaction in a1l material

ways.
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This ruling is not intended to address, expand or validate any actlvities or status of CRTC
with respeot to the requirements of the CON law as it relates to CRTC. The ruling {s limited to
the specific facts prosented in the Request, It specifically does not address the status of any

linear accelerator that CRTC may own or-claim to own.

This M%ﬁyo o

N.C. Department of Health and Human Services

tntd Leigl  Lnoz vl deg LBL2EELBLE T RE JINAR/ 844
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CERTIFICATE OF SERVICE

I certify that a copy of the foregoing Declaratory Ruling has been served upon the
lonagency party by certified mail, return receipt requested, by depositing the copy in an
official depository of the Unfted States Postal Service in a first-clags, postage pre-paid
envelope addressed ag follows:

susan H, Hargrove, Esq, ‘
Smith, Anderson, Blount, Dorgett
Mitchell & Jernigan, L.L.P,

P.O, Box 2611

Raleigh, NC 27602-2611

This the 4% day of September, 2007,

Fote—

; ,oft‘g/{%' iy |
“hief Operating Officer

gl d S LErl L00T ¢l odes LSLZERLBIB I nEY JOHDINH/844
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Division of Health Service Regulation
Certificate of Need Section
2704 Mail Service Center m Raleigh, North Carolina 27699-2704

Beverly Eaves Perdue, Governor www.ncdhhs.gov/dhsr Lee Hoffman, Section Chief
Lanier M, Cansler, Secretary : Phone: 919-855-3873
Fax: 919-733-8139

June 29, 2009

Renee J. Montgomery, Partner

Parker Poe Adams and Bernstein LLP
Post Office Box 389

Raleigh, NC 27602-0389

RE:  Exempt from Review - Replacement Equipment/ Radiation Therapy Services, Inc. d/b/a 21°
Century Oncology, North Carolina Radiation T herapy Management Services, Inc. and
Carolina Radiation and Cancer Treatment Center, Inc/ Acquire a replacement linear
accelerator for the second linear accelerator located at CRCTC in Greenville/ Pitt County

Dear Ms. Montgomery:

In response to your letters of June 23, 2009, November 18, 2008, and July 29, 2008, the above
referenced proposal is exempt from certificate of need review in accordance with N.C.G.S 131E-
184(a)(7). Therefore, you may proceed to acquire, without a certificate of need, the Varian 2100C,
sim 1167, to replace the existing Varian 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.

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 A gency and a separate
determination. If you have any questions concerning this matter, please feel free to contact this
office,

_§_igcerely, 3 Y
7“;?:{/%&/%

F. Gene DePorter, Project Analyst
4 AR
LegZB/Hoffman,

Certificate of Need Section

e Medical Facilities Planning Section, DHSR

A"\hs Location: 701 Batbour Drive m Dorothea Dix Hospital Campus w Raleigh, N.C. 27603
An Equal Opportunity / Affirmative Action Employer
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North Carolina Department of Health and Human Services
Division of Health Setvice Regulation
Office of the Director
2701 Mail Service Center * Raleigh, Notth Carolina 27699-2701
http:/ /www.ncdhhs.gov/dhsr

Beverly Baves Perdue, Govetnor Drexdal Pratt, Divector

Lanier M, Cansler, Seccetaty Phone: 919-855-3750
Fax: 919-733-2757

November 4, 2011 CERTIFIED MAIL & FACSIMILE

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

430 Davis Drive, Suite 400
Morrisville, NC 27560

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

Dear Mr. Stewart:

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

Sincerely,

~ Drexdal Pratt ’
DP:JH:peb
Enclosure

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

T

d.hhs Location: 809 Ruggles Drive s Dorothea Dix Hospital Campus a Raleigh, N.C. 27603 e
An Equal Opportunity / Affirmative Action Employer
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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 ) DECLARATORY RULING
HOSPITAL AUTHORITY D/B/A )
CAROLINAS HEALTHCARE SYSTEM )

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

‘The Chatlotte-Mecklenburg Hospital Authority d/b/a Carolinas Healthcare System
(“CMHA?”) bas requested a declaratory ruling to confirm that its acquisition of the membership
interests of University Radiation Oncology Center, LIC (“UROC”) and its continued operation
of that facility may proceed without first obtaining a Certificate of Need (“CON™). This ruling
will be binding upon the Department and the entities requesting it, as long as the material facts
stated herein are accurate. This ruling pertains only to the matters referenced herein. Except as
provided by N.C.G.S. § 150B-4, the Department expressly reserves the right to make a
prospective change in the interpretation of therstatutes and regulations at issue in this Declaratory
Ruling. William W, Stewart of K&L Gates LLP has requested this ruling on CMHA’s behalf
and has provided the material facts upon which this ruling is blased.

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

28262, is a limited liability company which provides radiation therapy treatment. UROC was
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acquired by Radiation Oncology Centers of the Carolinas, Inc. (“ROCC”) pursuant to an
exemption in August 1997, Currently, UROC operates a Varian 2100C linear accelerator and
GE Highspeed Advantage CT simulator, which the CON Section previously approved.

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

ANALYSIS

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

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

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

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

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

CONCLUSION

For the foregoing reasons, assuming the statements of fact in the request to be true, 1
conclude that CMHA does not require a certificate of need in order to proceed with the purchase
of ROCC’s membership interests in UROC.,

This the ZI[“'“'l day of November, 2011,

Drexdal ?ratt, Director
Division of Health Service Regulation
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 facsimile and certified mail, return receipt requested, by depositin g the copy
in an official depository of the United States Postal Service in a first-class, postage pre-paid
envelope addressed as follows:

CERTIFIED MAIL

William W. Stewart
K&I Gates LLP
430 Davis Drive, Suite 400

Mortisville, NC 27560

Jef rgﬁ{%/ 7

Chi#f Operating Officer

This the 4™ day of November, 2011.
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NORTH CAROLINA DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION
RALEIGH, 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

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

Wake Radiology Oncology Services, PLLC (hereinafter “WROS”); Cancer Centers of
North Carolina, P.C. (“CCNC”); US Oncology, Inc. (“USON™) and its subsidiary AOR
Management Company of Virginia, LL.C (“AOR”); and WakeMed have requested a declaratory
ruling to confirm that the acquisition of the membership interests in WROS and the continued
operation of the oncology treatment center may proceed without first obtaining a certificate of

| need. This ruling will be binding upon the Department and the entities requesting it, as long as
the material facts stated herein are accurate. This ruling pertains only to the matters referenced
herein. Except as provided by N.C.G.S. § 150B-4, the Department expressly reserves the right to
make a prospective change in the interpretation of the statutes and regulations at issue in this
Declaratory Ruling. Attorneys for the Petitioners 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
certain physician-members, each of whom owns a specific percentage of the total membership
interests in WROS. WROS provides radiation oncology treatment services at 300 Ashville
Avenue, Suite 110, Cary, North Carolina, based on a certificate of need that was issued in 1997
to own an oncology treatment center and to operate a linear accelerator and simulator and other
equipment used in furnishing radiation oncology services, .

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

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

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

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

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

treatment center established pursuant to the CON it received in 1997.
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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
accelerator and simulator that had been recognized in the SMFP inventory for seven yearé. Since
it already owned the equipment, it was not required to obtain a second CON to be able to
continue to operate its linear accelerator and simulator.

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

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

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

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

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

service” without first obtaining a CON. N.C. Gen. Stat. § 131E-178. The list of new
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institutional health services includes “the acquisition by purchase, donation, lease, transfer or
comparable arrangement” of a linear accelerator or simulator “by or on behalf of any person,”
N.C. Gen. Stat. § 131E-176(16)(f1)5a, 9, and “the obligation by any person of a capital
expenditure exceeding two million dollars ($2,000,000) to develop or expand a health service or
a health service facility, or which relates to the provision of a health service,” N.C. Gen. Stat. §
131E-176(16)(b).

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

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

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

owns the oncology treatment center. There will be no capital expenditure to develop or expand a
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health service or health service facility because the same equipment will continue to be operated
at the same location, and no expansion of services is proposed.

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

CONCLUSION

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

This the day of September, 2010.

Drexdal Pratt, Director
Division of Health Service Regulation
N.C. Department of Health and Human Services
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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 first-class, postage pre-paid envelope addressed
as follows:

CERTIFIED MAIL

Ronald I. Kirschbaum

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

Raleigh, North Carolina 27607

Attorneys for Wake Radiology Oncology, PLLC

William R, Shenton

POYNER SPRUILL LLP

301 Fayetteville Street, Suite 1900

Raleigh, North Carolina 27601

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

SMITH MOORE LEATHERWOOD LLP
P.O. Box 21927

Greensboro, North Carolina 27420
Attorneys for WakeMed

This the day of September, 2010,

Jeff Horton
Chief Operating Officer
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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. AND NORTH
CAROLINA RADIATION THERAPY
MANAGEMENT SERVICES, INC.

DECLARATORY RULING

i i S

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

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

material facts as provided by counsel for Petitioners are set out below,
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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 a North Carolina corporation
that is a wholly-owned subsidiary of RTS. Both have their principal business address in Fort
Myers, Florida.

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

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

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

I note from the files of the Department that the inventory report of linear accelerator
equipment submitted by Carolina Radiation Medicine, P.A., certified and dated by Gordon G.

Koltis on April 6, 2007, identifies only one linear accelerator owned by CRTC. The Department

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

ANALYSIS

N.C.G.S. § 131E-178 provides that no person shall offer or develop “a new institutional
health service” without first obtaining a CON. N.G.C.S. § 131E-176(16) defines “new
institutional health service” to include: (1) “The acquisition by purchase, donation, lease,
transfer, or comparable arrangement” of a linear accelerator “by or on behalf of any person,”
N.G.C.S. § 131E-176(16)f1.5a, and (2) “The obligation by any person of a capital expenditure
exceeding two million dollars ($2,000,000) to develop or expand a heath service or a health
service facility, or which relates to the provision of a health service,” N.C.G.S. § 13 1E-176(16)b.

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

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

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

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

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

CONCLUSION

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

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

the specific facts presented in the Request. Tt specifically does not address the status of any

linear accelerator that CRTC may own or claim to own,

This day of , 2007,

Robert J. Fitzgerald, Director
Division of Health Service Regulation
N.C. Department of Health and Human Services
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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 prepaid envelope addressed
as follows:

CERTIFIED MAIL

Susan H. Hargrove

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

P.O. Box 2611

Raleigh, NC 27602-2611

This day of , 2007.

Jeff Horton
Chief Operating Officer
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EXHIBIT

North Carolina Department of Health and Human Services
Division of Health Service Regulation
Certificate of Need Section
2704 Mail Service Centet * Raleigh, North Carolina 27699-2704

http:

.ncdhhs, 8

Drexdal Pratt, Director
Beverly Eaves Perdue, Governor Craig R. Smith, Section Chief
Albert A, Delia, Acting Secretary Phone: (919) 855-3873

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

Maureen Demarest Murray
Smith, Moore, Leatherwood

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

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

Dear Ms. Murray:

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

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

Please contact the CON Section if you have any questions,

Sincerely, :
Mac 1 Gm K Sy

Michael J”McKillip Craig R&Smith, Chief

Project Analyst Certificate of Need Section

géhh Location: 809 Ruggles Drive, Dorothea Dix Hospital Campus, Raleigh, N.C, 27603
7\l S An Equal Opportunity/A ffirmative Action Employer
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February 8, 2012

Via E-Mail and U.S, Mail

Mr. Craig R. Smith, Chief

Ms. Martha Frisone, Assistant Chief

North Carolina Department of Health
Service Regulation

Certificate of Need Section

2704 Mail Service Center

Raleigh, North Carolina 27696-2704

Re:  WakeMed Acquisition of Ownership Interests in CSA-1

Dear Mr, Smith and Ms, Frisone:

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

_ The Agency has issued numerous declaratory rulings and no review letters that
acknowledge that acquisition of ownership interests in a legal entity does not constitute a
reviewable acquisition of the medical equipment owned by. that legal entity. For example, in a
declaratory ruling issued to New Hanover Perfusionists, Inc., the Agency determined that the
purchase of stock did not constitute the ‘acquisition of a heart-lung bypass machine because
ownership of the regulated heart-lung bypass equipment would not change, The Agency also
determined that the transaction was not an obligation to develop or expand a health service or
health service facility because the equipment company was not a health service facility. The
stock purchase transaction proposed also was not “a capital expénditure ... which relates to the
provision of a health service” within the meaning of N.C, Gen, Stat, § 131E-176(16)(b). The
definition of “health service” specifically “does not include administrative and other activities
that are not integral to clinical management.” Stock or membership interest ownership is not
integral to clinical management. I re: Request for Declararory Ruling by New Hanover
Perfusionists, Inc., January 24, 2008.



Mr, Craig R, Smith, Chief

Ms. Martha Frisone, Assistant Chief
February 8, 2012

Page 2

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

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

contact us. We appreciate your consideration,

Sincerely yours,

SMITH MOORE LEATHERWOOD LLP

%M (ornandt

Maureen Demarest Murray

cc: Stan Taylor, WakeMed
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Notth Carolina Department of Health and Human Services
Division of Health Setvice Regulation
Certificate of Need Section
2704 Mail Service Center » Raleigh, North Carolina 27699-2704

./

W, sgov/dh

Drexdal Pratt, Director

Beverly Eaves Perdue, Governor Craig R. Smith, Section Chief

Albest A, Delia, Acting Secretary

February 27, 2012

Gary S. Qualls

K & L Gates, LLP

P.O. Box 14210

Research Triangle Park NC 27709-4210

Phone: (919) 855-3873
Fax: (919) 733-8139

RE:  No Review / Rex Hospital, Inc. / Acquisition of ownership interests of CSAMS Lake Boone,
LLC, owners of three heart-lung bypass machines located at Rex Ho spital / Wake County

FID #: 953429

Dear Mr. Qualls:

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

effective,

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

in the number of square feet to be constructed,

Please contact the CON Section if you have any questions,

Sincerely,
Michael J. McKill Craig RCBmith, Chief
Project Analyst Certificate of Need Section
Location: 809 Ruggles Drive, Dorothea Dix Hospital Campus, Raleigh, N.C. 27603
dhhs An Equal Opportunity/Affirmative Action Employer
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Post OfTice Box 14210
Research Triangle Park, NG 27708-4710

L5
\;‘\ 430 Davis Drive, Suite 400
Receivedhy Y\ Morrisville, N 27560

irof e CON Seni
[ B *_O?.U;{EOR [} 1 918.466.1190 . klgates.com

| - d)_,--‘
E(& L } GATE S | K&L Gates e ‘\)J“h

Gary S. Qualls

D 919.466.1182

F 919.516.2072
gary.qualls@klgates.com
February 9, 2012

Mr, Craig R. Smith, Chief

Ms. Martha Frisone, Assistant Chief

North Carolina Department of Health
Service Regulation

Certificate of Need Section

2704 Mail Service Center

Raleigh, North Carolina 27696-2704

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

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

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



K&L|GATES

M. Craig R. Smith, Chief
Martha Frisone, Assistant Chief
February 9, 2012

Page 2

definition of “health service” specifically “does not include administrative and other activities
that are not integral to clinical management.” Stock or membership interest ownership is not
integral to clinical management. [n re: Request for Declaratory Ruling by New Hanover
Perfusionists, Inc.,, January 24, 2008.

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

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

Sincerely yours,

K&L GATES LLP

Sy 8 Qualle

Gary S. Qualls
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EXHIBIT

L

Notth Carolina Depaitment of Health and Human Services
Division of Health Setvice Regulation
Office of the Directot
2701 Mail Setvice Centet * Raleigh, Notth Carolina 27699-2701
http:/ /www.nedhhs gov/dhse

Beverly Haves Perdue, Govetnor Dyexdal Pratt, Dicector
Laniec M. Cansler, Secretaty Phone: 919-855-3750
Fax: 919-733-2757

November 4, 2011 CERTIFIED MAIL & FACSIMILE

William W. Stewart, Esq.
K& Gates LLP

430 Davis Drive, Suite 400
Morrisville, NC 27560

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

Dear Mr. Stewart:

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

Sincerely,

A (P

Drexdal Pratt
DP:JH:peb
Enclosure

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

e

dh.hs Location: 309 Ruggles Drive » Dorothea Dix Hospital Campus » Raleigh, N.C. 27603
An Equal Opportunity / Affirmalive Action Employer
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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 ) DECLARATORY RULING
HOSPITAL AUTHORITY D/B/A )
CAROLINAS HEALTHCARE SYSTEM )

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

The Charlotte-Mecklenburg Hospital Authority d/b/a Carolinas Healthcare System
(“*CMHA”) bas requested a declaratory ruling to confirm that its acquisition of the membership
interests of University Radiation Oncology Center, LLC (“UROC”) and its continued operation
of that facility may proceed without first obtaining a Certificate of Need (“CON"). This ruling
will be binding upon the Department and the entities requesting it, as long as the material facts
stated herein are accurate. This ruling pertains only to the matters referenced herein, Bxcept as
provided by N.C.G.S. § 150B-4, the Department expressly reserves the right to make a
prospective change in the interpretation of the statutes and regulations at issue in this Declaratory
Ruling. William W, Stewart of K&L Gates LLP has requested this ruling on CMHA’s behalf
and has provided the material facts upon which this ruling is b.ased.

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

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




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

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

ANALYSIS

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

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

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



have interpreted the applicability of the CON Law to the purchase of ownership interests in
health care organizations, for the fqllowin g Teasons;

CMHA’s acquisition of the membership interests in UROC does not constitute the
acquisition of a linear accelerator or a simulator because the ownership of the equipment will not

change, and the same equipment will be used to provide the same radiation oncology services, in

the same location. UROC will continue to own the two pieces of equipment and UROCs legal -

status as a cotporate entity will not change.

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

CONCLUSION

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

coriclide that CMHA does not require a certificate of need in order to proceed with the purcliase

of ROCC’s membership interests in UROC.

This the 4&&4 day of November, 2011.

e 0 (S—

Drexdal hatt Director
Division of Health Service Regulation
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 facsimile and certified mail, retumn 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 MATI,

William W. Stewart
K&L Gates LLP
430 Davis Drive, Suite 400

Morrisville, NC 27560

7) /4
Jef@;{rﬂ( / /7
Chigf Operating Officer

This the 4® day of November, 2011,







EXHIBIT

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.

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

The Charlotte-Mecklenburg Hospital 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 Mercy
request a Declaratory Ruling allowing the hospital facilities situated on the “Mercy Vail Avenue
Campus,” at 2001 Vail Avenue, Charlotte, NC 28207 (License # H0042), as well as some
specific off-campus outpatient services, to be relicensed as part of Carolinas Medical Center’s
license (License # H0071) without first obtaining a Certificate of Need (“CON"), and allowing
the good cause transfer of any outstanding CONs issued to Mercy-related CON projects. This
ruling will be binding upon the Department and the entity requesting it, as long as the material
facts stated herein are accurate. This ruling pertains only to the matters referenced herein.
Except as provided by N.C.G.S. § 150B-4, the Department expressly reserves the right to make a

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



License) and (6) F-7979-07 CMC-Pineville Phase II (will still be licensed 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 (¢).

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. §
131E-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,



CERTIFICATE OF SERVICE

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

CERTIFIED MAIL

K&L Gates, LLP

Gary S. Qualls, Esquire
430 Davis Drive, Suite 400
Morrisville, NC 27560

This the day of November, 2012.

Cheryl Ouimet
Chief Operating Officer
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LIL

North Carolina Department of Health and Human Seivices
Division of Facility Services
_ Office of the Director
2701 Mail Service Center s Raleigh, North Carolina 776992701

Michael F. Easley, Governor

. Rabert . Fitzgerald, Direcror
- . HODkﬂI' Odom, SECI'EERI’}’ P i Phone: 919“855'375O

Fax: 919-733.2757
July 15,2002

Robbig eberts, Manager - e ?
Market Planning | - ' '
WakeMed

Post Office Box 14465

Raleigh, North Carolina 27620-4463

Re: Dedaréfory Ruling for WakeMed'
Wake County -

Dear Mr.rRobe'f:ts:

I am enclosing a Declaratory Ruling that you requested in your letter received on May

15,2002. If questions arise, do not hesitate t [et me know.

Sincerely,
' =

Robert J. Fitzgerald
RJF:JRS:¢jp
Enclosure

cc:  Jackie R. Sheppard, Chief Operating Officet, DFS
Steve White, Chief, Licensure and Certification Section
Lee Hoffman, Chief, Certificate of Need Section
- William Warren, Chief, Conséruction Section
James Wellons, Attorney General's Office

é?\hg Location: 701 Barbour Drive « Dorothea Dix Hospital Campus « Raleigh, N.C. 27603 .
HE . An Equal Cpportunity / Affirmative Action Employer '
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NORTH CAROLI\A DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF FACILITY SERVICES
RALEIGH, NORTH' CAROLINA

IN RE: REQUEST FOR DECLARATORY ) o
RULING BY WAKEMED: _ ) DECLARATORY RULING -
I, Robert J. Fitzgeﬁld Director of the Division of Famhty Servxcys (" Aﬂenc "), do <
“ her by issue th.‘lS Declaratory Ruling pursuant 16 GiSE rg-.i-.bOB-e an_d 10 NCAC SB 0310, and the
aLtqorzty celecatbd fo me by the Secrstary of the Depwmeqf of Hea th and Human Savxcus
WaLcaMed asked the Acrency to issue a m[mg as to the aophcamh‘y of the Certificate of Nee
SLatute contamed in G S. §131E- 176(16)(3} and G. 8. §131E-1 78(a) to the facts d‘escribed below.
For the reasons given below I conclude that these porfions of the Statute are not. apphcable with
regard to WakeMed's intent to separately license its New Be*’l Avenue Cazrpus ("Main
" Campus™) z'.nd Weste"n Wake Medical Cuntur (“WWV‘V[C“) facilities. “‘uﬁ?lemore,‘l conclude.
| that h1s;onca1 acute care utilization data for the last five years for tiic two hospitals be separately

~included in the Siare Medical Facilities Plan ("SMFP").

* 8T, ATEMENT OF Tr]}: FACTS
(1) Wak.,Mgd is lmeuscd by the Degart’nen of He& th and Human Sewicés? Division of
AF_ath*y Services, L1c~,nsuru and Certl_ﬁcatlon Section‘, Acute Ca_ra and Home Care

Branch, as cne facility with multiple sites.

(2) WakeMed is licensed for a total of 629 acuts caife'beds. These beds are contained on two
separate locations — the Main Campus in Raleigh, with 515 acute care béds, and WWMC

in Cary, with 114 acute care beds. Both facilities are located in Wake County:



()

4

)

WakeMed operates 55 nursing facility beds, licensed ag part of the hospital. These beds
are contained in two separate locations: WakeMed Fuquay-Varina, with 37 total nursing
faciiity beds, and WakeMad Zebulon/Wendell, with 19 total nursing facility beds, Both

facilities are located in Wake County.

A total of 37 of WakeMed‘s 55 nursing fac ility beds were apnhed '“"or and.a 1§Jvarr.'ie\_ under -

-'r.ﬂ‘l

' Pohcy C 1 of the 1988, 1990 and 199" State ,Medzcaf Facilities P’am (“S\/II‘PS")

Twenty-four of t_he‘=37 Policy C.1 beds are 'ocafud at Wa;ceMed Huqnay»Va.rma with Lhe

remaining 13 beds Iocatec at Wake‘vIed Zgbulon/We'lde’i These beds are comphant

| w1th current Pohcy NH- 1 in‘the 2002 S\f[FP in that

(2) they are certified for participation in the ‘\xIedlcare and \/Iedlcaud programs
(b) resxde*zts in these beds ars discharged to othet_ nursing facilities in the geographic
area with available beds when such discharge is appropriate and permissible
under applicable law; and,
(c) patients admitted to these beds have been acutn‘y ill inpatients of an acute hospital
: o; its satelhtes u*nredlately preceding placement, |
The other 18 nursing Lac1htv beds were awarded as part of 2 Setilement Agreement

’Followmc' the 1997 Wake Count‘y rursing' facility review,

WakeMed operates 68 inpatient rehabilitation beds at its Main Campus, located in Wake

County., Tﬁese beds are licensed as part of the hospital.



(6)

(7)

®)

‘facility beds. Utilization data ’F'or W alceMed's facilities by locatlon and type of b e:ds are

WakeMed operates WakeMed North, an outpatient facility with 4 ambulatory surgery
operating rooms and 2 endoscopy réoms, which are included in the WakeMed:

systemwide hospital license. This facility is located in Wake County.

Effecave January 1, 1989, the figency OTﬂnted Waka‘vfed’s request for a single,

- Systemwide hospital license for tbe reuor‘ing of i its acute care, r\,habihtatlon and nursing

prowded each year to the Agency durmtT t‘le afmuai 1108‘156 runewal apphcatwn process.

WakeMed filed a Certificate of Need application to develop WWMC ini 1981 the

Agency issued the first CO\J’ for \wmc in 1984 WWMC opened in December 1991 as
an 80-bed acute cars hospital. S1nc=- ope'lm WWMC's deute care Bed comme'-nept has
been expanded via several CO\I Secfmn—approved projects. WWMC is currently
licensed for 114 acute care beds - beds have bean added at WWMC by relocatmc them
from other WakuMed campuses The becs have been permanently closed at their omcmal
locations, so that the total number of beds systemwide has not cnaqoed Table 1 provides

the or D]EC’E numbers and CO\I issue dates for each of these projects.




Table1- CON Projects Involving Licensed Acute Care Beds at WWMC Since 1981

. , - | Licensed
| CON _ ) : ) . Acute Beds
Project No. | Description . : CON TIssue Date(s) .at WWMC
J-1621-81 Develop an 80-bed acute care hosmtal in Cary “Mar. 17, 1934 30
‘ ; Apr. 26, 1985
(reissued)
Feb. 16, 1988
- _ , « - & F (reissued) : : .
| J-4115-90 Cost averrun on Project No. J-1621-81 . Feb. 26, 1991 . 80 .
J-5884-98 Relocate 12 acute care beds to WWMC from " | Feb.9, 1999 - 98
' Northern Wake Hospital in Wake Forest a,n&xé j Cwe
acute care beds to WWMC from Waku\led B
Zebulon/Wendell. . o = o
J-6073-99 Relocate 8 acute care heds to WVV\/IC from -Nov. 13,1999 - 106
S WakeMed Fuquay-Varina . ' WEDIET Y e
J-6398-01 Change in scape for Project No. 1-3 884 98 to - Aug, 23, 2001 ' 114
: 3 relocate 8 neonatal Level II beds to WWMC from 7 ‘
Main Campus.

(9)  Since opening, ‘WWMC has been mc!uded Li[idlg:r the ‘\K-Jéke"}aliéd systemwide hospital
license (No. H0159). However, WWNIC has a separata Medicare provider number from
the Main Campus, has a separate medical staff fror%i the Main Campus, and is separately
surveyed and accredited by the Joint 'Comrﬁiésion on Accreditation of Healthcare’

Organizations ("JCAHO"), -

(10) WWMC's s annual acu;e care utzhzadon is comomed thh acute care uﬁliza.tioﬁ data from
the ‘vfam Campus and is re ported in each annual SMFP under the name "WakeMed".
7 WakeMed is part of the Walce Coun‘y \/Iqu—Hospﬁal Service Sysue'n Ta.ble 2 below

Illus*rqtes WW\rIC’s uhhzadon since Dec“mber 1991



Table 2 — Acute Care Utilization at WWMC Since December 1991

in

_ ; - ' Percent
Fiscal Year" - Patient Days Utilization
1992 (10 months) 6,078 20.8%
1993 ) ' 10,511 | 36.0%
1994 - _ 11,508 : 35.4%
1995 - T T 13352 . 457w
| 1996 . | 13,030 44.6%
1RO T . v s 13,640 |- . 46.7%
1988 ¥ v "¢ - - 164921 . 56.5%
1999 .. : : _ 18,161 .- - 62.2%
2000 - : = L 20,432} - 559.6%
~ 12001 ¢ g ° 24945 | . - 727%
| 2002 (6 months prorated) 125,910 - 75.5% |.

_ (Source of FY5.1992-2001 datai Annual License Renewal Applications on file with the

Agency; Source of FY 2002 data: WakeMed. Please note that WakeMed's fiscal year is -

* October 1-September 30.)

WakeMed wishes to license the Main Campus and WWMC under separatz hospital
licenses for reporting and other internal adminisirative purposes. No changes in services,
staffinig, administration or other aspect of management, costs or charges would result
ﬁ’om‘licéns'ing these two hospitals separately. However, doing so might technically be
interpreted as the offering of a new institutional health service, via provisions in the
Certificate of Need Statute contained in G.S. §13 1:E-178(a),-as follows: .
(a) No person shall offer or develop a new institutional health service without
first obtaining a certificate of need Jrom the Department; provided, however,
no hospital licensed pursuant to Article 5 of this chapter that would serve a
minority population that would not otherwisé have been served and that
continues to serve a minority population may be required to obtain a
certificate of need for transferring up to 65 beds to nursing care facility beds.

GS §13 1E-176(16) defines a "new institutional health service", in part, as follows:

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

- Jacility. '



(12)

In this request, WakeMed maintains that sepa-rate licensure of WWMC would not
constitute a “ohaﬁge in bed capacity”, as defined by G.8. §131E-176(3). No licensed
beds WOulé be relocétéd, not would this proposal‘result in any change in the number of
health service facility beds in the WakeMed system or in'the Wake County Multi--
_Hospital Service System., | | |

R ]
T3 .(J"l__::'

 ANALYSIS

| WakeMed's request that the Agency issue a Declaratory Ruling described above is based

upon the foliowincr'

¢}

?)

()

Neither the Waxc..Med Mam Cafnpus nor WWMC ars nesy health service facilities for

ACer‘1ﬁca te of Need law purposes The Main Campus opened in 1961 ; WWMC opened in

- 1991. At the time of the opening of WTV\/IC st could have been separawly I1cmsed from

the Main Campus without further certificate of need review.

Separate licensure of the Main Campus and ‘WWMC would not affect government

reimbursement, becanse both facilities current tly mammm and w;ll conimue to 'namtam :

separate Medicapa and Medicaid provider numbers.

Separate hcunsurﬂ of the Mam Campus and \*\TW“\/IC wouid not impact medwal stafi

, organ'zatxon and composmon at elt‘\e* fac111ty, because thése’famhtles have, anc have

always had separate medlcal staf”s



(4)

(6

(8)

Separate licensure of the Main Campus and WWMC would not impact accmdﬁanon

because both faciiities are separately surveyed and accredited by the ICAHO,

Separate licensure of the Main Campus and WWMC would not affect the governance of
ither facuhtv, because there would be no resultant change in ownership from this

proposal.

Separate hcvnsuru ofthe. \/[aun Camnus and VVW\/[C would not c‘lanoe thc mve“torv of’

licensed acute care beds, either in the Wake\fi ed systpm or in the Wa‘ce Cour'y \fI“[tx-

Hospital Scr-nca System.

'Separ‘.Le licensure of f the Main Campus and WW\/IC would not impact the ranortmcr of

acute care bed utilization data as this data would continue to be reported to the Agency

annually.

Any ﬁ;m;-é capital ex end1mr_s and/or services 11quurm0 a CON pursuant to G.S. §131E-

175 et szg, at either the Main Campus or WWMC would continue to be obtained through

~ the C-ON pf_occss.

CONCLUSION '

For the rcasons s‘cated above and spec 1f ic facts presented, I conclude that the separate

licensure of Westem Wake \/Iechcal Center ﬁ‘cm the WakeMed Main Campus does not

constitute a new institutional health service or otherwise require a certificate of need under the

applicable portions of the Certiﬁgats of Need Statute, specifically G.S. §131E-176(16)(a) and



. G.S. §131E-i78(a). In particular, I find persuasive the facts and circumistance that, other than the
common hcsmsue these two hospitals were organized and have iﬁston’cally functioned as
separate facilities. Moreover, since the only change resulting from this separate licerisure status
is the separation of utﬂ-izﬁtion data and operatir_ﬁr st tistics on the annual License Reqewal
Apnhcanon submitted to the Ageqcy, I have determined that ¢ requiring a certificate of nesd in
this mstanca would be an owrly tecbmcal mterpretatzon of the Certifi lcate of Need law and not in.
ﬁntherance of any statutory purpose. Funtheﬂnoru, I conuude that the Aceucy should recocrmzp
the hlstoncal utmzatmn data for the past five years by hce*lsed hOSpual in the S\/IFP -
recognize utﬂlzatmn data for the Main Campus and for W‘VV\JIC as separate ’mspitals ur_ldar

common owner ship.



WakeMed's acute care, rehabilitation, outpatient and ski

licensed as follows:

Table 3: Licensure of WakeMed Facilities-

lled nursing facilities shall Be

- Licensed Under Main

; Licensed Under _

10

Robert J7 Fitzgéfald, Director

Campus: Location =~ = - WWMC: . _ Location
-WakeMed New Bern 3000 New Bern Ave.. -WakeMed Western 1900 Kildaire Farm Rd.
Avenue Campus Raleigh, NC 27610- . - Wake Medical Center Cary, NC 27511
WakeMed Rehab 3000 New Bern Ave. -WakeMed Fuquay- | 400 W. Ransom St. :
- R Raleigh, NC 27610 Varina - | Fuquay-Varina, NC 27526

WakeMed i ‘1535 W Gannon Ave. Iy

| Zebulon/Wendell - Zebulon, NC 27597

‘| WakaMed North 10000 Falls of Neuse Rd.

T | Raleigh, NC 27614

This is the /5 “day of ( Duly : 2002.

Division of Facility Servicas



CERTIFICATE OF SERVICE

: I certify thata 'cep-jf of the foregoing Declaratory R‘uliﬁg has been served upon the nonagenecy
party by certified mail, réturn 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

Robbie Robgtts, Matr
Market Planning:
© WakeMed - |
- P.O. Box 14465 -
Raleigh, NC' 27620-4465

Thisthe /7 day of _ ///wd:,, , 2002,

-/ Iac‘gﬂe R.Sheppard _
Chief Operating Officer’
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