NC DEPARTMENT OF ROY COOPER * Governor

HEALTH AND
MANDY COHEN, MD, MPH - Secreta
HUMAN SERVICES Y
MARK PAYNE - Director, Division of Health Service Regulation
November 5, 2018

Kenneth Burgess
301 Fayetteville Street, Suite 1900
Raleigh, NC 27601

Exempt from Review - Replacement Equipment

Record #: 2757

Facility Name: Mission Hospital

FID #: 943349

Business Name: Mission Health System, Inc.

Business #: 2948

Project Description: Temporarily lease a mobile MR scanner during the upgrade and refurbishment of the
existing MRI scanner

County: Buncombe

Dear Mr. Burgess:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation (Agency), determined
that based on your letter of October 8, 2018, the above referenced proposal is exempt from certificate of need review
inaccordance with N.C. Gen. Stat. §13 1E-184(7). Therefore, you may proceed to offer, develop or establish the above
referenced project without a certificate of need.

However, you need to contact the Agency’s Construction, Radiation Protection and Acute and Home Care Licensure
and Certification Sections 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 Agency. 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.

If you have any questions concerning this matter, please feel free to contact this office.

ﬁsmm}y ' Q 3’@&%@

Ena Lightbourne Martha J. Frisone
Project Analyst Chief, Healthcare Planning and
Certificate of Need Section

Cc: Construction Section, DHSR
Radiation Protection Section, DHSR
Acute and Home Care Licensure and Certification Section, DHSR
Melinda Boyette, Administrative Assistant, Healthcare Planning, DHSR

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

LOCATION: 809 Ruggles Drive, Edgerton Building, Raleigh, NC 27603
MAILING ADDRESS: 2701 Mail Service Center, Raleigh, NC 27699-2701
www.ncdhhs.govidhsr/ « TEL: 919-855-3750 « FAX: 919-733-2757



Lightbourne, Ena
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From: Burgess, Kenneth L. <KBurgess@poynerspruill.com>

Sent: Wednesday, October 31, 2018 8:55 AM

To: Lightbourne, Ena

Subject: [External] RE: Exemption for MRI upgrade and refurbishment

Ena, thanks for your email. I've confirmed with my client, Mission Imaging, that once the MRI refurbishment project is
completed at Asheville Imaging, the mobile MRI will be removed the Asheville Imaging site and will not be utilized again
at Asheville Imaging or any other Mission location unless and until another similar project arises for which Mission has
obtained an Exemption confirmation or other CON authorization (for example, another future potential MRI
replacement) and Mission first notifies the CON Section that a mobile MRI will be used during such project. The mobile
MRI at the Asheville Imaging site does not belong to Mission and is leased from a 3d party vendor so | cannot attest to
the vendor’s future plans for it, except as they relate to Asheville Imaging or to Mission Health System. Please let me
know if this response is satisfactory for your purposes. Thanks, Ken Burgess

From: Lightbourne, Ena [mailto:ena.lightbourne@dhhs.nc.gov]
Sent: Tuesday, October 30, 2018 4:11 PM

To: Burgess, Kenneth L. <KBurgess@ poynerspruill.com>
Subject: Exemption for MRI upgrade and refurbishment

Hi Kenneth,

I hope is well. I’'m finishing up this exemption request but | need some additional information. Can you send me
something stating that once the MRI refurbishment project is completed, the mobile MRI will be removed from the site
and not used within the State? Please let me know if you have any questions.

Thank you,

Ena Lightbourne

Certificate of Need, Project Analyst .

Division of Health Service Regulation, Healthcare Planning and Certificate of Need Section
NC Department of Health and Human Services

Office: 919-855-4610
Ena.lightbourne@dhhs.nc.gov

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

Twitter | Facebook | YouTube | LinkedIn

Email correspondence to and from this address is subject to the North Carolina Public Records Law and may be disclosed to third parties by an authorized State
official. Unauthorized disclosure of juvenile, health, legally privileged, or otherwise confidential information, including confidential information relating to an ongoing
State procurement effort, is prohibited by law. If you have received this email in error, please notify the sender immediately and delete all records of this email.
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This message constitutes a confidential attorney-client communication. If you have received this communication in error, do not read
it. It is not intended for transmission to, or receipt by, any unauthorized persons. Please delete it from your system without copying
it, and notify the sender by reply email or by calling 919-783-6400, so that our address record can be corrected. Thank you.



Kenneth L. Burgess

Pariner

D: 919.783,2917

F: 252.972.7045

VIA EMAIL kburgess@poynerspruill.com

October 8, 2018

Lisa Pittman, Assistant Chief

Ena Lightbourne, Project Analyst

Healthcare Planning and 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: Mission Health System, Inc. Notice of Exemption Regarding Mission Imaging Services MRI
Upgrade and Refurbishment

Dear Lisa and Ena:

Our law firm represents Mission Health System, Inc. (*Mission”), which owns and operates an existing
MRI Scanner located at Mission Imaging Services, 222 Asheland Avenue, Asheville, N.C. Mission plans
to undertake a refurbishment and upgrading of the existing MRI scanner at Mission Imaging Services
{"Mission Imaging"), the details of which are explained below ("the Upgrade” or "the Project”). The
purpose of this letter is to request that the N.C. Department of Health and Human Services, Division of
Health Service Regulation, Healthcare Planning and Cerificate of Need Section ("the CON Section”)
confirm that the refurbishment and upgrading of Mission’s existing MRI Scanner at Mission Imaging is
exempt from certificate of need ( “CON’) review within the meaning of N.C. Gen. Stat. §131E-184(a)(7).

The CON Statute does not contain an express exemption for the refurbishment or upgrading of existing
medical equipment. However, based upon our conversations with CON Section representatives and our
review of recent correspondence between other health care providers and the CON Section involving
similar eguipment upgrades, it appears that the CON Section has analyzed equipment upgrades and
refurbishments under the exemption set forth at N.C. Gen. Stat. § 131E-184(a){7) governing "replacement
equipment.” As such, we are presenting this notification in that context. Alternatively, this project could
be analyzed in the context of a "No Review Analysis” because it does not fit within any of the "new
institutional health service” definitional elements set forth at N.C. Gen. Stat. § 131E-176(16) which would
trigger the need for CON Section review and 2 CON. See Attachment 1 {June 1, 2018 correspondence
from the CON Section to counsel for Carclinas Medical Center approving an upgrade of existing MRI
equipment as replacement equipment under N.C. Gen. Stat. § 131E-184{(a}(7)).

Background

The existing MRI at Mission Imaging is a GE Signa HDxt 3T scanner. That scanner was purchased new
in 2008 and is nearing the end of its useful life. As such, Mission plans to upgrade and refurbish the
scanner at the same site and in the same physical location within Mission Imaging as the existing
scanner. During the Project. the MRI magnet and core will not be removed or replaced. However,
numerous other components of the MRI will be replaced and upgraded. Specifically, the Project wili
involve the replacement of major electrical and computer systems; renovation of the existing MRI room;
and infrastructure upgrades to accommodate the refurbished MRI. See Attachment 2 (letter from GE
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Client Executive J. Donovan describing core elements of the Project). The improvements, when
completed, will yield a GE Signa Premier 3T MRI scanner system.

For the reasons set forth below, Mission's upgrade and refurbishment of the existing MRI Scanner is
exempt from CON review pursuant to N.C. Gen. Stat. §131E-184(a)(7).

Applicable Legal Authorities

The CON Law precludes any person from offering or developing a “new institutional health service™
without first obtaining @ CON. N.C. Gen. Stat. § 131E-178(a). The definition of “new institutional health
service” includes, inter alia, the following:

s+ The acquisition by purchase, donation, lease, transfer or comparable arrangement of “major
medical equipment,” which is defined as a single unit or single system of components used to
provide medical and health services which costs more than $750,000.00, including the costs of
the equipment and all studies, drawings, installation and any other aclivilies essential to
acquiring and making the equipment operational.

N.C. Gen. Stat. §§ 131E-176(16)(b), (16)(p) and (140). However, the CON Law contains a specific
exemption applicable to "replacement equipment" that costs less than $2,000,000.00.

Statutory Exemption For Replacement Equipment Which Costs Less Than $2,000,000.00

N.C. Gen Stat. §131E-184(a)(7) provides an express exemption from CON review for the acquisition and
installation of “replacement equipment” costing less than $2,000,000.00, provided that the CON Section
receives prior written notice from the party proposing to acquire the equipment which explains why the
proposed acquisition and installation qualifies under this exemption. The statute and accompanying
regulations further define “replacement equipment” as follows.

Equipment that costs less than two million doilars ($2,000,000.00} and is purchased for
the sole purpose of replacing comparable medical equipment currently in use which will
be sold or otherwise disposed of when replaced. In calculating the total cost of the
replacement equipment, the costs of the equipment, studies, surveys, designs, plans,
working drawings, specifications, construction, installation, and other activities essential
to acquiring and making operaticnal the replacement equipment shall be included. The
capital expenditure for the equipment shall be deemed to be the fair market value or the
cost of the equipment, whichever is greater.

N.C. Gen. Stat. §131E-176(22a). Replacement equipment is "comparable" to the eguipment being
replaced if:

1. it has the same technology as the equipment currently in use, although it may possess expanded
capabilities due to technological improvements; and

2. itis functionally similar and is used for the same diagnostic or treatment purposes as the
equipment currently in use and is not used to provide a new health service; and

3. the acquisition of the equipment does not result in more than a 10% increase in patient charges
or per procedure operating expenses within the first twelve months after the replacement
equipment is acquired.
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10A N.C. Admin. Code 14C .0303(d)(1)(3)."

Refurbishing and Upgrading the Existing MRI Scanner at Mission Imaaing Is Exempt
From CON Review Under These Authorities

The upgrading and refurbishment of the existing GE Signa HDxt 3T scanner at Mission Imaging falls
within the parameters of this exemption because:

1. The equipment being upgraded is currently in use at Mission. See Exhibit 3.

2 The total estimated cost of the project is $1,998 327.002 placing the project within the
parameters of the statutory exception set forth at N.C. Gen. Stat. §131E-184(a)(7). The total
project costs consist of equipment costs of $1,627,236.00, related construction and materials
costs, architect and engineering fees and a genercus contingency. See Exhibits 4 (certified Total
Capital Cost Worksheet) and 5 (applicable excerpt of price quotation from GE Healthcare).

3. The upgraded MRI scanner will have the same capabilities as the scanner being upgraded,
although it may have additional capabilities due to the advancement of MRI scanner technology,
is functionally similar to the existing MRI scanner and will be used for the same diagnostic or
treatment purposes as the equipment being upgraded. See Exhibit 3.

4. The Project will not increase patient charges or per procedure operating expenses more than
10% within 12 months of the upgraded equipment being installed and becoming operational. See

Exhibit 3.3

Temporary Use of a Mobile MRI During Completion of Existing MRI Upgrade and Refurbishing

In order to prevent the interruption of MRI services to Mission patients during the upgrade and
refurbishment of Mission Imaging's existing MRI Scanner, Mission will lease a mobile MRI scanner from
Insight tlealth Corporation to provide mobile MRI services at Mission Imaging. The mobile MRI will
operate only while Mission's existing scanner at Mission Imaging is out of service and its use will be

' Pursuant to 10A NCAC 14C 0303, equipment does not qualify as "replacement equipment” where
equipment which was second-hand or reconditioned is being replaced with new equipment within three
(3) years of the acquisition of the equipment being replaced, or leased equipment is being replaced with
purchased equipment. The existing MRI scanner which is being upgraded was purchased new in 2008.
As such, 10A NCAC 14C .0103 does not apply to this Project.

2 In calculating construction costs, our clients relied upon prior Agency determinations thal the
construction costs “essential to acquiring and making operational the replacement equipment” should
include only those costs directly related to removing the old equipment, installing the new equipment and
making sure that equipment operates properly. In the case of a CT scanner, for example, such cost
should include upfit of the CT room related solely to the operation of the CT scanner (e.g., shielding, extra
electrical connections), but need not include other construction costs associated with that room
Similarly, the Agency has previously determined thal costs associated with the installation of equipment in
the control room for the CT scanner should be included only to the extent that those costs would be
different from construction related to general office space. Mission Hospitals, Inc. v. NC DHHS, _
N.C.App. __, 696 S.E2d 163 (2010).

3 Pursuant to N.C. Gen. Stat. § 131E-176(22a), existing equipment which is being replaced must be sold
or disposed of upon installation of the new replacement equipment. Because this Project involves the
upgrading of existing equipment, there is no existing equipment to be sold or disposed of, and that
element of N,C. Gen, Stat. § 131E-176(22a) is, therefore, not applicatle.
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terminated once the existing MRI refurbishment and upgrading project is completed and the upgraded
MRI is back online and in use. We have confirmed verbally with CON Section officials that the use of a
mobile MRI in lieu of Mission’s existing, fixed MRI during this project is permitted since the mobile MRI is
essentially operating under Mission's existing authorization for its fixed MRI scanner which will be out of
operation during the refurbishment and upgrading project. Unless indicated otherwise by the CON
Section's response to this correspondence, we will assume that the CON Section’s written confirmation
that the refurbishment and upgrading of the existing MRI at Mission Imaging is exempt from CON Section
review includes the interim use of the maobile MRI as described herein.

Conclusion
For the reasons set forth herein, we believe the proposed upgrading and refurbishment of Mission’s
existing MR! Scanner is exempt from CON review and that no CON is required for the Project. We
respectfully request that the CON Section provide written confirmation that Mission may proceed with the
Project as described without CON Sectlion Review and without obtaining a CON.

Please feel free to let me know if you have questions or need additional information regarding this project

Very truly yours,

\%ﬁ’l/\ /jé\/'f 103

Kenneth L. Burgess—_
Pariner

cc.  Garrett Shreffier

Attachments



Kenneth L. Burgess

October 8, 2018 |
Partner
D; 910.783.2817
F: 282.972.7045

VIA EMAIL kburgess@poynersprulil.com

{.isa Pittman, Assistant Chief

Ena Lightbourne, Project Analyst

Healthcare Planning and Certificate of Need Section
N.C. Department of Health and Human Services
Divislon of Health Service Regulation

802 Ruggles Drive

Raleigh, North Carolina 27603

RE: Misslon Health System, inc. Nofice of Exemption Regarding Mission imaging Services MR/
Upgrade and Refurblshment

Dear Lisa and Ena;

Qur taw firm represenis Miaslon Health System, Inc. (*Mission”), which owns and operates an existing
MRI Scanner located at Mission Imaging Services, 222 Asheland Avenue, Asheville, N.C. Mission plans
to underiake a refurbishment and upgrading of the existing MRI scanner at Missien imaging Services
{"Mission Imaging”), the details of which are explained below (“the Upgrade” or “the Project’). The
purpose of this letter is fo request that the N.C. Depariment of Health and Human Servicee, Divislon of
Health Service Regulation, Healthcare Planning and Certificate of Need Section {"“the CON Section”}
confim that the refurbishment and upgrading of Mission's existing MR! Scanner at Misslon Imaging is
exempt from certificate of need ( “CONT) review within the meaning of N.C. Gen, Stat, §131E-184(a)(7).

The CON Statuts does nof contaln an express exemption for the refurblshment or upgrading of existing
medical equipmeni. However, based upon our conversations with CON Section representatives and our
review of recent coirespondence between other health care providers and the CON Section invalving
similar equipment upgrades, It appears that the CON Section has analyzed equipment upgrades and
refurbishments under the exemption set forth at N.C. Gen, Stat. § 131E-184(a}(7) governing “replacement
equipment.” As such, we are presenting this notification in that context. Alternatively, this project could
be analyzed in the context of & "No Review Analysis® bacatse it does not fit within any of the “new
institutional health service® definitional elements set forth at N.C. Gen, Stat, § 131E-176(16) which would
trigger the need for CON Section review and a CON, Ses Attachment 1 (June 1, 2018 correspondence
from the CON Section to counsel for Carolinas Medical Center approving an upgrade of existing MRI
equipment as replacement equipment under N.C. Gen, Stat. § 131E-184(a}7)).

Backaround

The existing MRI at Mission Imaging Is a GE Signa HDxt 3T scanner. Thal scanner was purchased new
in 2008 and is nearing the end of its useful fife. As such, Mission plans to upgrade and refurbish the
scanner at the same site and in the same physical location within Mission Imaging as the existing
scanner. During the Project, the MRI magnet and core will not be removed or replaced. However,
numerous other components of the MR will be repfaced and upgraded. Speciically, the Project will
invoive the replacement of major electrical and computer systems; renavation of the existing MRI room;
and infrastructure upgrades to accommodate the refurbished MRI. See Attachment 2 (letter from GE
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Client Execulive J. Donovan descrbing core elements of the Projecl). The improvements, when
compieted, will yleld a GE Sigha Premier 3T MRI scanner syster.

For the reasohs set forth below, Mission's upgrade and refurbishment of the existing MR Scanner Is
exempt from CON review pursuant to N.C. Gen. Slat. §131E-184(a)(7). :

Applicable Legal Authorities
The CON Law precludes any person from offering or developing a *new Iinstitutional health service'

without first obtaining a CON. N.C. Gen. Stat. § 131E-178(a). The definition of “new institutional health
service” Includes, infer alla, the following:

e The acquisition by purchase, donation, lease, transfer or comparable amrangetment of “malor
medical equipment,” which is defined as a single unit or singie system of components used to
provide medical and health services which cosls more than $750,000.00, including the costs of
the equipment and all studies, drawings, installation and any other aclivities essential to

acquiring and making the equipment operational,

N.C. Gen. Stal. §§ 131E-176(16)(b), (16)(p) and (140). However, the CON Law contains & specific
exemption applicable to *replacement equipment” lhat costs less than $2,000,000.00,

Statytory Exemption For Rep Equi t Which Costs Less Than $2,000,000,00

N.C. Gen. Stat. §131E-184{a)(7) provides an express exemption from CON review for the acquisition and
installation of “replacement equipment® costing less than $2,000,000.00, provided that the CON Section
recalves prior written notice from the party proposing to acquire the equipment which explains why the
proposed acquisition and installation qualifies under this exemption. The stalite and accompanying

regutations further define “repiacement equipment’ as follows:

Equipment that costs less than two million dollars ($2,000,000.00) and Is purchased for
the sole purpose of replacing comparable medical equipment currently in use which will
be sold or otherwise disposed of when replaced. In caleulating the total cost of the
replacemnent equipment, the costs of the equipmen!, studies, surveys, designs, plans,
working drawings, specifications, construction, instaliation, and other activities essential
to acquiring and making operational the replacement equipment shall be included, The
capital expenditure for the equipment shall be deemed to be the fair market value or the
cost of the equipmeant, whichever is greater,

N.C. G:n, Stat. §131E-176(223). Replacement equipment is *comparabie”™ to the equipment being
replaced If.

1. lthas the same technology as the equipment currently in use, although it may possess expanded
capabilities due fo technological improvements; and

2. itis functionally similar and is used for the same diagnostic or treatment purpeses as the
equipment currently in use and is not used fo provide a new health service; and

3. Ihe scquisifion of the equipment does not result in more than a 10% increase in patient charges
or per procedure oparating expenses within the first twelve months afler the replacement

equipment is acquined,
10A N.C, Admin. Code 14C .C303(d){1)-(3).!

! Pursuant to 10A NCAG 14C 0303, equipment does not qualify as "replacernent equipment” where
equipment which was secund-hand or reconditioned is belng replaced with new equipment within thres
(3) years of the acquisition of the equipment being repiaced, or leased equipment Is being replaced with
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Refurbishi ing the Existi RI Scannet al Misslo) in Exem

From CON Review Under These Authorities

The upgrading and refurbishment of the existing GE Signa HDxt 3T scanner at Misslon Imaging falls
wlithin the parameters of this exemption because:

1. The equipment being upgraded is currently In use at Mission, See Exhibit 3,

2. The total estimated cost of the project is $1,999.327.00,2 placing the project within the
parameters of the statutory exception set forth at N.C. Gen, Stat, §131E-184(a)(7). The total
project costs consist of equipment costs of $1,627,236.00, related construction and materials
cosls, archilect and enginesring fees and a generous contingency. See Exhibits 4 (certified Total
Capital Cost Worksheet) and 5 {applivable excerpt of price quotation from GE Healthcare).

3. The upgraded MRI scanner wil have the same capabliities as the scanner being upgraded,
atthough it may have additional capabiitties due to the advancement of MRI scanner technology,
is functionally similar to the existing MRI scanner and will be used for the same diagnostic or
treatment pumposes as the equipment being upgraded. See Exhibit 3,

4. The Projest will not increase palient charges or per procedure operating expenses more than
109% within 12 months of the upgraded equipiment being installed and becoming operational, Sse

Exhibit 3.7

i Refurbishing

in order to prevent the Interruption of MRI services to Mission palients during the upgrade and
refurbishment of Mission (maging's existing MR! Scanner, Mission will lease a moblle MRI scanner from
Insight Healih Corporation ta provide moblle MRI services at Mission Imaging, The moblie MRI will
operate only while Mission's existing scanner at Mission imaging I out of service and #s use will be
terminated once the existing MR) refurbishment and upgrading projact is completed and the upgraded
MR is back onfine and In use. We have confirmed verbally with CON Seclion officials that the use of a
mobile MRI in leu of Mission's existing, fixed MRI during this project is parmitted since the mobile MRI is
essentlally operating under Mission's existing authorization for its fixed MR scanner which will be out of
operation during the refurbishment and upgrading project, Unless indicaled otherwise by the CON
Section's response {o this colrespondence, we will assumne that the CON Section's written confirmation

purchesed aquipment, The exlsting MR| scanner which is being upgraded was purchased new in 2008,
As such, TOANCAC 14C .0103 does not apply to this Project.

? In calculating construction costs, our clients relied upon prior Agency determinations that the
construction costs ‘essential to acquinng and making operational the replacement equipment” should
include only those costs directly related to removing the old equipment, installing the new equipment and
making sure that equipment operates properly. In the case of a CT scanner, for example, such cost
should include upfit of the CT reom related solely fo the operation of the CT scanner {e.g., shielding, extra
electrical copnections), bul need not include other construction cosis associated with thal room.
Simbarly, the Agency has previously determined that coste associated with the installation of equipment in
the control room for the CT scanner should be included only to the extent that those costs would be

different from construction related to general office space, Miss ltals, Inc HS, __
N.CApp. ___, 696 S.E.2d 163 {2010).

3 pursuant to N.C. Gan. Stal. § 131E-178(22a), existing equipment which is belng replaced must be sald
or disposad of upon instaliation of the new replacement equipment. Because this Praject involves the
upgrading of existing equipment, there Is no existing equipment to be sold or disposed of, and that
element of N.C. Gen, Stat. § 131E-176(22a) is, therefore, not applicable.
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that the refurbishment and upgrading of the existing MRI at Mission imaging is exempt from CON Section
review inciudes the interim use of the moblie MR! as described herein.

Conclusion
For the reasons set forth herein, we belleve the proposed upgrading and refurbishment of Mission's
existing MRI Scanner is exempt from CON review and that no CON is required for the Project. We
respectfully request that the CON Section provide written confirmation that Mission may proceed with the
Project as described without CON Secilon Review and without obtalning a CON.

Please feel free fo let me know if you have questions or need additional Information regarding this project

Very truly yours,

Kenneth L. Burgess
Pariner

cc. Gamett Shreffler

Aftachments
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430 Davis Drive, Suife 400

Momsvill, NC. 27560

Expmpt from Review - Repmmmt Equipment

Revord #¢ 2585

Feejliy Name: Uamlmns BMediog) Cunter

FIp# 3o

Businesa Name: The Chadotte-Recklonbug Hospital ﬂuuror:!a*

Business # Jry/7]

Brejéct Description:  Réplace viftually all components of an cfxisn?ng ‘MR! scannerexcepl for te
magpet:

Conhtys " Midkienburg.

Boar Mes Qurally;

The Healihicare Planning snd Cerlificate of Need Section, Division of Health Service Regulation
{Agoney], deluentined thatbused on youe Retter-of May 15, 2018, the above refornoed proposal ig sXeiipt
froinpenilichte of bited review in socordasce With N.C. Gén, St §131E-184{a)(7). Therefore,. you may
pmmd fo aeqm\-a withoul.a carfificnte of noed e npgreded replacement somponpnts-of the MRT seanner
referenped in yoirr letier o replace the existing componcinis of the MRI soanner.

Hmver? you meed to contick the Agewncy’s Construction and Aeste.and Home: Qare Licenisurs and
CertifioationSection 1o determine If they have.afly requtremnents: for developmient of the proposed

project.

ltﬁhﬁlﬂd b nited) thtihe Ageigys siftwn is based solely on-the Yacls represeuted by you and that sy
change in fasts s representied would require further ponsideration by this offiee and & ‘stpurste
ditesmifnatiot, 1you hve liny quagiions mmmbrgr}ﬂs inhtter, pleass foxl fres o contant this office,

Sincerdly;

Ma‘!ﬂ:ﬂld‘ F‘riwnic

Julde- M, Faenza : '
Profect Analyst Chief, Weslifwary Plavming dnd
Certifidste of Niged Séction

pe:  Congtruction Section, DHSR
Anty Craiddock, Assistant Chief, Hoalthears Plaaning, DHSR
Acute snd Home Gare Licensure znd Certification Seation, DHSR

W DEFARTMENY OF HEALTH AND HUSAR SERVICES » INVISION GF HEALTHSERVICE REGUCATIIR
HEALYHCARE PLARNING AND CERTIFICATE OF HEED SEOTION
LOCATION: 809 Ruggies Drive, Eageficn Buildiizy, Rakigh, NG 27605

MAILING ADDRIZSS: 2704 Mal] Sesvice Conbes, Ralwigh, NC 07808-6704
www.nedhhe, govidhar+ TEL: B16-085-387%

AN EQUAL OPPORTUNITY / AFFIRIMATIVE ACTION EMPLUYER
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Martha J, Frisone, Chicf
Healthcare Planning and Certificato of Need Section
Division of Health Service Regulation
N.C, Department of Health and Human Services
809 Ruggles Drive
Raleigh, NC 27603

RE:  Carplinas Medical Center ~ Nor Review Request or, In the slterative, Exemption
Notioe for Upgrade of Existing MRI Scanner, Mecklenburg County

Dear Ms, Frisone:

Our zlient, The Charlotte-Mecklenburg Hospital Authority d/b/a Carolinas Medical Center
(*CMC™) is requesting a “No Review” delermination that an upgrade (the “Upgrade”) to the
€lectronics and equipment in the control room assogiated with the operation of its existing 3T
MRJ Scariner Is.not reviewable as a new institutional healthy service under the North Carolina
Certificate of Nead (“CON") faw, and does not otherwise triggess CON review,

The MRI Scanner requiring the Upgrade is a Siemens Vierio 3T MRI with a serial number of
40230, This MR1 Scanner was replaped pursuant io an Bxempt from Reéview Lotter issued on
July 13, 2009 (Exhibk 1) and is locaied at the Morehead Imaging Center on CMCs Main
Campus. Ther dare three rooms associated with the operation of the MRI Scanner; (1) one
for the magnet ilsctf; (2) one forthe eleotrénics; and (3) a control room. "The Upgrade will
be for the elestronis and the squipment located in the control roorm, Along with some covers
for the magnel. The magnet.itsell will not otherwise be involved.

There ate two key components to magnet strength and capability, The first component is the
“tesla” strength. “This 15 a 3T MRI versus the more typical 1,5T ualts and is located 5t the
busiest outpatient imaging center in the CHS network, The facllity is on the CMC main
campus and provides imaging at & very advanced level, supporting tesearch and progressive

progeems.

The second component is related to *gradient sirengih™ and “channe! capability.” With MRI,

specifically 3T, robust gradients that can drive gignal through & highei number of channels
intégrated into {hc systems coils will drive a much higher resolution, flster imaging speed,
and an jmproved capability to differentiate betwesn pathology st & very detailed level,

RT-304 58692( _ kigatos.com
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Although all routine MRI exams will benefit from this, quantitative analysis becomes much
more acourate and precise with advanced techniques like functional MRI or prostate
segmentation for integration with biopsy guidance systems. With this, the planried upgrade
will essentially replace every component of the MRI system exogpt the magnet. itself. The
control console, operating gystem, electronivs cabinets, gradients, and most of the coils will
be replaced. With the higher gradient strength, the-urit will go from a 15-chantiel capability
to 48-channels, The newer operating system etthanves throughput with the latest gerieration
software and faster imuge reconstruction speed. This is an advance which will exiend the
useful life of this existing magnet,

The cost of the proposed Upgrade is $1,001,722, See Exhibiis 2 and 3.  Exhibit 2 is the
«original Price Quatation sind Exhibit 3 is the recent Revised Price Quotation, which modifies
some of the orlginal Price Quotation items and takes the total cost from $900,000 to
$1,001,722, The few additional cosis assoclated with the upgrade ~ pér N.C. Gen. Stat, §
131B-176(16)(b) - are included in the capital cost sheet aftachied as Exhibit 4, The location of
* the upigrade is shown In the floor plans aftached as Exhibits 3A and $B,

Thus, the proposed Upprade doss not constitute a new Institutional health service under N.C.
Gen. Stat. § 131B-176(16)(b). Bécause the proposal peftains to the existing MRI Scanner,
which has been operational for years at the current location, there 1s no new MRI Scanner or
major medical equipment being aoquired. Rether, this is merely an upgrade of the exixting
‘MRI Scanner. Accordingly, the proposed Upgrade does not reguire CMC to obtain a GON
pursnant to any of the new instituttonal heaith seivice triggers in the CON statute.

Baséd upon the foregoing information and the attached document, CMC hereby requests that
thie. Agency provide & written resporme confitming that the Upgrade deseribed herein does fiot
require & CON pursuant to any of the new institvtional health service triggers in the CON
statute,

If you have any questions about this request, please feel free 10 contact me,
Sincetely,

Gary 5. Qualls
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Exhibits
1. Bxemptfrom Review Lefter tssued on July 13, 2009
2. Original Quote for MRY Scanner Upprade
3. Modified and Updated Quote for MR Scanmer Upgrade
4. Capital Cost Sheet
8. FloorPlans-shawing MRI upgrade area (Bxhibits $A and 5B)
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MISSION

EALTH

October 5, 2018, 2018

Re: Information/items Needed for 3T MRi Replacement Exemnptlon Letter to CON Section

To whom It may concem:

Misston imaging Services will be upgrading one MRI scanner physically located at 222 Asheland Avenue,
Asheville North Carolina. The MR| scanner Is currently In use. The upgrade of this scanner will not result
in more then a 10% Increase in patient charges or per procedure operating expense within the first
twelve months after upgrade, All new functionelity essoclated with the new scanner will be due to

advancement of technology.

Sincerely,

Al

Michael Newman

Regional Director, Carolina Vascatar & MISM
222 Ashelend Avenue, NC 28801

Office £28-213-8163

Mobile §19-749-9546

Michael newman®msi.org
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Date: 07-02-2018

Quote # PR13-Ca4381
Version #: i ’
d Date: 09-26-2018

GE Hedlthcore i

lssued By: Customer Address: Attention;

GE Hedlthcare Mission imaging Services William Moas

FEIN: 14-G589340 ) 222 Asheland Ave 222 Ashelond Ave Ashevilie

Asheville NC 28801-4016 NC 28801-4016

This Agreement fos tefived belowd i by ond between B0 Clistumer tnd the GE Hrslthoare busines: POE Heatheare') eath o Mentfied hevain, ‘Asrodrsnt” B defined o this Quotation and ¥ tarmme &8 conditlons pet
forthin dvwr f the Goviming Agreement ldentifed bilow er 4 i be Govoming Agrassient ks ideniffiod, Bhe fullowing dostmants:

s Quatson thot iden@iiey the Product offssings pusshosed o lioensed by Guatemer;

B e kellowring docurnanty, os appiicable, ¥ atioched b Uis Quotatio: B 62 Heslthoars Worrnntutes) 8§ & Hoattheon Addigonal Yerms ond Candiions: B8 68 HeoMore Product Terme ond Condtbony; end 1 Ge
Heddiveers Sanerat Terms and Cooditns. in e sbant of conflict among the faregelng Rams, e sder of precedence b o Kied abous,

This Quotntan Is subject ko withdravol by 82 Hedlthoare ot eny time balore epashoties, Citames ocota by wigning and redurming this Quototiod o by ol eriise providing ewdince of atoeptanes satisfoctony b GE'
Hedlihomrs. Upan satwptapes, nmwmmmwm;wmkummm.nmwmmmmwmmq»mrmum
Fradacts Kenified in this Quotation

Mo apesemint or Undemtending, orel ot Written, b Ball Wy purtriing o modiy this Aprveman, whether ferwingd h Custorners purch s order of thipping reivess forme: v shewhere, dholl be bindivg s
herecfiar nyend fo i wifting by suthurired repeesentatives of bt partise.

Governing Agreement: Mission Master Relotionship Agreement
Customer Nymber: 1-248KLT

Torms of Dellvery; FOB Dastination

Billing Terms: 80% delivery / 20% Installation
Poyment Terms: NET 30

Yotal Quote Net Selling Price: $1,627,235.93

Soles And Use Tax Status: No Exernption Certificote on Flle

** The lolfowdng ship o siadey 40 Not Mpose a aalesssa ta (AKX, DE, MY, NM, OR). No exdmpiion cartficete required,

INGICATE FORM OF PAYMENT:
W *GE HEF Loan" o "GE HEF Lasts” b NOT sslecied at 810 Hms of sighiure, ther you may NOT sleni 4o sesk financhng with GE Haalthesre Eguipment Finerce (G HEF) 1o
furd this srrangemant afier shipent. .

— CahThid PedtyLooniCheck  ___GE HEF Loan

o~ GE HEF Leass o —Thid Py Loss{sisane Mority Srénelng compeny)

8y signing below, each party certifies that it {i] hos recelved o complete copy of this Quotation, inciuding the GE Healthcare terms,
conditions and worronties, ond fi) has not made ony hondwritten or electronic modifications, Manuel changes or mark-ups on this
Agreement (except signatures in tha signature Blocks and an Indication In the form of payment section below} will be vold,

Each party has coused this agreement to be executed by its disty authorized representative os of the date set forth below.
CUSTOMER , GE HEALTHCARE

_ KevinMorrls - 07-02-2018
Authorized Customer Signature Date Slonoture Date
print Home Print Thie Imaging Account Mannger

: : ; £W,a!l: Kevin Monis%&cum
Purchose Order Number iif opplicablel J;ﬁ 803-608- 2480

V29
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General Flectrtc Compony, 6E Heolthcars Diviglon



GE Healthoore

Total Quote Selling Price
Trade-In and Other Credits

Tokdl Quote Net Selling Price

To Accept this Quotetion

Please sign ond retum this Quotation together with
your Purchose Order To!

Anthony Morriy

Office: +1 803 608 2460

Mobhile: 803-608- 2460

£mait KevinMomris@ge.com

To Accept This Quotation

« Pleose sign the quote ond ony included gtiochments {where requested),

» ifrequesied, please Indicate, your form of payment.

Date:
Quote &
Verslon #
Q-Bp-Doter

0r-02-2018
PR13-C44351
1
{9-26-2018

$1,676,735.93
$49,500, 00

-----

$1.527,235 93

Poyment ingtructions

with this quotation ie:
GE Healthcare
PO, Box 96483

Flense Reinht Payment for involees assocldted

Chicoyo, IL 50693

v Hyou include the purchase onder, please make sure k references the following mformatlm

s The correct Quote number ond version number above

* The correct Remit Yo information os indlcaled In "Poyment instructione® obove

o The correct SHIF TO site nome ond oddress
The correct SILL TO site hame ond address ;
The comreat Total Quote Net Salling Price as indicoted ghove

* 9

*Upon submission of o puechase order In nesponse to this quotation, GE Hedlthcare requests the folluwirig to evidence agresment to controdt lerms,

Signoture pmemqmmmdmmwmew?amm
mm*mim-m;m-og" Wi i

Verblage on the purchase order must siote one of the fdlmn Far the ters of Quotaond_____:
» include the applicabie mwwmmnmmm the reference on the purchase ondet

8 soriviFecthe berms of SAA N

ﬁ)P«WmufGPO#

) Par the terms of MPA

in addRion, source of funds Ichelce of Cash/TTind Porty Loan of GE HEF Leass e GE HEF Loon of Yhird Porty Lease theough 1 must be indicated, which may be
dana on the Guote dgnaiure poge ifer signed quotes), on the purchose onder jwhere Guotes are not signed) of vio & separate writtan source of funds statement if

provided by GE Hedltheare®

2/29
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