NC DEPARTMENT OF
HEALTH AND
HUMAN SERVICES MANDY COHEN, MD, MPH « Secretary

MARK PAYNE -« Director, Division of Health Service Regulation

ROY COOPER « Governor

VIA EMAIL ONLY
September 11, 2020

Lisa Griffin
llgriffin@novanthealth.org

Exempt from Review — Replacement Equipment

Record #: 3344

Facility Name: Novant Health Presbyterian Medical Center
FID #: 943501

Business Name: Novant Health, Inc.

Business #: 1341

Project Description: Replace existing linear accelerator and relocate it to the Novant Health
Presbyterian Heart & Vascular Institute and Cancer Center on the main campus
County: Mecklenburg

Dear Ms. Griffin:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency), determined that based on your letter of September 4, 2020, the above referenced proposal is
exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-184(f). Therefore, you
may proceed to acquire without a certificate of need the Varian TrueBeam linear accelerator to replace the
Elektra MRT10771 linear accelerator and relocate it from the first floor of Novant Health Presbyterian
Medical Center to the Novant Health Presbyterian Heart & Vascular Institute and Cancer Center located
on the main campus. This determination is based on your representations that the existing unit will be
sold or otherwise disposed of and will not be used again in the State without first obtaining a certificate of
need if one is required.

Moreover, 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 the 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 office and a separate
determination.

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

Sincerely,

Quic M. a0
S
Julie M. Faenza, Project Analyst
Wﬁ q 9724@12/
Martha J. Frisone, Chief

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

NC DEPARTMENT OF HEALTH AND HUMAN SERVICES « DIVISION OF HEALTH SERVICE REGULATION

HEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION

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

AN EQUAL OPPORTUNITY / AFFIRMATIVE ACTION EMPLOYER
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Via Email

2085 Frontis Plaza Boulevard
Julie Faenza, Project Analyst, Certificate of Need Winston-Salem, NC 27103
N.C. Department of Health Service Regulation
809 Ruggles Drive
Raleigh, North Carolina 27603

Re: Novant Health Presbyterian Medical Center (FID 943501)
Replacement of Existing Linear Accelerator #2
Charlotte, NC (Mecklenburg County)

Dear Ms. Faenza:

Pursuant to N.C. Gen. Stat. § 131E-184(f), this letter serves as prior written notice that Novant Health
Presbyterian Medical Center (“NHPMC”) intends to replace an existing fixed linear accelerator currently
located in the Radiation-Oncology Department on the first floor of the hospital and relocate it to the
Novant Health Presbyterian Heart & Vascular Institute and Cancer Center building (“HVI-CC”) on the
main campus of NHPMC.

NHPMC's project meets the requirements set forth in N.C. Gen. Stat. 131E-184(f) for “replacement
equipment” that exceeds two million ($2,000,000) threshold in the following ways:

Main Campus

The HVI-CC is located at the corner of East Fourth Street and Queens Road directly across the street
from NHPMC and is between 125.7 and 127 feet of the main hospital building. The main hospital
building is the location at which NHPMC exercises financial and administrative control over the entire
facility and the administrative suite is located on the first floor of NHPMC.

The HVI-CC is set to open in October 2020. See Attachment A for the Agency response dated July 17,
2018 deeming the HVI-CC project exempt from CON review and confirming the “main campus” location.

Previous Certificate of Need

The existing linear accelerator is a replacement of a unit that dated back to 2007; however, we are
unable to find the documentation regarding its original certificate of need. NHPMC has reported two
linear accelerators for many years on the Annual License Renewal Application (“LRA”) as support that
this linear accelerator has been in use and is still in use. See Attachment B for an excerpt of NHPMC's
2020 LRA.

Replacement Equipment

The proposed project meets the definition of “replacement equipment” found in N.C.G.S. 131E-176(22a)
and 10A N.C.A.C 14C.0303 for the following reasons:



Ms. Julie Faenza
September 4, 2020
Page 2

{1) NHPMC will replace the existing equipment with the proposed equipment that is
functionally similar and will be used for the same diagnostic purposes, although it possesses
expanded capabilities due to technological improvements.

(2) The proposed equipment will not be used to provide a new health service.

(3) The acquisition of the proposed equipment will 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.

The replacement involves the existing linear accelerator which was acquired in 2007 and is well past its
useful life and is outdated to current equipment capabilities. Attachment E contains the Equipment
Comparison Form.

See Attachment C for the Equipment Quote for the new linear accelerator. As part of the equipment
cost, the vendor will provide onsite clinical training for the equipment. Also, the existing equipment will
be traded in and removed from North Carolina by Varian. The total capital cost for the proposed
replacement equipment project is estimated to be $5,330,472. See Attachment D — Project Capital Cost
Form.

In support of our request, please find attached:

Attachment A — NHPMC HVI-CC Exemption Notice 2018
Attachment B — NHPMC 2020 LRA Excerpt

Attachment C — Equipment Quote

Attachment D —Project Capital Cost Form

Attachment E — NC CON Equipment Comparison chart

NHPMC’s acquisition of the replacement fixed linear accelerator does not require a certificate of need
because none of the definitions of “new institutional health services” set forth in N.C.G.S. Section 131E-
176(16) apply to the proposed project. As outlined above, the total cost for the project is $5,330,472.
The proposed capital cost includes equipment, as well as studies, surveys, designs, plans, working
drawings, specifications, construction installation and other activities essential to making the equipment
operational.

Based on the information provided, please confirm that NHPMC'’s replacement equipment request does
not constitute a new institutional health service and is exempt from certificate of need review as
indicated above.

If you need additional information, please do not hesitate to contact me.

Sincerely,

a?;w Al
Lisa Griffin

Manager, Operational Planning
Novant Health, Inc.
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NGDEPARTMENT OF ROY COOPER » Governor

HEALTH AND MANDY COHEN, MD, MPH « Seci
HUMAN SERVICES | MANDY GOREN, MD, MPH + Secre(ary
Division-of Health Service Regulation  MARK PAYNE - Director

July 17,2018

'De_nise M. Gunter
380 Knollwood Street, Suite 530
‘Wiriston-Salem, NC 27103

Exempt from Review

Record #: 2652

Facility Name: Novant Health Presbyterian Medical Center
FID #: 943501

Business Name: Novant Health, Inc.

Business # 1341

Project Description: Devélop a medical office building on' the main hospital campus with 4 cost
greater than $2 million and develop an adjacent parking deck
County: Mecklenburg

Dear Ms. Gunter:

‘The Healthcare Planning and Certificate 6f Need Section, Division of Health Service Regulation
(Agency), determined that based on your letfer of July 11,2018, the above referenced proposal is
exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-184(g) and
§131E-184(a)(4). Therefore, you may proceed to offer, develop, or establish the above
referenced project without a certificate of need.

However, you need to contact the Agchcy’S"Constmcﬁon. angd the 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 nipt 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. '

NG DEPARTMENT OF HEALTH.AND HUMAN SERVICES + DIVISION OF HEALTH SERVICE REGULATION
HEALTHGCARE PLANNING AND CERTIFICATE OF NEED SECTION

LOCATION: 809 Ruggles Drive, Ed_gerlon Building, Raiejgh, NG 27603
MAILING -F_\'DD'RESS: 2704 Mail Service Cenier, .Raleigh, NG 2_?599-&2_704
~rwrw.hodhhs.gov/idhérf » TEL: 819-855-3873

AN EQUAL OPPORTUNITY / AFFIRMATIVE ACTION EMPLOYER



Denise M. Gunter.
July_ 17,2018
Pape 2

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

Sincerely, -
Julei 1 F ey 7)o l) s
Julie-M: Faenza Martha J. Frisone /

Project Analyst Chief, Healthcare Planning and

Cettificate of Need Section

¢c! Construction Section, DHSR _
Acute and Home Care Licensure and Certification Section, DHSR
Amy Craddock, Assistant Chief, Healthcare Planning, DHSR



Fi!l NELSON MULLINS

Denise M. Gunter
T 336.774.3322 F 336.774.3372

denise.gunter@nelsonmullins.com

Hand Delivered

Martha J. Frisone, Chief

July 11, 2018

NELSON MULLINS RILEY & SoARSOROVE "

ATTORNEYS AND COUNSE

380 Knollwood Street | !
Winston-Salem, NC 271p%
T 336.774.3300 F 336.774

nelsonmullins.com o

Healthcare Planning and Certificate of Need Section
North Carolina Department of Health and Human Services

Division of Health Service Regulation

809 Ruggles Drive
Raleigh, North Carolina 27603

Re: Notice of Exemption for Two Projects Pursuant to N.C. Gen. Stat. § 131E-

184

Facility Name:

FID #:

Business Name:
Business #:

Project Description:

County:

Dear Ms. Frisone:

Novant Health Presbyterian Medical Center (NHPMC)

Novant Health, Inc.

Construct Heart and Vascular Institute and Cancer
Center on the Main Campus of NHPMC, as well as a
parking deck

Mecklenburg

Pursuant to N.C. Gen. Stat. §§ 131E-184(a)(4) and (g), this letter serves as prior
written notice of two CON-exempt projects at NHPMC: (1) NHPMC's intent to construct a
Heart and Vascular Institute and Cancer Center on its main campus (the “HVI/CC
Facility”); and (2) NHPMC'’s intent to build a parking deck adjacent to the HVI/CC Project.

Each project is discussed below.

Construct the HVI/CC Facility

The HVI/CC Facility will be a 7-story, approximately 257,000 square foot facility.
Five of the floors will be built out and two of the floors will be shell space. The HVI/CC
Facility will be located at the corner of East Fourth Street and Queens Road in Charlotte,

CaLIFORNIA | COLORADO | DiSTRICT OF CoLUMBIA | FLORIDA | GEORGIA | MARYLAND | MASSACHUSETTS | NEW YORK
NORTH CAROLINA | SOUTH CAROLINA | TENNESSEE | WEST VIRGINIA

~#4835-6298-4044~



Martha J. Frisone
July 11, 2018
Page 2

directly across the street from NHPMC. A diagram showing the site is attached as Exhibit
A. A rendering of the proposed HVI/CC Facility is attached as Exhibit B. A second
rendering showing the building and the parking deck Is attached as Exhibit C. The fotal
capital cost of the HVI/CC Facility, including the parking deck discussed below, is
estimated to be $165.6 miflion. NHPMC presently estimates that the HVI/CC Facility will
be completed in 2020,

The HVI/CC Facility will house comprehensive heart and vascular.and cancer
outpatient services, including cardiovascular and cancer rehabilitation, radiation
oncology, a chemotherapy infusion center and physician offices. A stacking diagram
showing the services that will go on each floor of the HVI/CC Facility is attached as
Exhibit D. In-addition, because Presbyterian Medical Tower ("PMT") is adjacent to the
proposed HVI/CC Fagility, a connector will be built between the two buildings. The Breast.
Center in PMT will be renovated, and physician and administrative offices needed fo
support the HVI/CC Facility will be constructed in PMT. The costs for these portions of
the project are included in the $165.6 million estimate.

N.C. Gen. Stat. § 131E-184(g) provides that the Department shali exempt from
CON review any capital expenditure that exceeds the $2 million threshold in N.C. Gen.
Stat. § 131E-176(16)b., if all of the following conditions-are met:

(1) The sole purpose of the capital expenditure is to renovate,
replace on the same site, or expand the entirety or a portion
of an existing health service facility that is located on the main
campus.

(2) The ¢apital expenditure does not result in (i) a change in bed
capacity as defined in G.S. 131E-176(5) or (i) the addition of
a health service facility or any other new institutional health
service other thah that allowed in G.S, 131E-176(16)b.

(3) The licensed health service facility proposing to incur the
capital expenditure shall provide prior written notice to the
Department, along with supporting documentation to
demonstrate that it meets the exemption criteria of this
subsection.

N.C. Gen. Stat. § 131E-176(14n) defines “main campus” as:
‘a. The site of the main building from which a licensed health

service facility providés clinical patient services and
exercises financial and administrative -control over the

~44035.-8298-4044~



Martha J. Frisone
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entire facility, including the buildirigs and grounds adjacent
to that main building.

b. -Other aréas and structures. that are not strictly contiguous
to the main building but are located within 250 yards of the
main building.

The HVI/CC Facility meets the requirements of N.C. Gen. Stat. § 131E-184(g) and
N.C. Gen. Stat. § 131E-176(14n) because:

{1) NHPMC is an existing health service facility (Hospital License
# H0010) located at 200 Hawthorne Lane in Charlotte. See
Exhibit E, the NHPMC 2018 License. The sole purpose of
the HVI/CC Facility is to expand an existing health service
facility that is located on the main campus. As shown in
Exhibit A, the location of the HVI/CC Facility is between 125.7
and. 127 feet of NHPMC, which is the main building. The
distance was measured by civil engineers. PMT is also.
approximately the same distance from NHPMC. The main
building is the location at which NHPMC provides clinical
patient services and from which NHPMC exercises financial
and administrative control over the entire facility. The:
administrative suite is on the first floor of NHPMC. See
Exhibit F, a lstter from Barbara L. Freedy, Director, Certificate
of Need, Novant Heaith, In¢., documenting this. Ms. Freedy's
letter ‘was submitted to the Agency in March 2018 in
connection with another NHPMC project, and the facts stated
in that March 2018 letier remain true today.

(2) This renovation project will not result in (i) a change in bed
capacity as defined in G.S. 131E-176(5) or (ii) the addition of
a health service facility or any other new institutional health
service other than that alfowed in G.S. 131E-176(16)b.

(3) This letter constitutes the required prior written notice.

- We would appreciate the Agency's written confirmation that the construction of the
HVI/CC Facility is exempt from CON.review.

~H4835-6298-4044~



Martha J, Frisone
July 11, 2018
Page 4
Construct a Parking Deck
| NHPMGC proposes to construct a 1,000 space parking deck that will be adjacent to
the HVI/CC Faciiity. N.C. Gen. 8tat. § 131E-184(a)(4) provides that upon prior written
notice, the Departmient shall exempt from CON review projects that:
. . . provide parking, heating or cooling systems, elevators,
or other basic plant or mechanical improvements, unless
‘these activities are integral portions of a project that involves
the construction of a new health service facility or portion
thereof and that is subject to certificate of need review.

The parking deck does not involve the construction of a new health service facility
or portion thereof and that is subject to CON review. The parking deck is necessary to
accommodate patients receiving treatment at the HVI/CC Facility as well the staff who
will work in the HVI/CC Facility

We would appreciate the Agency's written confirmation that the foregoing parking
deck construction is exempt from CON review.

I you need any further information, please let me know.
Thank you for your time and attention.

Sincerely,

Denise M. Gunter

Enclosures

~#4B35-6298-4044~
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Custom System Proposal
Quotation Number - 2020-245646

3,711,472

Looking further

et

=+ Confidential - Proposal is intended for Recipient and Recipient's Site Representatives Only



varian
T e e e S A R

Novant Presbyterian Hospital ("Customer™) Varian Medical Systems, Inc,
Karen Johnson Jeffrey Boone

200 HAWTHORNE LN US District Sales Manager
CHARLOTTE, North Carolina 28204 United States 3290 Northside Pkwy NW Suite 400
Tel : 704-384-4188 Atlanta, GA 30327 US

Fax : 704-384-5299 Tel : (704) 737-9395

Email : kaajohnson@novanthealth.org Email : jeffrey.boone@varian.com

*+ Confidential - Proposal is intended for Recipient and Recipient's Site Representatives Only Ak
Quote Information

Quiotation Number : 2020-245646

Quotation Valid Until : October 21, 2020 Sales PO Required : Yes
Customer Requested Delivery Date : Octaober 08, 2021 Customer Procurement Contact Needed
Quotation Date : February 19, 2020 Name :

Sales

Incoterms : US1: FOB: Origin

Payment Terms : 30 days net

Shipment : 80.00%

Acceptance : 20.00%

For orders equal or less than $75K, 100% upon shipment, net 30.

Finance support available: For lease and finance plans, call Toby Wann, Director Varian Customer Finance - 408.221.4294 / Toby.Wann@varian.com

Terms and Conditions

Products and Services: Customer's access to and use of the Products, Support Services and Services (except Software-as-a-Service or
Subscription Services) as indicated in this Quotation are subject to and governed by: (a) the Varian Terms and Conditions of Sale (Form RAD
1652) at: https.//www.varian.com/1652V_OCT_2018 and (b) any Schedules, Exhibits and/or additional terms (including third party terms)
contained, attached, referenced or otherwise indicated in this Quotation. All terms and conditions provided in the website link listed in item (a)
above are incorporated by reference and form part of the contract between Varian and Customer.

If there is a separate written agreement (e.g. master agreement) in effect between the parties that expressly provides for and governs the
purchase and sale of the specific Products, Support Services, Services, Software-as-a-Service and/or SubscriptionSubscription Service set forth
in this Quotation, such written agreement shall govern. Hard copies of the referenced terms and conditions and any additional terms indicated will
be provided to Customer upon request.

For and on behalf ef Customer Varian Medical Systems, Inc.
Authorized Representative : Karen Johnson Authorized Representative : Jeffrey Boone
Title : Title : US District Sales Manager

Date : February 19, 2020 Date : February 19, 2020

2020-245646 - February 19, 2020 - Page 2 of 18



Quotation Summary

varian

Machine Removal and Trade-In
‘Reserve and Travel and Ledging
Advantage Credits

Extended Warranty for Scalable TrueBeam
{1-¥ear)

2020-245646 —February 19, 2020 - Page 3 of 18
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tem. Description Qty

12 New Universal Baseframe 52" Fixed Floor 1

1.3 15116 MV (BJR 11747} 1
40 cm x40 cm maximurn field size; dose rate ranige 0-500 MU/Min.
1.4 107110 MV {BJR 11117) 1

40 cr x 40 cri makimum field size, dose rate range-0-600 MUMin.

1.5 6/6 MV (BJR 11/17)

40.cm % 40 em maximum field size, dose rate range U-B_DO _MU.’Min.-
1.6 16.MeV, 0-1000 ML/Bin

25 em X'25-cm maximum field size, dose rate range 0-1000 MUMin,
1.7 12 MeV, 0-1000 MU/Min

25.cm x 25 em maximurn fleld sizé; dose rate range-.0-1_00_0 MU/MIn
B i

1.8 g MeV, 0-1000 MU/Min
1.8 1
1.10 !
utomated positioning of _l_he-_pali_ent
5 ed 8DoF patient positighing with remote couch motion

Pre :

. 148 Oncology Informiation Syster for Radiation Oncology v.11 or fater
A Pivotal™ Proie Breast -Soluticpn 1

The Pivotal™ treatment solution supports proné breast technique with the Qfix™ KVue™ Access 360™ prone breast
insert. A Pivotal treatment solution online marketing program is included to help buitd awareness.of your facility and
promie the Pivotal treatment solution to patients. physicians;-and your community. Inchides a broad range of
marketing matérials including public rélations, advertising, and educational content:

Features:

. Right and left prone breast couch top-inserts with foam cushions
. Prone head cushion & contour pillow custion

. Dualharid grip.and ipsilateral.hand grip’

. Adjustable CT Risers (superior & inferior) for CT simulation

, Storage Cart

Prerequisites:

. ‘Qfix™ k¥ue™ Couch top

2020-245648.- February 19, 2020 - Page 4 of 18
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Hem Description Qty
Notes:
. A\.raltabie for small.and large bore €T scannérs

1.12 Low-X Imaging Energy 1

Low-X imaging energy configuration, providing high soft fissue contrastwhien imaging in-ine with the treatrment beam,
1.13 HyperArc Treatment Delivary Capability- 1

Frameless, MLC-based technidile for multiple intracranial SRS targets. Automatgd non-coplanar treatment delivery with
integral intrafzaction imaging at specified couch angfes.

‘Features:

- HyperArc™ Delivery License

Prerequisites:

, TrugBeam™ or Edge® system v2.7 or higher.

. RapidArc® delivery license

. PerfectPitch™. 6-Degrees of Freedom (60cF} couch

. Varian IGRT couchi-top or GFix KVue™ o KVue Galypso® couch tdp

- Encompass™ SRS Immebilization System by Qfix®

. Eclipsa™ treatrient planning system v15.5 or higher -

’ HyperArc treatment: planning license.

. Eclipse RapidArc® planning license

v ARA® oncology information system for radiation éncology v15.1 or higher

Notes: .
. Use of external devices connected to Motion Management or AD) interfaces with Hype
supported by Varan.
. Itis recommended that the patient CT scan ysed for treatmenl »
i or-befter.
14 kv Imaging System
kV imaging ‘'system, providing 20.radiographiigng: scopic and 303
Fealures;
. ¥V CBCT i image acquisition, review, reference image
. Radiographic |mage acqutsmo wi 30 i |mage matchlng fo reference image

Fiuoroscoplc image acq

15 1
radlographtc imaging, with imiages {riggered by respiration phase or amplitude, gantry
or MU, Automated image-based beam hold on-fiducial markers, based on user-defined marker
. Respiration Triggered imaging
. MU Triggeréd Imaging
. Gantry Triggered Imagmg
. Time Triggered Imaging ~
. Autobeam Hold
Prerequisites:
. Respiratory Motion Management System
1:16 Advanced Resp Motion Management System A

Stereoscapic optical system for managing patient respiration motion during reatment delivery and imaging.

Features
. Stercascopic optical imager, including marker biock for tracking, patient respiration motion
. Respiratory gated treatment delivery

2020245646 - February 19, 2020 - Page 5 of 18
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item Deseription Qty
. Respiratory gated MV image acquisition and orline review, respiration synchronized dine image acquisition-and
online review )
. Respiratory gated kV image acquisition and énline review, respiration synchrontzed-fluoroscopic image
acquisition and online review
1A7 VGD:Opfion, couch mounted 1
Couch:mounted display system provides visual feedback to the patient for resplrahcn stahilization or breath hold
posilion during respiratery gaited image acquisition or treatment delivery.
Fealures:
. 2 rechargeable batteries and ¢harging system
. Video interface for aptionat useof ctistomer-pravided video: goggles
Wireless display system with adjustable count mount
Prerequisites:
. TrueBeam® v2.7 or higher
. One of the following:
o Advanced Respiratory Mofion Management System
a Basic Respiratory Motion Managemenit System
3 Respiratory Motion Management System
= Oplical Imager '
1.18 VED wiCaich Mount - kVue
1.18 ‘Gated CBCT
Provides the ability {o acquire CBCT images synchronized with pati
Featires:
. Gated GBCT Imaging, License: CBC
reference | image.-
- Shart Arc CBCT Imaging License:
.imége match to respiratory gated r
data acquisition.. ¥
Prerequ:sntes
. One of the: foI{owmg Y-
c Advanced -' ;i
1.20 1

y to:acquire 4D CBCT images for patient positioning at the fime of freatment delivery or for 4D target
; post ireatment delivery. o ’

Features:
. 40 KV CBCT Image Mafch Review License: 48-CBCT image acquisition, image réview, and image maich to
‘structure or Maxirrium Intensity Projection {MIP) at the time of treatment delivery
. 40 CBCT Image Asguisition License: 4D KV CBCT image acquisiticn'in Advanced Reconstructor Mode for, post-
-treatmerit image reconstruction, viewing; and.offing andlysis.
Prerequisites: B
. :Ong of the following:.,
° Advanced Respiratory Motion Management System
* Basic Respiratory Mction Management System
° Respiratory Motion Management System
o ‘Opticaf Imager
. kY Imaging System
Customer Respansibilities:.
. Custamer must verify compahbmty with:3rd party: systems & devices.
Notes:.
. TrueBeamv2.7 or higher is. required to utilize 4D CBCT Match Review license

2020-245646 - February 19, 2020 - Page 6 of 18
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Item Description Qty
1.21 Itérative CBCT A
iterative CBCT. provides improved détectabllity of stationary or gating-immobilized soft lissue anatomy.
Features: '
. Iterative CBCT ficerise
. Reconstruction computer with GPU hardware
122 LAP Apollo Green Room Laser Kit 1]
Features:
. One Apolle Green Remole Controlled GCeiling Crosshair Laser
. Two Aptllo Green Remote contrailed Lateral Grosskiair Lasers,
. One Apoile Green Remote Vertical or Herizontal Gontrolffed Sagtttal Line Laser (selected prior to systern
production}
1.23 Fiitrine Water Chiller for 2 Systems 1
A closed lodp water cooling system, prov;dmg ‘clean water-at-a constant flow; pressure, and temperatu
hlgh energy medical linear acdelerators. |desl for sites where a dependable source of clean water for ¢
available.
1,24 Additional MotionView CCTV Camera System
Additional set of two Motion View CCTV cameras and displays, Camera,
Features:
. Two pan, filt, zoom COTV cameras
. Two desktopLCD displays with built in camera controls
. Adjustable viewing angle for paitterit privacy .
. Push huitton pan, 1it, zoom, and hol sitjol
F'rereqmst{es .
. Mofion View camera system, provi
1.25 ‘Main Circuit Breaker Panef 1
1.26- 1
127 Phantom Service 1
-A semvice provided through thie MDX Anderson Dosimetey Lab (MDADL) to supply a Radiological Phystcs Center (RPC)
lung phantem for QA and commissioning of advanced technologies:
Fedtures:
Roundtrip shipment of anthropernorphic lung phantorn with imageable targets, avoidance structures, and
‘heterogeneities that contain thermolumintescent dosimeter (TLD) and radiochrotmic film dosimeters
v Remote analysis by MDADL of the: ‘planning and dose delivery of the treatment on the phantom
Report of ahalysis from MDADL
Prérequisites:
Acceptance of TrueBeam® or Edge™ system with which the (ung phantom w|ll be used
Gustomer Responsibilities:
. Login to wanwrmyvarian.com to access the Gustomer Technical Bullstin: CTB-GE-930 for instructions on
B redeeming the ling phantom.service
Non-printing:
1.28 SRS Encompas IMB Qfix Couchtop. 1
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The SRS Encompass™ Immabilization package from Qfix™ is a dedicateéd SRS immmabilization package specificalty
tailored for use with the Qfix kVge™ and Calypso® kVue couch tops.
Feziturés: '
. kVue Encompass Intracranial nsert (guantity: 1)
. Encompass Intracranial Standalone Devieg for CT (quantity: 1)
. Ercormpass mask system (quantity: 10} '
. Lecating bar (quantity: 1) '
Prerequisites:. '
. Qfix kVue or Calypsa kVie couch op
. TrueBeam® v2.0 and higher
. VitalBeéam® v2.5 (China only) and higher
Notes:
. Training will be provided by Qfix
1.29 Motiori Management Interface 1
Motion management interface is an integrated intetface for validated extemal devices that provide patient positioning,
patient and target motion monitorinig, andor respiratory gating. The Mation management | inferface supporls connection
of up to four-external devices, two of which may be used for respiratory motion manzgement or. h|gh spead beam hold,
Features:. :
“ 4.DoF-or B-DoF patient pasitioning capability for compatible vatidated devices-and couch configuraj
. Integrated extemal device beam hold and image-hased patient. repositioning workflow
. Patient-specific external device activation and patient pian verification
1.30 STD TRNG: TB Platform On-Site
The on-sitereview of the TrueBeam/Edge/VitalBeam components in
patient treatment for theraprsts This supporl is to.ensure that perso
to operate: the TrueBeam Platform machine in a. safe. and effective
Features: .
. Inchides suppeit for TrueBeam/Edg
Offer is valid for 18 monihs after in
Prerequisites: :
. TraeBeam Platform classroom train
Notes:
B Training-is non-refundak
1.3 atform Ph 1
Adminis
ts) respo for the acoeptanoe commmsmmng. and QA program de\relopment of the
ironment. it i$ recommended that the student attend the TrueBeam Physics and
Befare the installation of the TrueBeéam; The course provides instruction of the basic
its, hasic magmg components and a‘general overview of the malion management: system
ine commissioning, calibration, and QA of the machine are-included. The course subject matter is
pré ; clinical use perspeclwe Primary- emphas;s is on the overall commissioning, calibration, and QA of the-
Truse ind its components. Extensive hands-on laboratory exercises areincluded. .
Features: )
. ncludes support for TrueBeam/Edge/VitaiBeam
. - Includes Tuition and Materials for ONE person.
. Length: 4.5 days
. "Offer is valid for 18 months after mstallatlon of product
Customer Responsibilities:
- Customer is responsible for all travel expenses (a:rfare hotel, rental car, meals and travel incidéntals)
MNotes:
. Training is non-refundable and non-transferable.
1.32. INCL ED: TB101 TB Platfarm Operations. 2

TrueBeam Operations is a course desighed forpersonnet (primarily Radiation Therapists) responsible for the routine
operation-and-clinical use of the TrueBeam. Itis recommended that students attend the TrueBeam Operallons course
shortly bifore clinical use and the ‘comrhiencément of patient treatments. The course provides instruction of the basic
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delivery components, basic imaging components and a general overview of the motion mdnagement system’
components; The courge subject matter is- presented {from:a clinical use perspéctive. Primary emphasis Is.on the overall
understanding of the TrueBeam function and operation to include imaging and reéspirataty galing. Extensive hands-on
laboratory exercises.are intluded, The attendees of this class will be provided tools to allow them to. instruct other
dlinical staff upon their retumn,

Features: _
. Includes support for TrusBeam/Edge/VitalBeam
. Includes Tuition and Materials for ONE person
. Lengih 4 days
. Offer is valid for 18 months after instaltation of product
Customer Responsibililies:
a Gustomer is responsible for all trave! expenses (girfare, hotel, rental car, meals and travel incidentals)
Notes:
. Training is non-refundable and non-transferable
1.33 INCL ED: Cl.222 Respiratory Gating 1

‘The Respiratory Gating course provides training for physicists and th_erapists_.'to:obtai:nﬁknou_'vledge of principles and
practices of respiratory gating in radiation oncelogy for clinical implementation.

Faatures:
. Includes support for TrueBeam Platform
. ‘Includes: Tuition and Materials for ONE person

. Length: 2'days-

. Offer js validh for 18 months after installation of praduct
Customer Responsibilities:

Customer is responsible for all travel expenses {airfare, hotel
Notes: _

. Training is:non-refundable and nan-transferable,

1.34 NLS: English

1.35 INCL ED: UAB TrueBeam SRS/SBRT Clin, 1
Theé SRS &SBRT Pelivery with’ hoal is taught by a multi-disciplinary team ffom the
University of Alabama &t Bi eons, radlatlon oncologlsls and medrcal physm:sts

This team instalied the gt
; duaily focused on specific sites {e.g. neuro or thoracnc}
his course is de5|gned for radiation physmlsts radiation ancélogists,

QA4 mulallonResp:ratory motion managemertTriggered 1maglngRaptdArc ‘RadiosurgeryHigh

Hattening Hiter free @2400 MU/min)Clinical implemisntation of advanced procedures in.CNS, HIN, lung,

g ostateNawgahon bronchoscopy for fiducial. placemenl

Iaboratory experiences that mimic the clinical prosess including mack {urmer board contouring, and

fient planning

SHliration and Localion: 3 day course at {he Haze¥ng—Salter Radiation Gneology Center, The University of
Alabama at Birminghan, Birminghar, AL.

Customer Respansibilities:

. Customer is responsiple for all travel expenses (afrfare, hotel, rental car, meals:and travel incidentals)

Notes: . )

. Offet is valid for-up to 18 months after installation of product

. tneludes tuition and materials for 3 pedple

‘ Non-transferable to other producls and'services and non-réfundable

. While this course‘is for 1 uition, itis recommanded that the customer purchase addifional tuitions for the entire

mulii-diseiplinary team of 3-4 individuals from the same site to attend the-class together

. If the clinical school is not available; Varian wilt make all reasonable efforts to find a suitable replacement:

. Eclipse s utilized extensively during the lab portion.of the course so this clinical school is not ideal for mstiluhons
not p{ann:ng to utitize Eclipse fortreéatment. plannlng

. This course is offered and exclusweiy coritrolled: by University of Alabama Birmingham; Varian is not responsible

for-and has not Teviewed the course topic, content or materials. The student will be required to sign an
agreement that disclaims all iability for Varian with respect to the content and training
. AMA, GAMPER-and MDCB Accreditation
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136

137

1,38

1.38

1.40

1.41

6X High Intensity Mode 1
AQ cm x 40;cm maximum field size, dose fate range 400-1400 MU;‘M_En in 'ZQO.M_U}'mih's'teps.

6 MV HDTSE, 8-2500 MU/min 1
. & MeV High Dase Total Skin Electran enefgy configuration, Dose rate 2500 MUIMin.

Prerequisites;

. High Dose Total Skin Electron Treatment Delivery license

‘Enhanced Beam Conformance Specification 1

The Enhanced Beam Conformance Specifications-provide tight _tolera‘nces.fcr'key X-ray and electran beam energy
performance specifications. . ' '

Additional in-Room Monitor System
-Additionat in-room monitors that canbe placed.at customer discretion.

Custorier Resporisibilities..
%%

‘RapidArc Treatment Delivery

heam delivery.
. Supports dynamicjaw tracking and colli
Prerequisites: ' _
. 120 Mulii Leaf Collimator. or HD120
. Eclipse™ trealment planning syste
. ‘RapidArc treatment planning licens

TruieReam with 120 Multiteaf

eatmahit-dativery, Includés 120.leaf MLC with.dual independent jaws,
t energy; 43 em x 43.cm MV imager for radiographic, Gine, and
era system, treatment console with integrated sudio and video systems,
foper port film graticule 16 stpport basic quality assurance.

abArc treaffiient delivéry fechnigues
Adulated RadioTherapy (IMRT) treatment technique, including large field IMRT
Treatment technique package _ '
adiographic and Cine Image Acquisition, 2D/2D:Radiographit image Review and match, Cing image

e
. Relative Partal Dosimetry Image and integrated Image Acquisition
Matchirig.of 2D radiographs to 3D reference images ’
. Online addition of kv and MV imaging protocols to treatrment fislds, with automated generation of reference
Images’ . )
. -Online Physician Approval ¢f images at Treatment Console (compatible with ARIAG:only)
. Automated Machine Performance. Check Tésting, Online Machine Performance Check Review
Offline Maching Performance: Check Review
Prareguisites:

. ARIA® ancology information system for radiation oncology ¥11.0 MR4.1.or higher,.or compalible third-party
oncology irformation system N .

. Edipse™ treatment planning system.v11.0'MR3 or higher, or compatible third-party trealment planning system

Customer Responsibilities: ' _ _ '

. Vérity compatitility with third-party-oncology information systerns if applicable

g Verify compatibility with third-party treatment planning systems if applicable

. I using a scale olher than [EC 60801.or {EC 61217 in the rest of the department, it may be necessary to change:
scales on all other machines. This may réquire additional purchases. '
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142 10X High Intensity Mode 1
40 ¢m x40 cim maximum figld size, dose rate range 400-2400 MUJmin in 400 hAU/min.steps.
1,43 cfix™ kVue™ couch top 1

Indeiked Immobilization freatment table KVue™ couch top, by Qfix™ | treatment fable with carbon fiber couch top, two
locating bars, iwo removable accessory Tails, pafient straps. '

Inclidles the foliowing inserts:

. Standard indexing insert pane

. Dose-rax insert panel

. Univiersat tip insert

. service panel. Note: Compaub:hty of specific 3rd party accessoriss, which are intended for use with kue ¢ouch

top, should be confirmed by the user directly- with the-3rd party supplier before ordering this top.

1.44 Integrated Collimator Verification & Interlock System t[CVI) for TrueBeam® pl_atf_dnn

The Integrated Collimator Verification & Interlock (ICV1) system provides_e[ectronic_:a'lly_-veriﬁed_ conical
use in radipsurgical freatment delivery.

Features:

. ‘Conical collimator mounting:system with intégrated mount verliication
. Set of 7 conical collimators with integrated verification

. Conical collimator set.{in mm diameter): 4, 5, 7.5, 10,12.5, 15; and

" ICV1 QA Toolkit
Prereqmsﬂes
. ARIA® dncolegy infortmation systeéms {for radiation cncology v,
information system
. Eclipse™ Cdtie Planning v11:0 or higher or compatible thirg-
-Customer Responsibililfes:

- Verify compatitility with third-party. treg ning systems

~ . Verify compatibility vith third-party ¢ viation systerms

Notes: o :

. Includes MPC ICVI isocenter ficen: C 1g¥) conical collimator alignment license:

Sl

22 T €ourit for 2 Linacs 1

Trade-In Discount for Linac.

31 Obsolescence Reserve

Ohsolescence Reserve
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3.2

Travel and Lodging i

Travel and Lodging for-training

4.1

4.2

4.3

4.4

45

'l;g;avel and L-odgln_g”

Travel and Lodging that is purchased through: Varian can only be used for attendance of education courses at a Varian
Educatisn Center and Varian clinical schools. A Trave} and Lodglng cannot. be used fo attend tradeshows or any‘avent

not related 1o Varian education.and training courses:

Allowande is applied only-to the travel and lodging expenses, including airfare, hotel accommodations at a Varian'
prefeired Hotel, and a rental car.A The customer.is- responsibla for any.expenses 'outside of the allowan

Travel and lodging charges will be dtrect billed-and are not reimbursable if travel is booked outside of Ba
the travel agents used by Varian Medical Systems only. The customer should cantact Balboz Travel Agen
877-593 -7220 to make the necessary travel arrangements once’ the custorner has confirmed their.
The customer must provide: Balboa their Varian sales order.number,
The Travetand Lodging allowance-expires 24 months. from the acceptance,
balance is non-refundable and cannat be traded for other products or sg

Servicés, such as ccnsultihg, on—é.it‘e applicati'ons training, -
gs and clinfcal schools that are purchiased through Varian.

i Conditions
200
8.0
Management onsite training is-available for préviously trained Varian préducts. Sold and delivered by
LMP4z Comim custom 5X+SR5 2080

(Qty 1, Credit per Qty: 208.0 )

Advantage Commissioning of TrueBeam with cusiom Models and SRS and Eclipse Treatment Planning System
Landauer Medical Physics wilf commission TrueBeam accelerater for up to 3 flattened and 2 unflatiened X-ray and up
to 6 dlectrons energies. This group will alse commission SRS for MLC and cenes forone photon. energy. The service
will be performed by 2 physicists.and is estimatéd t6 he:9.calendar days.

Scope of Work:

. SRS Cone configuration far one energy ;

Deliverables:

. Commissioning Review with Customer physicist

. Sample of various plans for-end to-end teshng with Portal Dosimetry

. Review of TPS configuration and settings
. Data book
. Commissioning report
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Prereq
. Customer site physu:lst mux.t be present for deliverables and approvals
. Must have accepiance of accelerator znd Eclipss before. Advantage Comrmissioning can start
. Full access to the acceleratof, accessories and the control room
. Secured Internet accessiNot included: This service does not include any commissioning: for Hard Wedge.
Customer must purchasé Hard Wedge commissioning separately
4.8 ED: TB201 TriueBeam Platform Physicists 16.0

‘Designed for Medical Physicists

Duration and Location:

‘Advantage Credits Eligible

(@Qy:1,Creditper Qty; 16.0)
Includes Tuition and Materials for ONE Person

This course provides training for Medical Physicists respensible for-commissiching and administration of the TrueBeam
machinie: The.course. consists of combination of lectures, demenstrations, and hands-on exefcises carried out ina lab.
equipped with fully functioning TrueBeam systerm. The course:provides.an averview of TrueBeam hardware, software
and control syster, to a depth sufficient for the usér to prepare the system’ for clinical use. The course also includes
demenstration of common IGRT, Motion Management and treatment plan delivery techniques. PLEASE NOTE: For
mote in-depth, calibration-and maintenance iraining, see TrueBeam Technical Maftenance 1 & LI.

Pre- Reqmsnes. Masters degree in Medical Physics, or equivalent:

4.0 days
Varian Education Center
Las Vegas, Nevada, USA

Application has beeir made to CAMPEP credits

Cusiomer is responsiblé for all travel expenses (aitfare, hotel, rental

TrueBeam
Rapid ArcVVMAT
iCBCT

4D CBCT
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Section 4
Year 1 Total 252.0
Total Credits 252.0
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Duotation Total

Quotation Total S $3,711,472.00
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2020 Rencwal Application for Hospital: / ; License No: HO010
Novant Health Presbyterian Medical Center Facility ID: 943501 v

All responses should pertain to October 1, 2018 through September 30, 2019.

11. Linear Accelerator Treatment Data confinued

Campus — if multiple sites: eMMC

a. Number of patients who received a course of radiation oncology treatments on linear accelerators (not the Gamma
Knife®). Patients shall be counted once if they receive one course of treatment and more if they receive additional
courses of treatment. For example, one patient who receives one course of treatment counts as one, and one patient
who receives three courses of treatment counts as three

Number of Patients | 1 5 %
(This number should match the number of patients reported in the Linear Accelerator Patient Origin Table on
page 32.)

( b. TOTAL number of Linear Accelerators: 2 ?
Of the TOTAL above,

Number of Linear Accelerators configured for
stereotactic radiosurgery:

Number of CyberKnife® Systems:
Number of other specialized linear accelerators:
Number of Gamma Knife® units
d. Number of treatment simulators L, .

(“machine that produces high quality diagnostic radiographs and precisely reproduces the geometric relationships of
megavoltage radiation therapy equipment to the patient.”(GS 131E-176(24b)))

@
%)

e. Number of grandfathered Linear Accelerators sa
For questions, please contact Healthcare Planning and Certificate of Need at 919-855-3873.

f.  CON Project ID numbers for all non-grandfathered Linear Accelerators:

unoble 4o [oceke CON Proltu- D of Phis HinmL

Revised 5/2019 Page 21
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Projected Capital Cost Form

Project Name

HVI-CI Linac 2

Building Purchase Price

Purchase Price of Land

Closing Costs

Site Preparation

Construction/Renovation Contract(s)

1,500,000

Landscaping

Architect / Engineering Fees

74,000

Medical Equipment

3,711,472

Non-Medical Equipment

Furniture

Consultant Fees (Engineering Fees)

Financing Costs

Interest during Construction

Other (contingency)

45,000

Total Capital Cost

5,330,472

CERTIFICATION BY A LICENSED ARCHITECT OR ENGINEER

complete and correct.

-

,_—-—“—j({q/]_ &, /?/é:z;\t_ A A

(_signature of ‘icensed Archite‘q? or Engineer

CERTIFICATION BY AN OFFICER OR AGENT FOR THE PROPONENT

Date Signed: (p/ Dfzo20

| certify that, to the best of my knowledge, the projected total capital cost for the proposed project
is complete and correct and that is our intent to carry out the proposed project as described.

DocuSigned by:

Mattluw Stine

= SBCFACER3E1G450,
Signature of Officer/Agent

vice President, Construction & Engineering

Novant Health, Inc.

Title of Officer/Agent

Date Signed:

08/28/2020 | 2:57:16 EDT
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From: Elores, Disraeliza

To: Waller, Martha K

Subject: Fw: [External] NH Presbyterian Med Ctr Linac Replacement Equipment Exemption Notices
Date: Friday, September 4, 2020 3:27:23 PM

Attachments: PMC Linacl REER to Agency 09.04.20.pdf

PMC Linac2 REER to Agency 09.04.20.pdf

From: Griffin, Lisa L <llgriffin@novanthealth.org>

Sent: Friday, September 4, 2020 3:21 PM

To: Faenza, Julie M <Julie.Faenza@dhhs.nc.gov>

Cc: Flores, Disraeliza <Disraeliza.Flores@dhhs.nc.gov>

Subject: [External] NH Presbyterian Med Ctr Linac Replacement Equipment Exemption Notices

CAUTION:

Hilulie,

Attached are 2 replacement equipment exemption notices for the 2 linacs located at NH
Presbyterian Medical Center in Charlotte.

Please confirm receipt of both files and let me know if you have any questions upon review.

Have a nice long weekend!

Lisa Griffin

Manager, Operational Planning
Novant Health, Inc.

(704) 351 - 1132

We are here to help you get the care you need. Visit Novant Health or Novant Health UVA for up-
to-date information.

Estamos aqui para ayudarle con el cuidado que usted necesita. Visite Novant Health o Novant
Health UVA para informacién actualizada.

This message and any included attachments are from NOVANT HEALTH INC. and are
intended only for the addressee(s). The information contained herein may include trade secrets
or privileged or otherwise confidential information. Unauthorized review, forwarding,
printing, copying, distributing, or using such information is strictly prohibited and may be
unlawful. If you received this message in error, or have reason to believe you are not
authorized to receive it, please promptly delete this message and notify the sender by email. If
you believe that any information contained in this message is disparaging or harassing or if


mailto:Disraeliza.Flores@dhhs.nc.gov
mailto:martha.waller@dhhs.nc.gov
mailto:report.spam@nc.gov
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EQUIPMENT COMPARISON

PMC Linear Accelerator #1 Relocation & Replacement

EXISTING
EQUIPMENT

REPLACEMENT
EQUIPMENT

Type
(e.g., Cardiac Catheterization, Gamma Knife®, Heart-lung bypass machine, Linear Accelerator, Lithotriptor,
MR, PET, Simulator, CT Scanner, Other Major Medical Equipment)

Linear Accelerator

Linear Acceleratar

Manufacturer Varian Varian
Model Name or Number Triology True Beam
Other method of identifying the equipmient (e.g., Room #, Serial Number, VIN #) SN 1196 TBD

Is the equipment mobile or fixed? Fixed Fixed
Date of acquisition 2018 ~0Oct 2020
Was the existing equipment new or used When acquired? / Is the replacement equipment new or used? Used* New
Total projected capital cost of the project <Attach a signed Projected Capital Cost form> 5913,538 35,330,472
Total cost of the equipment $368,500 $3,711,472
Lotation of the equipment <Attach a separate sheet for mobile equipment if necéssary> _.u.znuwﬂﬁ”wow_n .Em_mcMMmm_.__n_mM HVI-
Becument that the existing equipment is-currently in use See 2020 LRA nfa
Will the teplacement equipment result in any increase in the average charge per procedure? Na. No

If so, provide the increase as a percent of the current average charge per procedure nfa n/a
Will the replacement equipment result in any increase in the average operating expense per procedure? No Nog

If so, provide the increase as a percent of the current average Otmagsm expense per procedure n/a n/a

Type of procedures performed on the existing equipment <Attach a separate sheet if necessary>

Linac Radiation
Treativents

Type of procedures the replacement equipfent will perform <Attach a separate sheet if necessary>

Linac Radiation
Treatments

Note: * See enclosed letter dated November 7, 2018 indicating that this refurbished unit may be replaced and the replacement does riot violate

the provisionsof 10A NCAC 14C .0303(¢)(2).







B NOVANT
September 4, 2020 ® H EA LT H

Via Email

2085 Frontis Plaza Boulevard
Julie Faenza, Project Analyst, Certificate of Need Winston-Salem, NC 27103
N.C. Department of Health Service Regulation
809 Ruggles Drive
Raleigh, North Carolina 27603

Re: Novant Health Presbyterian Medical Center (FID 943501)
Replacement of Existing Linear Accelerator #2
Charlotte, NC (Mecklenburg County)

Dear Ms. Faenza:

Pursuant to N.C. Gen. Stat. § 131E-184(f), this letter serves as prior written notice that Novant Health
Presbyterian Medical Center (“NHPMC”) intends to replace an existing fixed linear accelerator currently
located in the Radiation-Oncology Department on the first floor of the hospital and relocate it to the
Novant Health Presbyterian Heart & Vascular Institute and Cancer Center building (“HVI-CC”) on the
main campus of NHPMC.

NHPMC's project meets the requirements set forth in N.C. Gen. Stat. 131E-184(f) for “replacement
equipment” that exceeds two million ($2,000,000) threshold in the following ways:

Main Campus

The HVI-CC is located at the corner of East Fourth Street and Queens Road directly across the street
from NHPMC and is between 125.7 and 127 feet of the main hospital building. The main hospital
building is the location at which NHPMC exercises financial and administrative control over the entire
facility and the administrative suite is located on the first floor of NHPMC.

The HVI-CC is set to open in October 2020. See Attachment A for the Agency response dated July 17,
2018 deeming the HVI-CC project exempt from CON review and confirming the “main campus” location.

Previous Certificate of Need

The existing linear accelerator is a replacement of a unit that dated back to 2007; however, we are
unable to find the documentation regarding its original certificate of need. NHPMC has reported two
linear accelerators for many years on the Annual License Renewal Application (“LRA”) as support that
this linear accelerator has been in use and is still in use. See Attachment B for an excerpt of NHPMC's
2020 LRA.

Replacement Equipment

The proposed project meets the definition of “replacement equipment” found in N.C.G.S. 131E-176(22a)
and 10A N.C.A.C 14C.0303 for the following reasons:
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{1) NHPMC will replace the existing equipment with the proposed equipment that is
functionally similar and will be used for the same diagnostic purposes, although it possesses
expanded capabilities due to technological improvements.

(2) The proposed equipment will not be used to provide a new health service.

(3) The acquisition of the proposed equipment will 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.

The replacement involves the existing linear accelerator which was acquired in 2007 and is well past its
useful life and is outdated to current equipment capabilities. Attachment E contains the Equipment
Comparison Form.

See Attachment C for the Equipment Quote for the new linear accelerator. As part of the equipment
cost, the vendor will provide onsite clinical training for the equipment. Also, the existing equipment will
be traded in and removed from North Carolina by Varian. The total capital cost for the proposed
replacement equipment project is estimated to be $5,330,472. See Attachment D — Project Capital Cost
Form.

In support of our request, please find attached:

Attachment A — NHPMC HVI-CC Exemption Notice 2018
Attachment B — NHPMC 2020 LRA Excerpt

Attachment C — Equipment Quote

Attachment D —Project Capital Cost Form

Attachment E — NC CON Equipment Comparison chart

NHPMC’s acquisition of the replacement fixed linear accelerator does not require a certificate of need
because none of the definitions of “new institutional health services” set forth in N.C.G.S. Section 131E-
176(16) apply to the proposed project. As outlined above, the total cost for the project is $5,330,472.
The proposed capital cost includes equipment, as well as studies, surveys, designs, plans, working
drawings, specifications, construction installation and other activities essential to making the equipment
operational.

Based on the information provided, please confirm that NHPMC'’s replacement equipment request does
not constitute a new institutional health service and is exempt from certificate of need review as
indicated above.

If you need additional information, please do not hesitate to contact me.

Sincerely,

a?;w Al
Lisa Griffin

Manager, Operational Planning
Novant Health, Inc.
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NGDEPARTMENT OF ROY COOPER » Governor

HEALTH AND MANDY COHEN, MD, MPH « Seci
HUMAN SERVICES | MANDY GOREN, MD, MPH + Secre(ary
Division-of Health Service Regulation  MARK PAYNE - Director

July 17,2018

'De_nise M. Gunter
380 Knollwood Street, Suite 530
‘Wiriston-Salem, NC 27103

Exempt from Review

Record #: 2652

Facility Name: Novant Health Presbyterian Medical Center
FID #: 943501

Business Name: Novant Health, Inc.

Business # 1341

Project Description: Devélop a medical office building on' the main hospital campus with 4 cost
greater than $2 million and develop an adjacent parking deck
County: Mecklenburg

Dear Ms. Gunter:

‘The Healthcare Planning and Certificate 6f Need Section, Division of Health Service Regulation
(Agency), determined that based on your letfer of July 11,2018, the above referenced proposal is
exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-184(g) and
§131E-184(a)(4). Therefore, you may proceed to offer, develop, or establish the above
referenced project without a certificate of need.

However, you need to contact the Agchcy’S"Constmcﬁon. angd the 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 nipt 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. '

NG DEPARTMENT OF HEALTH.AND HUMAN SERVICES + DIVISION OF HEALTH SERVICE REGULATION
HEALTHGCARE PLANNING AND CERTIFICATE OF NEED SECTION

LOCATION: 809 Ruggles Drive, Ed_gerlon Building, Raiejgh, NG 27603
MAILING -F_\'DD'RESS: 2704 Mail Service Cenier, .Raleigh, NG 2_?599-&2_704
~rwrw.hodhhs.gov/idhérf » TEL: 819-855-3873

AN EQUAL OPPORTUNITY / AFFIRMATIVE ACTION EMPLOYER





Denise M. Gunter.
July_ 17,2018
Pape 2

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

Sincerely, -
Julei 1 F ey 7)o l) s
Julie-M: Faenza Martha J. Frisone /

Project Analyst Chief, Healthcare Planning and

Cettificate of Need Section

¢c! Construction Section, DHSR _
Acute and Home Care Licensure and Certification Section, DHSR
Amy Craddock, Assistant Chief, Healthcare Planning, DHSR





Fi!l NELSON MULLINS

Denise M. Gunter
T 336.774.3322 F 336.774.3372

denise.gunter@nelsonmullins.com

Hand Delivered

Martha J. Frisone, Chief

July 11, 2018

NELSON MULLINS RILEY & SoARSOROVE "

ATTORNEYS AND COUNSE

380 Knollwood Street | !
Winston-Salem, NC 271p%
T 336.774.3300 F 336.774

nelsonmullins.com o

Healthcare Planning and Certificate of Need Section
North Carolina Department of Health and Human Services

Division of Health Service Regulation

809 Ruggles Drive
Raleigh, North Carolina 27603

Re: Notice of Exemption for Two Projects Pursuant to N.C. Gen. Stat. § 131E-

184

Facility Name:

FID #:

Business Name:
Business #:

Project Description:

County:

Dear Ms. Frisone:

Novant Health Presbyterian Medical Center (NHPMC)

Novant Health, Inc.

Construct Heart and Vascular Institute and Cancer
Center on the Main Campus of NHPMC, as well as a
parking deck

Mecklenburg

Pursuant to N.C. Gen. Stat. §§ 131E-184(a)(4) and (g), this letter serves as prior
written notice of two CON-exempt projects at NHPMC: (1) NHPMC's intent to construct a
Heart and Vascular Institute and Cancer Center on its main campus (the “HVI/CC
Facility”); and (2) NHPMC'’s intent to build a parking deck adjacent to the HVI/CC Project.

Each project is discussed below.

Construct the HVI/CC Facility

The HVI/CC Facility will be a 7-story, approximately 257,000 square foot facility.
Five of the floors will be built out and two of the floors will be shell space. The HVI/CC
Facility will be located at the corner of East Fourth Street and Queens Road in Charlotte,

CaLIFORNIA | COLORADO | DiSTRICT OF CoLUMBIA | FLORIDA | GEORGIA | MARYLAND | MASSACHUSETTS | NEW YORK
NORTH CAROLINA | SOUTH CAROLINA | TENNESSEE | WEST VIRGINIA

~#4835-6298-4044~
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directly across the street from NHPMC. A diagram showing the site is attached as Exhibit
A. A rendering of the proposed HVI/CC Facility is attached as Exhibit B. A second
rendering showing the building and the parking deck Is attached as Exhibit C. The fotal
capital cost of the HVI/CC Facility, including the parking deck discussed below, is
estimated to be $165.6 miflion. NHPMC presently estimates that the HVI/CC Facility will
be completed in 2020,

The HVI/CC Facility will house comprehensive heart and vascular.and cancer
outpatient services, including cardiovascular and cancer rehabilitation, radiation
oncology, a chemotherapy infusion center and physician offices. A stacking diagram
showing the services that will go on each floor of the HVI/CC Facility is attached as
Exhibit D. In-addition, because Presbyterian Medical Tower ("PMT") is adjacent to the
proposed HVI/CC Fagility, a connector will be built between the two buildings. The Breast.
Center in PMT will be renovated, and physician and administrative offices needed fo
support the HVI/CC Facility will be constructed in PMT. The costs for these portions of
the project are included in the $165.6 million estimate.

N.C. Gen. Stat. § 131E-184(g) provides that the Department shali exempt from
CON review any capital expenditure that exceeds the $2 million threshold in N.C. Gen.
Stat. § 131E-176(16)b., if all of the following conditions-are met:

(1) The sole purpose of the capital expenditure is to renovate,
replace on the same site, or expand the entirety or a portion
of an existing health service facility that is located on the main
campus.

(2) The ¢apital expenditure does not result in (i) a change in bed
capacity as defined in G.S. 131E-176(5) or (i) the addition of
a health service facility or any other new institutional health
service other thah that allowed in G.S, 131E-176(16)b.

(3) The licensed health service facility proposing to incur the
capital expenditure shall provide prior written notice to the
Department, along with supporting documentation to
demonstrate that it meets the exemption criteria of this
subsection.

N.C. Gen. Stat. § 131E-176(14n) defines “main campus” as:
‘a. The site of the main building from which a licensed health

service facility providés clinical patient services and
exercises financial and administrative -control over the

~44035.-8298-4044~
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entire facility, including the buildirigs and grounds adjacent
to that main building.

b. -Other aréas and structures. that are not strictly contiguous
to the main building but are located within 250 yards of the
main building.

The HVI/CC Facility meets the requirements of N.C. Gen. Stat. § 131E-184(g) and
N.C. Gen. Stat. § 131E-176(14n) because:

{1) NHPMC is an existing health service facility (Hospital License
# H0010) located at 200 Hawthorne Lane in Charlotte. See
Exhibit E, the NHPMC 2018 License. The sole purpose of
the HVI/CC Facility is to expand an existing health service
facility that is located on the main campus. As shown in
Exhibit A, the location of the HVI/CC Facility is between 125.7
and. 127 feet of NHPMC, which is the main building. The
distance was measured by civil engineers. PMT is also.
approximately the same distance from NHPMC. The main
building is the location at which NHPMC provides clinical
patient services and from which NHPMC exercises financial
and administrative control over the entire facility. The:
administrative suite is on the first floor of NHPMC. See
Exhibit F, a lstter from Barbara L. Freedy, Director, Certificate
of Need, Novant Heaith, In¢., documenting this. Ms. Freedy's
letter ‘was submitted to the Agency in March 2018 in
connection with another NHPMC project, and the facts stated
in that March 2018 letier remain true today.

(2) This renovation project will not result in (i) a change in bed
capacity as defined in G.S. 131E-176(5) or (ii) the addition of
a health service facility or any other new institutional health
service other than that alfowed in G.S. 131E-176(16)b.

(3) This letter constitutes the required prior written notice.

- We would appreciate the Agency's written confirmation that the construction of the
HVI/CC Facility is exempt from CON.review.

~H4835-6298-4044~
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Construct a Parking Deck
| NHPMGC proposes to construct a 1,000 space parking deck that will be adjacent to
the HVI/CC Faciiity. N.C. Gen. 8tat. § 131E-184(a)(4) provides that upon prior written
notice, the Departmient shall exempt from CON review projects that:
. . . provide parking, heating or cooling systems, elevators,
or other basic plant or mechanical improvements, unless
‘these activities are integral portions of a project that involves
the construction of a new health service facility or portion
thereof and that is subject to certificate of need review.

The parking deck does not involve the construction of a new health service facility
or portion thereof and that is subject to CON review. The parking deck is necessary to
accommodate patients receiving treatment at the HVI/CC Facility as well the staff who
will work in the HVI/CC Facility

We would appreciate the Agency's written confirmation that the foregoing parking
deck construction is exempt from CON review.

I you need any further information, please let me know.
Thank you for your time and attention.

Sincerely,

Denise M. Gunter

Enclosures

~#4B35-6298-4044~
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Custom System Proposal
Quotation Number - 2020-245646

3,711,472

Looking further

et

=+ Confidential - Proposal is intended for Recipient and Recipient's Site Representatives Only





varian
T e e e S A R

Novant Presbyterian Hospital ("Customer™) Varian Medical Systems, Inc,
Karen Johnson Jeffrey Boone

200 HAWTHORNE LN US District Sales Manager
CHARLOTTE, North Carolina 28204 United States 3290 Northside Pkwy NW Suite 400
Tel : 704-384-4188 Atlanta, GA 30327 US

Fax : 704-384-5299 Tel : (704) 737-9395

Email : kaajohnson@novanthealth.org Email : jeffrey.boone@varian.com

*+ Confidential - Proposal is intended for Recipient and Recipient's Site Representatives Only Ak
Quote Information

Quiotation Number : 2020-245646

Quotation Valid Until : October 21, 2020 Sales PO Required : Yes
Customer Requested Delivery Date : Octaober 08, 2021 Customer Procurement Contact Needed
Quotation Date : February 19, 2020 Name :

Sales

Incoterms : US1: FOB: Origin

Payment Terms : 30 days net

Shipment : 80.00%

Acceptance : 20.00%

For orders equal or less than $75K, 100% upon shipment, net 30.

Finance support available: For lease and finance plans, call Toby Wann, Director Varian Customer Finance - 408.221.4294 / Toby.Wann@varian.com

Terms and Conditions

Products and Services: Customer's access to and use of the Products, Support Services and Services (except Software-as-a-Service or
Subscription Services) as indicated in this Quotation are subject to and governed by: (a) the Varian Terms and Conditions of Sale (Form RAD
1652) at: https.//www.varian.com/1652V_OCT_2018 and (b) any Schedules, Exhibits and/or additional terms (including third party terms)
contained, attached, referenced or otherwise indicated in this Quotation. All terms and conditions provided in the website link listed in item (a)
above are incorporated by reference and form part of the contract between Varian and Customer.

If there is a separate written agreement (e.g. master agreement) in effect between the parties that expressly provides for and governs the
purchase and sale of the specific Products, Support Services, Services, Software-as-a-Service and/or SubscriptionSubscription Service set forth
in this Quotation, such written agreement shall govern. Hard copies of the referenced terms and conditions and any additional terms indicated will
be provided to Customer upon request.

For and on behalf ef Customer Varian Medical Systems, Inc.
Authorized Representative : Karen Johnson Authorized Representative : Jeffrey Boone
Title : Title : US District Sales Manager

Date : February 19, 2020 Date : February 19, 2020

2020-245646 - February 19, 2020 - Page 2 of 18





Quotation Summary

varian

Machine Removal and Trade-In
‘Reserve and Travel and Ledging
Advantage Credits

Extended Warranty for Scalable TrueBeam
{1-¥ear)

2020-245646 —February 19, 2020 - Page 3 of 18
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tem. Description Qty

12 New Universal Baseframe 52" Fixed Floor 1

1.3 15116 MV (BJR 11747} 1
40 cm x40 cm maximurn field size; dose rate ranige 0-500 MU/Min.
1.4 107110 MV {BJR 11117) 1

40 cr x 40 cri makimum field size, dose rate range-0-600 MUMin.

1.5 6/6 MV (BJR 11/17)

40.cm % 40 em maximum field size, dose rate range U-B_DO _MU.’Min.-
1.6 16.MeV, 0-1000 ML/Bin

25 em X'25-cm maximum field size, dose rate range 0-1000 MUMin,
1.7 12 MeV, 0-1000 MU/Min

25.cm x 25 em maximurn fleld sizé; dose rate range-.0-1_00_0 MU/MIn
B i

1.8 g MeV, 0-1000 MU/Min
1.8 1
1.10 !
utomated positioning of _l_he-_pali_ent
5 ed 8DoF patient positighing with remote couch motion

Pre :

. 148 Oncology Informiation Syster for Radiation Oncology v.11 or fater
A Pivotal™ Proie Breast -Soluticpn 1

The Pivotal™ treatment solution supports proné breast technique with the Qfix™ KVue™ Access 360™ prone breast
insert. A Pivotal treatment solution online marketing program is included to help buitd awareness.of your facility and
promie the Pivotal treatment solution to patients. physicians;-and your community. Inchides a broad range of
marketing matérials including public rélations, advertising, and educational content:

Features:

. Right and left prone breast couch top-inserts with foam cushions
. Prone head cushion & contour pillow custion

. Dualharid grip.and ipsilateral.hand grip’

. Adjustable CT Risers (superior & inferior) for CT simulation

, Storage Cart

Prerequisites:

. ‘Qfix™ k¥ue™ Couch top

2020-245648.- February 19, 2020 - Page 4 of 18
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Hem Description Qty
Notes:
. A\.raltabie for small.and large bore €T scannérs

1.12 Low-X Imaging Energy 1

Low-X imaging energy configuration, providing high soft fissue contrastwhien imaging in-ine with the treatrment beam,
1.13 HyperArc Treatment Delivary Capability- 1

Frameless, MLC-based technidile for multiple intracranial SRS targets. Automatgd non-coplanar treatment delivery with
integral intrafzaction imaging at specified couch angfes.

‘Features:

- HyperArc™ Delivery License

Prerequisites:

, TrugBeam™ or Edge® system v2.7 or higher.

. RapidArc® delivery license

. PerfectPitch™. 6-Degrees of Freedom (60cF} couch

. Varian IGRT couchi-top or GFix KVue™ o KVue Galypso® couch tdp

- Encompass™ SRS Immebilization System by Qfix®

. Eclipsa™ treatrient planning system v15.5 or higher -

’ HyperArc treatment: planning license.

. Eclipse RapidArc® planning license

v ARA® oncology information system for radiation éncology v15.1 or higher

Notes: .
. Use of external devices connected to Motion Management or AD) interfaces with Hype
supported by Varan.
. Itis recommended that the patient CT scan ysed for treatmenl »
i or-befter.
14 kv Imaging System
kV imaging ‘'system, providing 20.radiographiigng: scopic and 303
Fealures;
. ¥V CBCT i image acquisition, review, reference image
. Radiographic |mage acqutsmo wi 30 i |mage matchlng fo reference image

Fiuoroscoplc image acq

15 1
radlographtc imaging, with imiages {riggered by respiration phase or amplitude, gantry
or MU, Automated image-based beam hold on-fiducial markers, based on user-defined marker
. Respiration Triggered imaging
. MU Triggeréd Imaging
. Gantry Triggered Imagmg
. Time Triggered Imaging ~
. Autobeam Hold
Prerequisites:
. Respiratory Motion Management System
1:16 Advanced Resp Motion Management System A

Stereoscapic optical system for managing patient respiration motion during reatment delivery and imaging.

Features
. Stercascopic optical imager, including marker biock for tracking, patient respiration motion
. Respiratory gated treatment delivery

2020245646 - February 19, 2020 - Page 5 of 18
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item Deseription Qty
. Respiratory gated MV image acquisition and orline review, respiration synchronized dine image acquisition-and
online review )
. Respiratory gated kV image acquisition and énline review, respiration synchrontzed-fluoroscopic image
acquisition and online review
1A7 VGD:Opfion, couch mounted 1
Couch:mounted display system provides visual feedback to the patient for resplrahcn stahilization or breath hold
posilion during respiratery gaited image acquisition or treatment delivery.
Fealures:
. 2 rechargeable batteries and ¢harging system
. Video interface for aptionat useof ctistomer-pravided video: goggles
Wireless display system with adjustable count mount
Prerequisites:
. TrueBeam® v2.7 or higher
. One of the following:
o Advanced Respiratory Mofion Management System
a Basic Respiratory Motion Managemenit System
3 Respiratory Motion Management System
= Oplical Imager '
1.18 VED wiCaich Mount - kVue
1.18 ‘Gated CBCT
Provides the ability {o acquire CBCT images synchronized with pati
Featires:
. Gated GBCT Imaging, License: CBC
reference | image.-
- Shart Arc CBCT Imaging License:
.imége match to respiratory gated r
data acquisition.. ¥
Prerequ:sntes
. One of the: foI{owmg Y-
c Advanced -' ;i
1.20 1

y to:acquire 4D CBCT images for patient positioning at the fime of freatment delivery or for 4D target
; post ireatment delivery. o ’

Features:
. 40 KV CBCT Image Mafch Review License: 48-CBCT image acquisition, image réview, and image maich to
‘structure or Maxirrium Intensity Projection {MIP) at the time of treatment delivery
. 40 CBCT Image Asguisition License: 4D KV CBCT image acquisiticn'in Advanced Reconstructor Mode for, post-
-treatmerit image reconstruction, viewing; and.offing andlysis.
Prerequisites: B
. :Ong of the following:.,
° Advanced Respiratory Motion Management System
* Basic Respiratory Mction Management System
° Respiratory Motion Management System
o ‘Opticaf Imager
. kY Imaging System
Customer Respansibilities:.
. Custamer must verify compahbmty with:3rd party: systems & devices.
Notes:.
. TrueBeamv2.7 or higher is. required to utilize 4D CBCT Match Review license

2020-245646 - February 19, 2020 - Page 6 of 18
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Item Description Qty
1.21 Itérative CBCT A
iterative CBCT. provides improved détectabllity of stationary or gating-immobilized soft lissue anatomy.
Features: '
. Iterative CBCT ficerise
. Reconstruction computer with GPU hardware
122 LAP Apollo Green Room Laser Kit 1]
Features:
. One Apolle Green Remole Controlled GCeiling Crosshair Laser
. Two Aptllo Green Remote contrailed Lateral Grosskiair Lasers,
. One Apoile Green Remote Vertical or Herizontal Gontrolffed Sagtttal Line Laser (selected prior to systern
production}
1.23 Fiitrine Water Chiller for 2 Systems 1
A closed lodp water cooling system, prov;dmg ‘clean water-at-a constant flow; pressure, and temperatu
hlgh energy medical linear acdelerators. |desl for sites where a dependable source of clean water for ¢
available.
1,24 Additional MotionView CCTV Camera System
Additional set of two Motion View CCTV cameras and displays, Camera,
Features:
. Two pan, filt, zoom COTV cameras
. Two desktopLCD displays with built in camera controls
. Adjustable viewing angle for paitterit privacy .
. Push huitton pan, 1it, zoom, and hol sitjol
F'rereqmst{es .
. Mofion View camera system, provi
1.25 ‘Main Circuit Breaker Panef 1
1.26- 1
127 Phantom Service 1
-A semvice provided through thie MDX Anderson Dosimetey Lab (MDADL) to supply a Radiological Phystcs Center (RPC)
lung phantem for QA and commissioning of advanced technologies:
Fedtures:
Roundtrip shipment of anthropernorphic lung phantorn with imageable targets, avoidance structures, and
‘heterogeneities that contain thermolumintescent dosimeter (TLD) and radiochrotmic film dosimeters
v Remote analysis by MDADL of the: ‘planning and dose delivery of the treatment on the phantom
Report of ahalysis from MDADL
Prérequisites:
Acceptance of TrueBeam® or Edge™ system with which the (ung phantom w|ll be used
Gustomer Responsibilities:
. Login to wanwrmyvarian.com to access the Gustomer Technical Bullstin: CTB-GE-930 for instructions on
B redeeming the ling phantom.service
Non-printing:
1.28 SRS Encompas IMB Qfix Couchtop. 1

-2020-245646 - February 19, 2020 - Pagé 7 of 18
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tem Description Qty
The SRS Encompass™ Immabilization package from Qfix™ is a dedicateéd SRS immmabilization package specificalty
tailored for use with the Qfix kVge™ and Calypso® kVue couch tops.
Feziturés: '
. kVue Encompass Intracranial nsert (guantity: 1)
. Encompass Intracranial Standalone Devieg for CT (quantity: 1)
. Ercormpass mask system (quantity: 10} '
. Lecating bar (quantity: 1) '
Prerequisites:. '
. Qfix kVue or Calypsa kVie couch op
. TrueBeam® v2.0 and higher
. VitalBeéam® v2.5 (China only) and higher
Notes:
. Training will be provided by Qfix
1.29 Motiori Management Interface 1
Motion management interface is an integrated intetface for validated extemal devices that provide patient positioning,
patient and target motion monitorinig, andor respiratory gating. The Mation management | inferface supporls connection
of up to four-external devices, two of which may be used for respiratory motion manzgement or. h|gh spead beam hold,
Features:. :
“ 4.DoF-or B-DoF patient pasitioning capability for compatible vatidated devices-and couch configuraj
. Integrated extemal device beam hold and image-hased patient. repositioning workflow
. Patient-specific external device activation and patient pian verification
1.30 STD TRNG: TB Platform On-Site
The on-sitereview of the TrueBeam/Edge/VitalBeam components in
patient treatment for theraprsts This supporl is to.ensure that perso
to operate: the TrueBeam Platform machine in a. safe. and effective
Features: .
. Inchides suppeit for TrueBeam/Edg
Offer is valid for 18 monihs after in
Prerequisites: :
. TraeBeam Platform classroom train
Notes:
B Training-is non-refundak
1.3 atform Ph 1
Adminis
ts) respo for the acoeptanoe commmsmmng. and QA program de\relopment of the
ironment. it i$ recommended that the student attend the TrueBeam Physics and
Befare the installation of the TrueBeéam; The course provides instruction of the basic
its, hasic magmg components and a‘general overview of the malion management: system
ine commissioning, calibration, and QA of the machine are-included. The course subject matter is
pré ; clinical use perspeclwe Primary- emphas;s is on the overall commissioning, calibration, and QA of the-
Truse ind its components. Extensive hands-on laboratory exercises areincluded. .
Features: )
. ncludes support for TrueBeam/Edge/VitaiBeam
. - Includes Tuition and Materials for ONE person.
. Length: 4.5 days
. "Offer is valid for 18 months after mstallatlon of product
Customer Responsibilities:
- Customer is responsible for all travel expenses (a:rfare hotel, rental car, meals and travel incidéntals)
MNotes:
. Training is non-refundable and non-transferable.
1.32. INCL ED: TB101 TB Platfarm Operations. 2

TrueBeam Operations is a course desighed forpersonnet (primarily Radiation Therapists) responsible for the routine
operation-and-clinical use of the TrueBeam. Itis recommended that students attend the TrueBeam Operallons course
shortly bifore clinical use and the ‘comrhiencément of patient treatments. The course provides instruction of the basic
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delivery components, basic imaging components and a general overview of the motion mdnagement system’
components; The courge subject matter is- presented {from:a clinical use perspéctive. Primary emphasis Is.on the overall
understanding of the TrueBeam function and operation to include imaging and reéspirataty galing. Extensive hands-on
laboratory exercises.are intluded, The attendees of this class will be provided tools to allow them to. instruct other
dlinical staff upon their retumn,

Features: _
. Includes support for TrusBeam/Edge/VitalBeam
. Includes Tuition and Materials for ONE person
. Lengih 4 days
. Offer is valid for 18 months after instaltation of product
Customer Responsibililies:
a Gustomer is responsible for all trave! expenses (girfare, hotel, rental car, meals and travel incidentals)
Notes:
. Training is non-refundable and non-transferable
1.33 INCL ED: Cl.222 Respiratory Gating 1

‘The Respiratory Gating course provides training for physicists and th_erapists_.'to:obtai:nﬁknou_'vledge of principles and
practices of respiratory gating in radiation oncelogy for clinical implementation.

Faatures:
. Includes support for TrueBeam Platform
. ‘Includes: Tuition and Materials for ONE person

. Length: 2'days-

. Offer js validh for 18 months after installation of praduct
Customer Responsibilities:

Customer is responsible for all travel expenses {airfare, hotel
Notes: _

. Training is:non-refundable and nan-transferable,

1.34 NLS: English

1.35 INCL ED: UAB TrueBeam SRS/SBRT Clin, 1
Theé SRS &SBRT Pelivery with’ hoal is taught by a multi-disciplinary team ffom the
University of Alabama &t Bi eons, radlatlon oncologlsls and medrcal physm:sts

This team instalied the gt
; duaily focused on specific sites {e.g. neuro or thoracnc}
his course is de5|gned for radiation physmlsts radiation ancélogists,

QA4 mulallonResp:ratory motion managemertTriggered 1maglngRaptdArc ‘RadiosurgeryHigh

Hattening Hiter free @2400 MU/min)Clinical implemisntation of advanced procedures in.CNS, HIN, lung,

g ostateNawgahon bronchoscopy for fiducial. placemenl

Iaboratory experiences that mimic the clinical prosess including mack {urmer board contouring, and

fient planning

SHliration and Localion: 3 day course at {he Haze¥ng—Salter Radiation Gneology Center, The University of
Alabama at Birminghan, Birminghar, AL.

Customer Respansibilities:

. Customer is responsiple for all travel expenses (afrfare, hotel, rental car, meals:and travel incidentals)

Notes: . )

. Offet is valid for-up to 18 months after installation of product

. tneludes tuition and materials for 3 pedple

‘ Non-transferable to other producls and'services and non-réfundable

. While this course‘is for 1 uition, itis recommanded that the customer purchase addifional tuitions for the entire

mulii-diseiplinary team of 3-4 individuals from the same site to attend the-class together

. If the clinical school is not available; Varian wilt make all reasonable efforts to find a suitable replacement:

. Eclipse s utilized extensively during the lab portion.of the course so this clinical school is not ideal for mstiluhons
not p{ann:ng to utitize Eclipse fortreéatment. plannlng

. This course is offered and exclusweiy coritrolled: by University of Alabama Birmingham; Varian is not responsible

for-and has not Teviewed the course topic, content or materials. The student will be required to sign an
agreement that disclaims all iability for Varian with respect to the content and training
. AMA, GAMPER-and MDCB Accreditation
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136

137

1,38

1.38

1.40

1.41

6X High Intensity Mode 1
AQ cm x 40;cm maximum field size, dose fate range 400-1400 MU;‘M_En in 'ZQO.M_U}'mih's'teps.

6 MV HDTSE, 8-2500 MU/min 1
. & MeV High Dase Total Skin Electran enefgy configuration, Dose rate 2500 MUIMin.

Prerequisites;

. High Dose Total Skin Electron Treatment Delivery license

‘Enhanced Beam Conformance Specification 1

The Enhanced Beam Conformance Specifications-provide tight _tolera‘nces.fcr'key X-ray and electran beam energy
performance specifications. . ' '

Additional in-Room Monitor System
-Additionat in-room monitors that canbe placed.at customer discretion.

Custorier Resporisibilities..
%%

‘RapidArc Treatment Delivery

heam delivery.
. Supports dynamicjaw tracking and colli
Prerequisites: ' _
. 120 Mulii Leaf Collimator. or HD120
. Eclipse™ trealment planning syste
. ‘RapidArc treatment planning licens

TruieReam with 120 Multiteaf

eatmahit-dativery, Includés 120.leaf MLC with.dual independent jaws,
t energy; 43 em x 43.cm MV imager for radiographic, Gine, and
era system, treatment console with integrated sudio and video systems,
foper port film graticule 16 stpport basic quality assurance.

abArc treaffiient delivéry fechnigues
Adulated RadioTherapy (IMRT) treatment technique, including large field IMRT
Treatment technique package _ '
adiographic and Cine Image Acquisition, 2D/2D:Radiographit image Review and match, Cing image

e
. Relative Partal Dosimetry Image and integrated Image Acquisition
Matchirig.of 2D radiographs to 3D reference images ’
. Online addition of kv and MV imaging protocols to treatrment fislds, with automated generation of reference
Images’ . )
. -Online Physician Approval ¢f images at Treatment Console (compatible with ARIAG:only)
. Automated Machine Performance. Check Tésting, Online Machine Performance Check Review
Offline Maching Performance: Check Review
Prareguisites:

. ARIA® ancology information system for radiation oncology ¥11.0 MR4.1.or higher,.or compalible third-party
oncology irformation system N .

. Edipse™ treatment planning system.v11.0'MR3 or higher, or compatible third-party trealment planning system

Customer Responsibilities: ' _ _ '

. Vérity compatitility with third-party-oncology information systerns if applicable

g Verify compatibility with third-party treatment planning systems if applicable

. I using a scale olher than [EC 60801.or {EC 61217 in the rest of the department, it may be necessary to change:
scales on all other machines. This may réquire additional purchases. '
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142 10X High Intensity Mode 1
40 ¢m x40 cim maximum figld size, dose rate range 400-2400 MUJmin in 400 hAU/min.steps.
1,43 cfix™ kVue™ couch top 1

Indeiked Immobilization freatment table KVue™ couch top, by Qfix™ | treatment fable with carbon fiber couch top, two
locating bars, iwo removable accessory Tails, pafient straps. '

Inclidles the foliowing inserts:

. Standard indexing insert pane

. Dose-rax insert panel

. Univiersat tip insert

. service panel. Note: Compaub:hty of specific 3rd party accessoriss, which are intended for use with kue ¢ouch

top, should be confirmed by the user directly- with the-3rd party supplier before ordering this top.

1.44 Integrated Collimator Verification & Interlock System t[CVI) for TrueBeam® pl_atf_dnn

The Integrated Collimator Verification & Interlock (ICV1) system provides_e[ectronic_:a'lly_-veriﬁed_ conical
use in radipsurgical freatment delivery.

Features:

. ‘Conical collimator mounting:system with intégrated mount verliication
. Set of 7 conical collimators with integrated verification

. Conical collimator set.{in mm diameter): 4, 5, 7.5, 10,12.5, 15; and

" ICV1 QA Toolkit
Prereqmsﬂes
. ARIA® dncolegy infortmation systeéms {for radiation cncology v,
information system
. Eclipse™ Cdtie Planning v11:0 or higher or compatible thirg-
-Customer Responsibililfes:

- Verify compatitility with third-party. treg ning systems

~ . Verify compatibility vith third-party ¢ viation systerms

Notes: o :

. Includes MPC ICVI isocenter ficen: C 1g¥) conical collimator alignment license:

Sl

22 T €ourit for 2 Linacs 1

Trade-In Discount for Linac.

31 Obsolescence Reserve

Ohsolescence Reserve
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3.2

Travel and Lodging i

Travel and Lodging for-training

4.1

4.2

4.3

4.4

45

'l;g;avel and L-odgln_g”

Travel and Lodging that is purchased through: Varian can only be used for attendance of education courses at a Varian
Educatisn Center and Varian clinical schools. A Trave} and Lodglng cannot. be used fo attend tradeshows or any‘avent

not related 1o Varian education.and training courses:

Allowande is applied only-to the travel and lodging expenses, including airfare, hotel accommodations at a Varian'
prefeired Hotel, and a rental car.A The customer.is- responsibla for any.expenses 'outside of the allowan

Travel and lodging charges will be dtrect billed-and are not reimbursable if travel is booked outside of Ba
the travel agents used by Varian Medical Systems only. The customer should cantact Balboz Travel Agen
877-593 -7220 to make the necessary travel arrangements once’ the custorner has confirmed their.
The customer must provide: Balboa their Varian sales order.number,
The Travetand Lodging allowance-expires 24 months. from the acceptance,
balance is non-refundable and cannat be traded for other products or sg

Servicés, such as ccnsultihg, on—é.it‘e applicati'ons training, -
gs and clinfcal schools that are purchiased through Varian.

i Conditions
200
8.0
Management onsite training is-available for préviously trained Varian préducts. Sold and delivered by
LMP4z Comim custom 5X+SR5 2080

(Qty 1, Credit per Qty: 208.0 )

Advantage Commissioning of TrueBeam with cusiom Models and SRS and Eclipse Treatment Planning System
Landauer Medical Physics wilf commission TrueBeam accelerater for up to 3 flattened and 2 unflatiened X-ray and up
to 6 dlectrons energies. This group will alse commission SRS for MLC and cenes forone photon. energy. The service
will be performed by 2 physicists.and is estimatéd t6 he:9.calendar days.

Scope of Work:

. SRS Cone configuration far one energy ;

Deliverables:

. Commissioning Review with Customer physicist

. Sample of various plans for-end to-end teshng with Portal Dosimetry

. Review of TPS configuration and settings
. Data book
. Commissioning report
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Prereq
. Customer site physu:lst mux.t be present for deliverables and approvals
. Must have accepiance of accelerator znd Eclipss before. Advantage Comrmissioning can start
. Full access to the acceleratof, accessories and the control room
. Secured Internet accessiNot included: This service does not include any commissioning: for Hard Wedge.
Customer must purchasé Hard Wedge commissioning separately
4.8 ED: TB201 TriueBeam Platform Physicists 16.0

‘Designed for Medical Physicists

Duration and Location:

‘Advantage Credits Eligible

(@Qy:1,Creditper Qty; 16.0)
Includes Tuition and Materials for ONE Person

This course provides training for Medical Physicists respensible for-commissiching and administration of the TrueBeam
machinie: The.course. consists of combination of lectures, demenstrations, and hands-on exefcises carried out ina lab.
equipped with fully functioning TrueBeam systerm. The course:provides.an averview of TrueBeam hardware, software
and control syster, to a depth sufficient for the usér to prepare the system’ for clinical use. The course also includes
demenstration of common IGRT, Motion Management and treatment plan delivery techniques. PLEASE NOTE: For
mote in-depth, calibration-and maintenance iraining, see TrueBeam Technical Maftenance 1 & LI.

Pre- Reqmsnes. Masters degree in Medical Physics, or equivalent:

4.0 days
Varian Education Center
Las Vegas, Nevada, USA

Application has beeir made to CAMPEP credits

Cusiomer is responsiblé for all travel expenses (aitfare, hotel, rental

TrueBeam
Rapid ArcVVMAT
iCBCT

4D CBCT
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Section 4
Year 1 Total 252.0
Total Credits 252.0
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Duotation Total

Quotation Total S $3,711,472.00
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2020 Rencwal Application for Hospital: / ; License No: HO010
Novant Health Presbyterian Medical Center Facility ID: 943501 v

All responses should pertain to October 1, 2018 through September 30, 2019.

11. Linear Accelerator Treatment Data confinued

Campus — if multiple sites: eMMC

a. Number of patients who received a course of radiation oncology treatments on linear accelerators (not the Gamma
Knife®). Patients shall be counted once if they receive one course of treatment and more if they receive additional
courses of treatment. For example, one patient who receives one course of treatment counts as one, and one patient
who receives three courses of treatment counts as three

Number of Patients | 1 5 %
(This number should match the number of patients reported in the Linear Accelerator Patient Origin Table on
page 32.)

( b. TOTAL number of Linear Accelerators: 2 ?
Of the TOTAL above,

Number of Linear Accelerators configured for
stereotactic radiosurgery:

Number of CyberKnife® Systems:
Number of other specialized linear accelerators:
Number of Gamma Knife® units
d. Number of treatment simulators L, .

(“machine that produces high quality diagnostic radiographs and precisely reproduces the geometric relationships of
megavoltage radiation therapy equipment to the patient.”(GS 131E-176(24b)))

@
%)

e. Number of grandfathered Linear Accelerators sa
For questions, please contact Healthcare Planning and Certificate of Need at 919-855-3873.

f.  CON Project ID numbers for all non-grandfathered Linear Accelerators:

unoble 4o [oceke CON Proltu- D of Phis HinmL

Revised 5/2019 Page 21
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Projected Capital Cost Form

Project Name

HVI-CI Linac 2

Building Purchase Price

Purchase Price of Land

Closing Costs

Site Preparation

Construction/Renovation Contract(s)

1,500,000

Landscaping

Architect / Engineering Fees

74,000

Medical Equipment

3,711,472

Non-Medical Equipment

Furniture

Consultant Fees (Engineering Fees)

Financing Costs

Interest during Construction

Other (contingency)

45,000

Total Capital Cost

5,330,472

CERTIFICATION BY A LICENSED ARCHITECT OR ENGINEER

complete and correct.

-

,_—-—“—j({q/]_ &, /?/é:z;\t_ A A

(_signature of ‘icensed Archite‘q? or Engineer

CERTIFICATION BY AN OFFICER OR AGENT FOR THE PROPONENT

Date Signed: (p/ Dfzo20

| certify that, to the best of my knowledge, the projected total capital cost for the proposed project
is complete and correct and that is our intent to carry out the proposed project as described.

DocuSigned by:

Mattluw Stine

= SBCFACER3E1G450,
Signature of Officer/Agent

vice President, Construction & Engineering

Novant Health, Inc.

Title of Officer/Agent

Date Signed:

08/28/2020 | 2:57:16 EDT
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you find it objectionable please contact Novant Health, Inc. at 1-844-266-8268 or forward the
email to reports@novanthealth.org.

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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