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

Pat McCrory R%ohard O. Brajer
Governor Secretary DHHS
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Assistant Secretary for Audit and
Health Service Regulation

May 3, 2016

Lynn S. Pitman

Wake Forest Baptist Health
Medical Center Boulevard
Winston-Salem, NC 27157

No Review

Record #: 1936

Facility Name: North Carolina Baptist Hospital

FID #: 943495

Business Name: North Carolina Baptist Hospital

Business #: 1324

Project Description:  Acquire an Airo Mobile Intra-Operative CT
County: Forsyth

Dear Ms. Pitman:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency) received your letter of May 3, 2016, regarding the above referenced proposal. Based
on the CON law in effect on the date of this response to your request, the proposal described
in your correspondence is not governed by, and therefore, does not currently require a certificate
of need. However, please note that if the CON law is subsequently amended such that the above
referenced proposal would require a certificate of need, this determination does not authorize you
to proceed to develop the above referenced proposal when the new law becomes effective.

However, you need to contact the Agency’s Acute and Home Care Licensure and Certification
Section 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 in your
correspondence. Consequently, if changes are made in the project or in the facts provided in
your correspondence referenced above, a new determination as to whether a certificate of need is
required would need to be made by this office. Changes in a project include, but are not limited
to: (1) increases in the capital cost; (2) acquisition of medical equipment not included in the
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original cost estimate; (3} modifications in the design of the project; (4) change in location; and
(5) any increase in the number of square feet to be constructed.

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

Sincerely,

Celia C. Inman Martha J, Frisone,

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

Kelli Fisk, Program Assistant, Healthcare Planning, DHSR
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Lynn 5. Pitman
Associate Vice President

Ms. Celia C. Inman

Certificate of Need Section

Division of Health Services Regulation

North Carolina Department of Health and Human Services
2704 Mail Service Center

Raleigh, NC 27699-2704

Re: Request for no Review Confirmation

Dear Ms, Inman:

On behalf of the North Carolina Baptist Haspital {NCBH}, | am writing to notify the CON Section
of our intent to acquira a CT scanner that can be moved for use at a variety of locations within the
Medical Center. NCBH has the opportunity to purchase an Airo Mobite Intra-Operative CT which will
allow us to enhance patient safety by avoiding the need to transport patients undergoing surgical
procedures or Critical Care inpatients requiring scans. This is a mobite 32-slice helical CT scanner with a
large 107cm {42”) bore and a field of view of 50cmx 100cm, ensuring flexibility of patient positioning
and the ability to image the entire spine in a single acquisition. While the name of the eguipment
indicates its utility as intra-operative equipment due to its ability to be moved in and out of operating
rooms, it is not limited to intra-operative and operating room use. The total cost of the equipment,
which requires no construction or instalfation as it can be moved from room to room, is less than
$750,000. Based on this, it is our understanding that it does not constitute major medical equipment
subject to certificate of need review. Attached please find a quote from the vendor outlining the
purchase price,

NCBH respectfully requests confirmation from the Division of Health Regulation that this
purchase does not constitute major medical equipment pursuant to NC General Statute 131 E-176 140
and therefore does not require a certificate of need. Please let me know if you have questions or need

additional information.

Lykh S, P

Assoctate Vice President
Strategic and Business Planning
Wake Forest Baptist Health
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phone!’ +1 708 408 1343
fax: +1 708 408 1518

Wake Forest Baptist Medlcal Centar
Medical Center Boulevard
Winston-Salem, North Caroline, 27157-000%

United States

Woestchester, March 28, 2016
Guotation QN-NCBHPI-GUT-139

Shipment:
Tarms of Payment: See Bralnlab Standard Tenns and Conditions

The aftached terms with the title ‘Standard Ten
farm an integral part of this quotaticr

, Ar.Nao.

DDP {Incoterms 2010)

Bescrigtion

‘The prices and conditions set forth In this quotatlon are validf for a period of 50 days from the date of its issus.
is and Conditions-Brainlab, Inc,' are hereby incorparated and

-y

18650
B13220

18225

83892-03

83881-01
50788

AIRO
AIRO MOBILE INTRAOPERATIVE CT:
AIRC CALIBRATION PACKAGE" *
19652 GAMMEX PHANTOM W CASE AND STAND
10144  ADHESIVE FLAT MARKERS (10 PCS):
19148 CT SCANNER GALIBRATION PHANT

INTEGRATED OR 3RD PARTY PR ',DUCTS
AIRO THUMPF PATIENT POSITIONING SYSTEM | TOTAL SPINE & GRANIAL ~ USA

ONSITE APPLICATION TRAINING - IGS
AIRO TRAINING {5 CONSECUTIVE DAYS}

AIRO SERVICES

AIRC INSTALLATION
AIRO FREIGHT, INSURANCE AND FEES

I0TAL 1.307,732.00 US
Waka Forest Special Discount -357,733.00 USD
TOTA Cl. TAX . 749,699 00 LSD

OH-NCBHPLGUT-139-p ot 5




£ BRAINLAB

Murttnedd

Natalia Ladtrel
Arsa Account Managar Mid Atlantic
natalie.idtreli@brainfab.com

GN-NCBHPLGUT- 1385 | 2045




Z BRAINLAB

AIRQ

119650 | AIRO MUBILE INTRAOPERATIVE CT

A cohesive maging and patient positioning solutlon, Airo Is idesl for cranial,

spine &nd trauma procedures, Designed to function inside existing OR suites,

Aire eliminates the need for construction or custom bulld-outs (depending on

lncat standards, expectad utiization and structural conditions of the buliding).

= Halical CT scanner with 32 slice detector aray for high-resolution and full
Hounsfield soff tissus Imaging

» Exira-large bore size of 107cm expands intraoperative value

* Extra-small footprint allows for transport through standard doorways

« Extra-slim gantry houses patented custom components, increasing system
Tlexibdity

¢ Scan volume of DS0x100cm allows to image entire spine

* integration of TRUMPF TruSystem?500 OR column for raproducibte imaging
resuity

* Single touchscreen handheld enables sfficiant control of imaging, transport
and eallbration

* Patented alr cooling system

= Electrical (battery powsred) drive system and front-view camera snsure easy
single-operator mansuverability

+ Standard power connection

REQUIHEMENT o L COMBINED USE WITH NAVIGATION:
Latast ganamggg Bainkib navigation platform: Curve 1.1, Curve Dual
Bisplay or Curve Caiting-Mounted Singls Display,

*  Minlmum soﬁwara vafsions Navigation Softwsre Cranial 3.0 (art. 22218)

and/or Navigatior Software Spine & Traurna 3D 2.1 (art. 22268)

Akra Automatic lmaga Transfer & Registration {ant. 19557)

Origin Data Management (art 30038}

Elements Imags Fusmn {art 26217)

Elements Dicom VieWsr (art 26210)

Elements Dicom Viewer 3D (art. '26211)

Elernents Trajectory Planning ( 6250)Elemsnls Smartbrush {art, 25200

*» ¢ 3 8 9 B

NOTE
Additional third-party PACS license and intagration fees might apgly if Airo is
Intended to write DICOM data to & focal PACS.

+ it'ls tha customer's responsibility ta ensure that the requiremnents as staled
in tha Alro Pre-installation Guide are fuififled by the mutually agresd
installation date in order lo ensure a successful installation of Alro. The Airo
Pra-Installation Guide is attached to this quote. For any questions please
contact your Brainlab safes representative or consultant.,

2] 813223 | AIRD CALIBRATION PACKAGE
Hardware for calfbration of Airo Mobile Intracperative CT.

19652 | GAMMEX PHANTOM W GASE AND STAND

19144 | ADHESIVE FLAT MARKERS {10 PCS)

Adhesive markers attached to selected intra-operative imaging devicss enabia
intagration with Brainfab navigation systams,

» Reflectiva surface for vislbility 1o infrarad navigation camera

GN-NCBHPB-GLFA‘JQ__:_p EE- 5




=" BRAINLAB

» For calibration and registration of imaging device (additional hardware
reyuirad)
» Enables Automatic Image Registration with Bralnlab navigation (additionat
softwars requirad)
Sulable for following imaging hardwars:
* Ajro
= Slemens CT scanners (iCT)
+ Slemens Arlis zeego (Angio 3D}

19148 | CT SCANNER CALIBRATION PHANTOM
Calibration phantom to calibrate a CT scanner for Autematic hmags
Registration and verify the accuracy on 4 routine basis by Srainiab service
engineer,

» HReference fines to align with CT laser
s Notches for verification of registration accumcy
+ Includes the "Reference Armay Intraop imaging Cranial” interfacing with the

phantom
® Also includes the Drapebink Interfece jor craniaf customers

INTEGRATED OR 3RD PARTY PRODUCTS

OR TABLE X*RAY
2x Shuttle 3.6 360
1x Operating table top Carban X-TRA 7500 U
1x Operating table top uz4 y

1x Table top segment carbor 600 U

1x Leg sactlon one

GENERAL PATIENT: POSITFON!NG
1x Clarmp pair for joint plate’ carbon
Tx Joint plate carbon 520
2x Side raft U

2x Armboard snaplock trigger
2x Armboard pad 3"

SPINE STABILIZATION

1x T3 Advance System

1x Uitra Comfort Covers, Medium, case/8
tx Ultra Comfort Covers, Large, case/s

CRANIAL STABILIZATION

1x Adapter X-ray triple Joint wids
1x Retainer X-ray

1x Swivel adapter X-ray

1x Skull clamp X-ray (PMi DORO}

ADAPTERS
1% interface Skull Clamp AL {DBS Adapter} LP
1x Interface Skult Clamp (Biopsy Arm/Varioguide) LP

SHIPPING, INSTALLATION AND TRAINING

ON-NCBMPLGUT.139.p. 4015




Z BRAINLAB

ONSITE APPLICATION TRAINING - IGS

4 {83892-03 | AIRD TRAINING {5 CONSECUTIVE DAYS)

Onesite training for Airo® mobife Intraoperative CT inciuding:

= Airo features and functionalities

= Caliratlon and operational procedures

= Alro spec;ﬁc automatle Irage transfor o hospital Retwork or other devices

= Navigation platform mtegm!mn waorkdlows and registration seftware for
cranial and spine (if applicable}.

AIRO SERVICES

§]83991-01 | AIRO INSTALLATION

installation and commissioning of Alro moblle intracperative CT (art. No. 19650}
including following tasks:

= Inspaction and setup of deliverad material

« Setup and test of TRUMPF cohitrm and table top

-~ Custornization of software configuration (Pendant, Gimbal + Ring PG's}

-+ Warm-up and testing of X-ray tuba (stability test)

= Hospital network integration, Including test and verification of data transfer
= Parform plate system calibratlon {running gantry, ring rotation, table

NOTE: Customer sholld provide needed instaflation requirernents available and
serviceabla betors tha stailatinn day {L.e. powaer, network data and mounting
space), Hadiatlon dasa nd imaga quality checkup s available separately
depanding on local regd

6| 50788 | AIRG FﬁEle, INSURANGE AND FEES
Includes temperature- and hu 'ldy~carrtmtiad shipment of Airo mobile
intraoperative CT. =

ONNCBHPIGUT-139-p. Sof §




