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January 14, 2013

Catharine W. Cummer, Regulatory Counsel, Strategic Planning
Duke University Health System
3100 Tower Blvd, Box 3229

Durham NC 27707

Exempt from Review - Replacement Equipmeﬁt ‘

Facility: Duke University Health System d/b/a Duke Raleigh Hospital 1
Project Description: ~ Replace existing da Vinci surgical robot ;
County: Wake |

FID #: 923421
Dear Ms. Cummer:

In response to your letter of December 24, 2012, the above referenced proposal is exempt from
certificate of need review in accordance with N.C.G.S 131E-184(a)(7). Therefore, you may proceed
to acquire, without a certificate of need, the da Vinci Si Surgical Robot to replace the existing da
Vinci Standard Surgical Robot [Serial # M0443804429020D]. This determination is based on your
representations that the existing unit will be removed from North Carolina and will not be used again
in the State without first obtaining a certificate of need. Further please be advised that as soon as the
replacement equipment is acquired, you must provide the CON Section and the Medical Facilities
Planning Section with the serial number of the new equipment to update the inventory, if not already
provided.

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

Sincerely, . |

MU A Soul ?

Michael J. McKilli Craig R §Smith, Chief
Project Analyst Certificate of Need Section

www.ncdhhs.gov  http://www.ncdhhs.gov/dhsr
Tel (919) 855-3873 « Fax (919) 733-8139
Ahh Location: Edgerton Building, 809 Ruggles Drive * Raleigh, NC 27603
Al Mailing Address: 2704 Mail Service Center * Raleigh, NC 27699-2704
e An Equal Opportunity/ Affirmative Action Employer



Catharine W, Cummer

ke University Hea

Ith System

Regulatory Counsel, Strategic Planning

December 24, 2012

Via Electronic Mail

Michael J, McKillip, Project Analys
Certificate of Need Section

P

Division of Health Service Regulation

2704 Mail Service Center
Raleigh, NC 27699-2704

Re: Equipment Replacement

Dear Mr. McKillip:

Project at Duke Raleigh Hospital

I am writing to notify you of the proposed acquisition of replacement surgical robotic
equipment at Duke Raleigh Hospital. The equipment to be replaced is a da Vinci Standard
surgical robot acquired in 2008. Both the existing and replacement equipment are surgical
robots capable of providing a range of surgical procedures; the new equipment simply provides
enhanced resolution, more efficient setup, and upgraded ergonomic console and settings for use
in the same procedures. A completed equipment comparison form is enclosed as Exhibit 1. The
manufacturer’s description of the existing (Standard) and replacement (Si) systems are enclosed
as Exhibit 2. Copies of the quotes for the new equipment and accessories are enclosed as Exhibit
3. The total capital cost of the project is $823,200.

Please note that the quotes

reference three pieces of equipment, which includes two

replacements at Duke University Hfospital which are the subject of separate correspondence in
addition to the equipment to be located at Duke Raleigh Hospital. Although they are included on

the same quotes because the Duke
replacements simultaneously, they
sepatately.

University Health System intends to implement all three
are not dependent on each other and could be pursued

The existing equipment is currently in use at Duke Raleigh Hospital, but will be removed
from service in the state upon placement of the replacement equipment into service.

3100 Tower Blvd Box 3229 * Durham, NC27707 * tel (919) 668-0857 * catharine.cummer@duke.edy




Mr. Mike MeKillip
December 24, 2012

It is our understanding that this replacement is exempt from certificate of need review as
the exempt acquisition of replacement equipment. We would appreciate your confirmation of
this understanding. Thank you for lyour attention to this request. Should you have any questions,

please let me know.

Enclosures
o Jane Pleasants
Leigh Bleecker

Very truly yours,

@5{4\@/\1 é’\.w) C/& PN A

Catharine W, Cummer

3100 Tower Blvd Box 3229 * Durham, NC 27707 * tel (919) 668-0857 * catharine.cummer@duke.edu




EQUIPMENT COMPARISON — Duke Raleigh Hospital Surgical Robot Replacement

EXISTING REPLACEMENT
: EQUIPMENT EQUIPMENT

Type of Equipment (List Each Component) da Vinci Standard da Vinci Si Surgical
Surgical Robot Robot

Manufacturer of Equipment Intuitive Surgical Intuitive Surgical

Tesla Rating for MRIs

Model Number 182000 S1

Serial Number MO44380429020D N/A

Provider's Method of Identifying Equipment Asset Tag 150606

Specify if Mobile or Fixed Fixed (can be used in Fixed (can be used in

multiple operating rooms | multiple operating rooms
within facility) within facility)
Mobile Trailer Serial Number/VIN #
Mobile Tractor Serial Number/VIN #
Date of Acquisition of Each Component 2008
Does Provider Hold Title to Equipment or Have a Capital Lease? Title Title
Specify if Equipment Was/Is New or Used When Acquired New New
Total Capital Cost of Project (Including Construction, etc.) <Use Attached Form> $737,900 $823,200%
Total Cost of Equipment $725.,000 $823,200
Fair Market Value of Equipment NA $823,200
Net Purchase Price of Equipment NA $823,200
Locations Where Operated Duke Raleigh Hospital Duke Raleigh Hospital
Number Days In Use/To be Used in N.C. Per Year 365 365
Percent of Change in Patient Charges (by Procedure) NA 0
Percent of Change in Per Procedure Operating Expenses (by Procedure) NA 0
Type of Procedures Currently Performed on Existing Equipment Surgical procedures NA
Type of Procedures New Equipment is Capable of Performing NA Surgical procedures

*Includes $725,000 for robot and $98,200 for accessories. There are no construction or installation expenses associated with this equipment.
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Intuitive Surgical - da Vinei Surgical

Thse nevidy
e Vil product g

Syslen s the lale

Launchiad i Apnl 8009, the ifa Vis

aturgs, Jachuding:

Dualeoimals capability 16 suppott Eaiding and coif
miinhrolly Invasive st

Enhanced highederiii
An updatelt usoeindierface
Extenatbifty for digh

138 wlaion for suparior clinica ¢

Cors Tw;t‘mq[g«gy

s oa-Yingi 9 Systase reliing ahd buflcs on
he cors Gehnnioyy:s
oy Vil

e Uticn bAl g
v groate s
ftltius™ Metion testelagy,
surgsry by possessinig iatirg
inmtroimg

vyt fravian fang

ich replicaiss

provides B dotiowing ce banelis:

Surgeoti Chitsl end Comivst

Pattent Sufely
OREfficiansy”
Intégisted Techtalogy &

Learn More
Features and Bonsfits. of he o Vieg! 81 Surgival System

i Diditivs: Bocgivd rop ,
Sargury progam.al your bospital o+ €88
o fernation,

se-ghareThis

System Si Page L of 1

Hygre  Piwiducls g 1 Sespnicnd Bystarn $i

it io M

Ot

E

saamiined satup ondd OR iy

o bt stirhnga o

tore Videos

avpral epabling

turing

ity

|
?

e prpetiose of apoen
sdriiant aliynment and

=

fve

iR s Far

http:/www.intuitivesu z*gic:al.coxrx/products/ciavinci“surgical_ﬂsystcm/davincimsurgicalnsyste. . 10742011

|

i




Quote

Intuitive Surgical, Inc,

1266 Kifer Road
Sunnyvale, CA 94086
877-408-dVRC (3872)

Company Information

L 11857.0

120412012

12/15/2012

Michael Sayre

(919) 621-6731

. |michsel sayre@in

tusurg.com

fliation /

| Duke University Medical Center

12301 Erwin Road
Durham, NC, 27710

e

Bystem Ssurgeon Counsole Including:
One: (1) Surgeon Console
Ona: (1) High Resoltion Stereo Display
One {1} Left Master Controller
Qna (1) Right Master Controlier
One {13 Foot Switch Panel
O (1) Strgatin Consola to Vision Gart

System Patlent Cart Including:
One {1} Patient Cart
One (1) Instrurent- Ammn One
Qe (1) Instrument Amy Two
Ona{1) Ingtrument Arm Three

Ona (1) Caniera Arm

COne (1) Patient Cart to Vision Cart Cable

System Vision Cart

8ystem Documentation Including: .
User's: Manual For System

System Software

Camera Starter Kity
Oue 1;: Firefly™ Fluorescence Camera
One.(1): Camera Cable )
Four (4): Firefly™ Fliarescence Imagin
& Twa (2)12 mm and Two (2) 8.5mm ?0
e
Om‘sg

11:8,5mm Alignment Target
Cne

1y 12mm Alignment Target
1} 8.5mm Cannula

Instrument and Accessory:

Accassory: Sladder Kit

L d:Amy Drape Kit 6 pack

i 4 Arm Drape KiE 5 pack
20): Instrument Arm Drapes
Twenty (20} Carriera Hoad Drapes
Twenty (20):: Camera A Drapes
Twenly (201 ‘Monilor Drapas
One-{1): Spare Lamp Module

{all it subject to change without nofice)

ystem with frade: (single consofe)

able:

{ead with Light Guide

Endoscopes
e-30° and one 0°)

$725,000.00

$2,175,000.00

Trada ol $ System

_so00] 5000 $0.00

CBA; BTN 86, VA VT, W)

3 ]grgight‘ East (AL, CT, DC, DE, FL, GA, (N, I, MA, MD), ME, MI, MS, NC, NH, NJ, NY,

$10,000.00 $30,000.00

$0.00

$2,175,000

_ Jlten

lpice lsuboal

dVComplate Care Plan (Sle)
Years 1:6, poryear

$225,000,00 $675,000.00

Eguipment to.be returned:

da Vinci System

w

da Vinct 0 Degree Endoscopes Quantity

G122, SG472, SG434
1

da Vinei 30 Degree Endoscopes Quantity '

da Vinei Camera Heads Ouantity

- e [

tTerms and Conditions

EH T

prepared: 04 Dec 2012 - 11:41:49 (-

8:00}




eqmvalent is requzred pnor io sh;pment of the: System (s ) Al srte 2 y
slomer's responsib] ity and are to be cornpleted to the specification given by Intuitive Surgical pnor
ed sep: ly. Subject to credit approval by Intuilive Surgical, payment terms are net 30 days
atient side cart, vision cart. and surgeon conisole(s), System ;

ed atintuitive: Surg[cal 's then: current list price. The System price of the da
c Custom le facﬂity Ai taxe are the responsn ility of the

ng: Sales, Llcense and eAgreement "SLSA"LIS req
eparation are the Customer responsibillty and are to be comp
al ; Inyolced separately. Subjectto .
stem neements requirec
| Syster grade price of the da Vin q tam
taxes am?D th; reggonsmmtyo he Customerand wmb ‘ad; 2d to the

40 523-2377 PaymentT
qn hand F’ricmg j

ays. De
change wi'thout

Surglcal Servxce Support Department.: Please call 800‘876 1310 {0 receive
urns must be recelved within 14 days of a valid Return Authorization Number belng
td be shipped prepaxd and must be cleaned and decontaminated prtor lo ratum ng to®

med er andtse Is completed lntumve Surg cal wil tssue oreditasa general oredrt tofyour

reiums will ineur 1 15% restocking fes ‘and must be relumed inoriginal pa aging
alify for credit. Credit will not be Issued for product shippe ;

lon. date- or i‘r’ product was damage due tc mususe mls ndii ] d

Warranty ‘Endasco S5 c;amera heads'and stenﬂza n trays 1 year Instruments Hves/uses left for defectlve mstruments' om yearfmm
shipment date. Accessones Monitors. and bipolar footswitch 80 days, . :
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Quote prepared:

15 Nov 2012 - 15:31:16 (-0

Intuitive Surgical, Inc,
1266 Kifer Road
Sunnyvale, CA 94086

877-408-3872 Opt 3

Company Information

| Duke University Medical Center

System

| 10125/Duke Universily Heallh

Michael Sayre

12301 Erwin Rd-PO Box 3708

1(919).621-6731

| Durham, NG, 27710-0001

Michael Sayre@intusurg.com

- 1Gynthia Blackwell

L |877-408:3872 O

| David Woodward

ptd

- [(919) 881-9717

Please Fax

all Purchase Orders to; 408-523-2377

%

$1,300.00

45026(5 B 7 T '8,5mt§\ Endoééépe Canﬁula ‘ $9,100.00
420319 5 dmm Flared Grounded Gannula ‘$980.00 S 43;4‘900‘00
370{;92 ‘ 4 | 12mm Endosccpe, Fluorescance 0.Dagroa (Must Hav'e Upgkr‘ade 380993) $18,800,00 $75,200.00
370893 4 12mm Endoscope, Fluoiestence, 30 Deglree (Must Have Upgrade 380993) $18,800.00 $75,200,00
372010 4 8.5 mm Fluorescence Endoscope 0° $21,600.00 $21:600.00
372011 1 8.6:mm Fluorescence Endoscops 30" $21,600.00 $21,600.00
371679 5 B.5mm Endostape Alignmient Target $600,00 $2,500.00
381 103 3 Ei o C Head (Includes Camera Cables and Light Guide Cables) Must Have 380993 $55’000'0Q $165,000,00
380989 ' 4 ;ia Vin& St élua Fibar Cables Kit $2,500.00 $10,000.00
371 74 5 ‘ 2 | Energy Aclivalion qébléé' Vﬁllf&yf&? ‘ $95000 - $1 ‘90000
Endowrt® Ona Vessel Sealer, box of 6 $3,670.00 $10,710.00
Subject la Availabilily, feed Ume. 3-14 wooks
426266 8.5mim Cannula Saalé (8:5-13tmrm seal} $400.00 $800.00
Total $398,510

ITerms and Conditions

|

8:00)




Warranty Endoscopes, canera heads and st
shipment date. Accessories Monitors and. bipotar footswitch 9

6l o[rﬁequwatent is reqmred pnor to shopment of the Sy em (s A

ex:stin S'tles LlGGﬂSE and Serwce Agreement: ("SLSA"LIS reqmred Srior to:
tion are the. Customers rasponsibility a

zattontays1year lnstruments hves/uses Ieﬁ for defecﬂve mstrumen(s‘ or1 yearfrom

 fobe comple ted to the specification nby tuitl
tuitive L terms

ind are to be completeditothe

ight Will be | mvolced separately. Subject to credrt approval by | lntumve,

voice dale. Additional System enhancements required to support new
‘The System Upgrade price of the da Vinci urgtoa! System: 0

re ther Sponsibthty of’(he Cus!ome' 1wiltbe adde othe :

377 Payment, :
3 Pricmg suk sotio ohange he

e Support Departmen  Please ,
within: 14 days of a valid Return Authon lic ( n Nu

days.




