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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 Equipment

Facility: Duke University Health System d/b/a Duke University Hospital
Project Description: ~ Replace two existing da Vinci surgical robots

County: Durham

FID #: 943138

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 two da Vinci Standard Surgical Robots to replace the two
existing da Vinci Standard Surgical Robots [Serial # SG122 and SG472]. This determination is
based on your representations that the existing units 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 numbers 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,

v U\/MWL" / Qé;z’ (u’.

\~‘-.
Michael J. McKillip

Project Analyst : Certificate of Need Section

www.ncdhhs.gov ¢ http://www.ncdhhs.gov/dhst
Tel (919) 855-3873 « Fax (919) 733-8139
Akh Location: Edgerton Building, 809 Ruggles Drive  Raleigh, NC 27603
\ Mailing Address: 2704 Mail Service Center » Raleigh, NC 27699-2704
% An Equal Opportunity/ Affirmative Action Employer




Catharine W. Cummer

alth System

Regulatory Counsel, Strategic Planning

December 24, 2012

Via Electronic Mail

Michael J. Mckillip, Project Analyst

Certificate of Need Section
Division of Health Service Regulat
2704 Mail Service Center
Raleigh, NC 27699-2704

ion

Re: Equipment Replacement Project at Duke University Hospital

Dear Mr, McKillip:

I am writing to notify you of the proposed acquisition of two units of replacement
surgical robotic equipment at Duke University Hospital. Both pieces of equipment to be
replaced are da Vinci Standard surgical robots acquited in 2006 and 2008 respectively. 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 |
closed as Exhibit 1. The manufacturer’s description of the

existing (Standard) and replacement (Si) systems are enclosed as Exhibit 2. Copies of the quotes

equipment comparison form is en

for the new equipment and accessories are enclosed as Exhibit 3.

Please note that the quotes reflect the acquisition three pieces of equipment, the two

replacements at Duke University H
Raleigh Hospital. Although they

ospital and a third replacement for equipmient located at Duke
are included on the same quotes because Duke intends to

implement all three replacements simultaneously, they are not dependent on each other and could

be pursued separately.

The existing equipment is
removed from service in the state y

currently in use at Duke University Hospital, but will be
pon placement of the replacement equipment into service.

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




Mr. Mike MeKillip
December 24, 2012

It is our understanding that
as exempt acquisitions of replacer
this understanding. Thank you for
please let me know.

Enclosures
ce: Jane Pleasants
Rebecca McKenzie

3100 Tower Blvd Box.3229 * Durha

these replacements are exempt from certificate of need review
nent equipment. We would appreciate your confirmation of
your attention to this request. Should you have any questions,

Very truly yours,

GJ\H\OJ\;}@ L\) O/pwx»vv\({/\

Catharine W, Cummer

m, NC 27707 * tel (919) 668-0857 * catharine.cummer@duke,edu




EQUIPMENT COMPARISON - Duke University Hospital Surgical Robot Replacement

EXISTING EXISTING REPLACEMENT REPLACEMENT
EQUIPMENT (1) EQUIPMENT (2) EQUIPMENT (1) EQUIPMENT (2)

Type of Equipment (List Each Component) daVinci Standard daVinci Standard daVinci Standard daVinci Standard
Surgical Robot Surgical Robot Surgical Robot Surgical Robot

Manufacturer of Equipment Intuitive Surgical Intuitive Surgical Intuitive Surgical Intuitive Surgical

Tesla Rating for MRIs N/A N/A N/A N/A

Model Number DiVinci S DiVinei S-HD DiVinei SIwith Dual | DiVinci SI with Dual

Console Console

Serial Number - SG122 SG472 N/A N/A

Provider's Method of Identifying Equipment | Asset tag 146662 Asset tag 150999

Specify if Mobile or Fixed Fixed (canbeusedin | Fixed (can be used in | Fixed (can be used in | Fixed (can be used in
multiple operating multiple operating multiple operating multiple operating rooms
rooms within facility) | rooms within facility) | rooms within facility) | within facility)

Mobile Trailer Serial Number/VIN # N/A N/A N/A N/A

Mobile Tractor Serial Number/VIN # N/A N/A N/A N/A

Date of Acquisition of Each Component 2006 2008 2012 2012

Does Provider Hold Title to Equipment or | Title Title Title Title

Have a Capital Lease?

Specify if Equipment Was/Is New or Used | Used Used New New

When Acquired

~Total Capital Costof Project (Tucluding $725,000 $735;060 $1;375;155% $1,375;155%
Construction, etc.)
Total Cost of Equipment $725,000 $735,000 $1,375,155 $1,375,155
|| Fair Market Value of Equipment el $1,375,155 $1,375,155

Net Purchase Price of Equipment $725,000 $735,000 $1,375,155 $1,375.155

Locations Where Operated Duke University Duke University Duke University Duke University Hospital
Hospital Hospital Hospital

Number Days In Use/To be Used in N.C. Per | 365 365 365 365

Year

Percent of Change in Patient Charges (by NA NA 0 0

Procedure)

Percent of Change in Per Procedure NA NA 0 0




Operating Expenses (by Procedure)

Capable of Performing

Type of Procedures Currently Performed on | Surgical procedures | Surgical procedures | Surgical procedures | Surgical procedures
Existing Equipment
Type of Procedures New Equipment is NA NA NA NA

*The negotiated total price from the vendor, who is unaffiliated with Duke University Health System, reflects the fair market value of the equipment.
This includes $725,000 for the robot, $500,000 for the console and features included in the console package price, and $150,155 for accessories
associated with each replacement. There are no construction or installation expenses associated with this equipment.
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Quote prepared:

Intuitive Surgical, Inc. -

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

Company Information

Quote Details

111657.0

Quot

112/4/2012

12/15/2012

Michael Sayre

(919) 621-6731

michasksayre@ir

fustirg.com

elephone

| Duke University Medical Center

/

2301 Erwin Road
Durham, NC, 27710

Please Fa

ns

3 da Vinci Si Firefly ™ Fluorescence Imaging

Byslam Surgaon Congsole Including:
Urgeon Console

High Resolution Stereo Display

Left Master Controller

Right Master. Controllar

Foot Switsh Panel

Surgson Consola to Vision Garl

105
=
53

oy

Patient Cart

f Arm One
Instroment Armt Two
nstrumient Arm Three

1
1
1
1
System E‘ ent Cairt ingluding:
1
4
1
1

Camera A
Patiert Cart to Vision Cart Cable
Systen Vision. Cart

Sy tor D oM i
User's Manual For Systam

o
=
@
pars

Systen Software

Camera Stader Kit:
One 1;: Firafty™ Eluorescence Camera
Ona (1) Camera Cahle

Four (4} Frrefly’™ FlusreScencs Imagin
Twa (2312 miand Two: (2) 8.5imm {o

One (1) 12mm Allgnment Target

One {1):8,5mm Alighment Target

One (1) 8:5mm Canniula

Instrument and Accessory;

Accessory Starder Kit
One (1) 3 Ari Drape Kit, 8 pack
Ona (1) 4 Ann Drape Kit 6'pack
Twénty (20,

Cinstrument Arm Drapes
Twenty (20

v-Camera Head Drapes
Twenly-(20). Camera Ami Drépas
Twent%/ 20); Monltor Drapes
Gnie (1) Spare Lamp Module

(all kit subject to charige witliout notice)

all Purchase Orders to: 408-523-2377

|Discount .

| subtotal

System with trade: (single console)

Cable

Head with Light Guide

Endoscopes
ne J0° and one 0*)

$725,000.00

$0.00|  $2,175,000.00

3 Trade In of S Systern

$000|  $000

tgFt,u ~East (AL, CT, DG, DE, FL, GA, IN,
DA RE TN, 8C, VA, VT, WY)

Fre
OH,

Y, MA, MD, ME, Mi, MS, NG, Ni, NJ, MY, l ‘$10,000.kOOI $30,000.00

$0.00

Total

$2,175,000

lltem .

U |sublotal

dVComplete Care Plan (Sle
Years 1-5; paryeat

. ~"Pti¢é .

$225,000.00 $675,000.00

Equipment to be returned:

da Vinci System

5G122, 8G472, G434

da.Vinci 0 Degree Endoscopes Quantity

da Vinei- 30 Degree Endoscopes: Quartity

11
9

da Vinck Camera Heads Quantity

10

]Terms and Conditions

04 Dec 2012 ~ 11:41:49 (-08:00)




) t,("S A") or equxvatent is requtred pnor to shipment of the System'(s) Alt sste S
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ludes the patient side cart, vision cart; and srgeon console(s]. Sysle
‘be pu it [nituitive Surgical's then current list price. The System pric
H Customer's facnl&ty All taxes ara the responsibm o the

wisting Sales, Llcense, and Sarvme Agreement (
aration are (he Customers responsibilily and are to be ¢
ale, be involeed separatelyQ Subject to
jc!diticnai; i :

"SLSA“ is requ ?ed prilo o
1pl > the:

525-: 2377 Payment Terms bet 0
on hand. Pricing sub)

ugh the !niuitive Surgicat Servxce Support Department Please caﬁ 800 8761310 to recewe
A) irns must Be recelved within 14 days of a valid Retuin. Authorization Number bell ng%
ould be shipped prepaid and muut be cleaned and decontamlnaled pr{orto retu ng o

sis and fi It:mspecn nof returned Lemhyand s6is compfeted Intumve Surgica( wull issue credxt as a general credlt tc your :
i ; y retirns will incur a 15% restocking fee and must be relurned in original packag ng
 qualify for credit. Credit will not be. issued for product shipped

| e. ot i product was damage due to misuse andling or

W nty: Endos : ) '. camera heads and‘sterhzauon trays 1 year lnsiruments !ives/uses left for defectsve mstruments. or1 year from ;\f
shinment date. Accessories Monilors and bipelar footswilch 90 days: .




Quote prepared: 04 Dec 2012 - 11:;25:19 (-08:00)

Intuitive Surgical, Inc.
1266 Kifer Road

Poa” Sunnyvale, CA 94086

877-408-dVRC (3872) |

——
o
oo
oo,
e
n—

-Company Information
. f?fi Duke University Medical Center
ta
12301 Erwin Road

=1 Durham, NC, 27710

11654.0
1120442012

: 124 1 5/2012
iMichael Sayre
L 1{819) 8216731
. ‘ michagl.sayre@intusurg.com

Please Fax all Purchase Orders to; 408-523-2377

(3 |davinoSuls Simutator ‘ 58500000  s25500000]  $000

Equipment List:
One (1) Skills Simulafor Unit
One (1) Blus Fiber Cable
One{1) Audio Cable
Warranty T Year from Acceplance Date

2 Dial Console/Additional Surgaon's Console $500,000,00 $0.001  $1,000,000.00

da Vinal Bual Console.~ Additional $1 Surgean Console for procloring and surgicel
assist~ includes Video Expansion Kit (2 TiieProinputs and 2 video oulputs al vision cart
forintegrated OR-installations, and 30 display)

Custoimer acknowledges that the da Vinci Dual Surgeons Congole.comes with a one (1)
carwarranly period,” Therealler, the Annual Service Fee for the da Vinci®™ Surgical
ystem{s) willincrease by $25,000, The pricing may bie prorated in the second year to

beeatarminus with' the Systam:Servica pricing.

THE AFOREMENTIONED CUSTOMER ACKNOWLEDGEMENT PROVISIONS MUST
BE GONTAINED 1N YOUR PURCHASE ORDER

3 FiraFly™ Flaarestence imaging Upgrada 12mm Endoscopas $100,000.00 $300,000.00 $0.00

Hardware upgrade kit to enable intra-operative image guidance using indocyanine
green fuotesclng dye
Upgrade Kit includas;
da Vinei® EireEly uminator
daVinel® FireFly 12mm 0% Endoscope
da Vinel® FiraFly 12mim 30°Endoscope
daVinei® FlreFly HD Carnera head and cable
Hardwere Upgrade Kit

Plaase Note: Existing lfuminator is removed from the Customer site {o be replacad
with new Fldorascence tmaging capable comiponerits.. Cameras and endoscopes
ramalr on sits, and are backwards compatible with upgrade

3 Singla:8ita™ Base Starter Kit ' . $44,015.00 $132,045.00 $0.00
Single-Site™ Starter Kit
Training: Kit

3 Vassel Sealsr aiid Stapler Vision Cert Upgrade $16,500.00 $49,500.00 $0.00
381126 VIO 300D

381124 Instrument Contro! Box, (if required!
8ublect to Avallabllity, 45-60 day lead time

Total $1,000,000

the ',liym‘sf bftﬁe System purchases, ;é‘a'c‘h u‘pgr(é‘idéjwi:ll also includé,a‘éét Qf&.sfmrﬁ i

[Terms and Conditions
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Quote prepared: 15 Nov 2012 - 15:31:16 (-08:00)

s [ P R . )

AT LT Y E ﬁw‘yﬁﬂg N £, Intuitive Surgical, Inc.
K P13 Y L SURGICAL SYSTEM 1266 Kifer Road
SHREIOAL Sunnyvale, CA 94086

877-408-3872 Opt 3

Company Information
| Duke University Medical Center

- 110125/Duke University Health
= 1 System

12301 Erwin Rd PO Box 3708
. | Durham, NG, 27716-0001
Cynthia Blackwell

0 1(919) 681-9717

HOS fl‘ﬂ}:N’a‘n‘ik e

 IMichae!l Sayre
__|(919) 621-6731
. | Michael.Sayre@intusurg.com

. ,WDavid Woodward
0 1877-408:3872 Opt 3

Please Fax all Purchase Orders to; 408-523-2377

$1,300.00 $9,100,00
$980.00|  $4,900.00

o6 (Mast Have Upgrado 380993) $18,800.00 $756,200.00

4

370893 4 12mm Endascope, Fluorescence, 30 Degree (Must Have Upgrade 380993) $18,800.00 $756,200.00
372010 1 8.5 mm Fluorescenca Endoscope 0° $21 .600.00 $21 500,00
472011 1 8.5 rom Flugrescenice Endoscope 30° ) $21.800.00 $21,600.00
371679 5 8 6mim Endogcape Alignmant Targat $500.00 $2,500.00
381103 3 Fluorescence Camera Head {includes Camera Oables and Light Guide Cables) Must Have 380993 $55,000.00 $165,000,00
Cables = 0 VE e SIS R O

380989 4 da Vinel SiBlus Fiber Cables Kil $2,500.00 $10,000.00
371715 2 Energy:Acivation Cables, Valiaylab $960:00 $1,800.00
410322 3 Endowrisi® Onie:Vessel.Sealer, box of § $3,570.00 $10,710,00

Subject {o Availabifity, lead tima 4-14 wepks

eals

490206 B.SthannulaSeals(&ﬁ-ﬁmh?ea!}y T $400.00 ‘ $800.00
Total $398,510

iTerms and. Conditions '







