NC DEPARTMENT OF
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Danny Waller

Danny.waller@onslow.org

Exempt from Review — Replacement Equipment

Record #: 3557

Date of Request: May 7, 2021

Facility Name: Onslow Memorial Hospital, Inc.
FID #: 923383

Business Name: Onslow Memorial Hospital, Inc.
Business #: 1354

Project Description: Replace da Vinci robotic system
County: Onslow

Dear Mr. Waller:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency), determined that the above referenced project is exempt from certificate of need review in
accordance with G.S. 131E-184(a)(7). Therefore, you may proceed to acquire without a certificate of
need the Intuitive da Vinci Robotic System, Model Xi to replace the Intuitive da Vinci Robotic System,
Model Si, Serial #258213. 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.

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,

@i

Gregory F. Yakaboski
Project Analyst

Hivia G ks

for
Lisa Pittman
Acting Chief, Certificate of Need

cc: Acute and Home Care Licensure and Certification Section, DHSR
Construction 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/dhsr/ « TEL: 919-855-3873

AN EQUAL OPPORTUNITY / AFFIRMATIVE ACTION EMPLOYER
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MEMORIALHOSPITAL

of UNC h C

317 Western Blvd, Jacksonville, NC 28546
(910) 577-2345

May 4, 2021

Ms. Martha Frisone, Chief

Healthcare Planning and Certificate of Need Section
Division of Health Service Regulation

2704 Mail Service Center

Raleigh, NC 27699-2704

RE: Request for No Review Determination / Acquistion of da Vinci Xi Surgical System /
Onslow Memorial Hospital / Onslow County

Dear Ms. Frisone:

Onslow Memorial Hospital, Inc. (“OMH”) is planning to purchase a da Vinci Xi Surgical System,
which is a robotic system used to assist in minimally invasive laparoscopic surgical procedures. The
purchase price of this system is $725,000 which OMH will incur to acquire the equipment and make it
operational. See Exhibt 1. No renovations or upfit are required in order for the robotic system to be
accommodated and operationalized within the hospital, and there are no other costs that OMH must
incur to acquire the equipment and make it operational.

OMH is requesting written confirmation that this proposed acquisition of the da Vinci Xi Surgical
System does not require CON review, because the acquisition does not meet the definition of “major
medical equipment” as contained in N.C. Gen. Stat 131E-176(14f), and it does not constitute any other
type of “new institutional health service” requiring a CON as that term is defined in N.C. Gen. Stat. 131E-
176(16).

If you require any additional information regarding this project, please do not hesitate to contact
me at 910-577-2830 or danny.waller@onslow.org

Sincerely,

~,

Daniel T. Waller
Senior Vice President of Support Services
Onslow Memorial Hospital
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|the responsibildy of the Customer and will be added to the invaice, as appropriate.

1.2 Intuitive makes no representation with regard to Certificate of Need uirements for this purchase. It is your (the Customer's)
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filing. if any, needs to be made with regard to this purchase.

1.3 Cuslomer acknowledges that the cleaning and sterilization equipment, not provided by Intuitive, is required to appropriately
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all and safety requirements.

2) System Upgrade Terms and Conditions:

2.1 A signed Purchase Order and/or an addendum to the existing Sales, Licanse, and Service Agreement ("SLSA") ks required prior o
shipment of the System upgrade. All site modifications and pamﬁmmmecmsmhﬁymdmmbeﬁnpletgdm
|the specification given by Intuitive Surgical prior to the instaliation date.

2.2 Payment terms are net 30 days from Intuitive S iw'sinvﬁcedam.mepﬁeehdud&s:mesmnmgmde.mwwaﬁm
mcmmhdhyandametnyearwmmﬁﬁmmﬂadmmmam ipping charges are the responsibility of the
Customer and will be added to the invoice, as appropriate. Delive is subjact to credit and inventory avai . Standard
shipping terms are FCA from Intuitive Surgical™ warehouse. A -85 handling charge will be applied for any shipments using a
customer designated canier.
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7) Miscellaneous :

7.1 Warranty: Wamraniies are applied for manufacturing m.am‘mm.msmw—im
warranty. Accessories — 90 day warranty. Instruments: see abave for eredit.
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From: Danny Waller

To: Yakaboski, Greg

Cc: Penney Burlingame; Carl Biber; Maire Corcoran Ragozzine (maire.ragozzine@unchealth.unc.edu)
Subject: [External] Additional Information to May 4th Request for No Review Determination

Date: Wednesday, May 12, 2021 2:53:25 PM

CAUTION: External email. Do not click links or open attachments unless you verify. Send all suspicious email as an
attachment to Report Spam.

This message was sent securely using ZixCorp.

Dear Mr Yakaboski,

This email is to provide additional clarification to the May 4, 2021 Request for No Review
Determination da Vinci X1 Surgical System. We recognize our letter should have requested and
“Exemption”, and apologize for any confusion.

Equipment
Old - Intuitive da Vinci Robot System Model Si, Serial # 258213
New — Intuitive da Vinci Robotic System Model Xi, Serial # “unknown at this time”

Onslow Memorial Hospital will insure that the existing unit will not be sold or otherwise disposed of
and will not be used again the State without first obtaining a certificate of need if one is required.
We will be happy to assist with any additional information necessary for your determination of this
request.

Sincerely,

Daniel T. Waller

Sr VP of Support Services

Onslow Memorial Hospital

This message was secured by ZixCorp(R).
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