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

Denise Gunter
denise.gunter@nelsonmullins.com

Exempt from Review

Record #: 3343

Facility Name: Novant Health Forsyth Medical Center
FID #: 923174

Business Name: Novant Health, Inc.

Business #: 1341

Project Description: Extension of deadline to remove existing CT simulator from service for an
additional 90 days following installation of approved replacement CT simulator
(Record # 3266 Extension of time to dispose of the existing CT simulator for up
to 90 days following installation of approved replacement CT simulator Record
#3023 Replace existing CT simulator)

County: Forsyth

Dear Ms. Gunter:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency), determined that based on your letter of September 8, 2020, the above referenced proposal is
exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-176(22a). Therefore,
you may proceed to offer, develop or establish the above referenced project without a certificate of need.

However, you need to contact 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 not 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.

Sincerely,

Mtan O Afvman
Celia C. Inman, Project Analyst

Wé q 37&0&%
Martha J. Frisone, Chief

CcC: Acute and Home Care Licensure and Certification, 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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m NELSON MULLINS NELSON MULLINS RILEY & SCARBOROUGH LLP

ATTORNEYS AND COUNSELORS AT LAW

380 Knollwood Street | Suite 530

Denise M. Gunter Winston-Salem, NC 27103
T 336.774.3322 F 336.774.3372 T 336.774.3300 F 336.774.3299
denise.gunter@nelsonmullins.com nelsonmullins.com

September 8, 2020

Via Electronic Mail

Martha J. Frisone, Chief

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:  Novant Health Forsyth Medical Center
FID # 923174
Health Service Area ll
Forsyth County
Replace Existing CT Simulator

Dear Ms. Frisone:

On April 23, 2020, Novant Health Forsyth Medical Center (“NHFMC”) submitted a
request that it be allowed to extend by ninety days the replacement of its Existing CT
Simulator following the installation and operation of its Replacement CT Simulator. The
Agency granted this request on April 28, 2020. See Exhibit A attached hereto (request
letter and response). The Replacement CT Simulator was installed in early June 2020
and was scheduled to be removed by September 6, 2020. NHFMC plans to file a CON
application in November 2020 seeking permission to retain the Existing CT Simulator
permanently. In the meantime, however, NHFMC respectfully asks that it allowed to
keep using the Existing CT Simulator for an additional ninety days, from September 6,
2020 until December 5, 2020.

The reasons for this request are similar to the reasons stated in our April 23
request. Although the pandemic has had an effect with postponement of cases earlier in
the year, NHFMC’s cancer program continues to grow. Novant Health Kernersville
Medical Center (“NHKMC”) cancer patients have their treatment planning done at
NHFMC, and while those volumes declined somewhat earlier this year due to the
pandemic, they are building back up again. Below is recent information about treatment
volume and number of patients. Growth is particularly strong at NHFMC, with an 11%
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CAGR in total volume from 2018 to 2020, and a 10.5% CAGR in total patient volumes
from 2018-2020.

Forsyth Rad Onc
2018 2019 2020 YTD 2020 Forecast
Total Daily Treatment Volume 14586 19605 9963 19926
Special Procedures: High Dose and Brachy
Therapy 406 493 364 590
Total Volume 14992 20098 10327 20516
Kernersville Rad Onc
2018 2019 2020 YTD 2020 Forecast
Total Daily Treatment Volume 3734 3842 1733 2146
**KMC does not perform special procedures
at this time
***Brachytherapy is our vaginal and prostate
high dose procedures.
Forsyth Rad Onc---Patients
2018 2019 2020 YTD 2020 Forecast
Total Patient Volume: 861 1013 577 1154
Total Patient Special
Procedure Volumes: high Dose
and Brachytherapy 127 145 109 176
Total Patient Volumes: 9588 1158 686 1330
KMC Rad Onc -- Patients
2018 2019 2020 YTD 2020 Forecast
Total Patient Volume: 174 184 98 134

NHFMC’s special procedure patient population consumes extended time slots on
the simulator. By having two CT Simulators, NHFMC would be able to scan both special
procedure patients as well as regular treatment patients at the same time. In order to
ensure that treatment planning is always readily available at NHFMC, and to avoid any
concerns about downtime, NHFMC believes it is in the best interests of the cancer
patients it serves to have two simulators at NHFMC and is therefore requesting another

4842-9460-6282 v.1
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extension. NHFMC thanks the Agency for its consideration and prompt attention to this
request. If the Agency needs further information, please let me know.

With best regards.

Sincergly,

Denise M. Gunter

Enclosure

4842-9460-6282 v.1



NC DEPARTMENT OF ROY COOPER « Governor
nEf\\"LATNHSAENR?/ICES MANDY COHEN, MD, MPH < Secretary

MARK PAYNE ¢ Director, Division of Health Service Regulation

VIA EMAIL ONLY
April 28,2020
Denise Gunter
Denise.gunter@nelsonmullins.com
Exemption from Review
Record #: 3266
Facility Name: Novant Health Forsyth Medical Center
FID #: 923174
Business Name: Novant Health, Inc.
Business #: 1341
Project Description: Extension of time to dispose of the existing CT simulator for up to 90 days following

installation of approved replacement CT simulator (Record # 3023 Replace existing CT
simulator) due to the impact of COVID-19 on simulations
County: Forsyth

Dear Ms. Gunter:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation (Agency), determined
that based on your letter of April 23, 2020, the above referenced proposal is exempt from certificate of need review
in accordance with N.C. Gen. Stat. §131E-176(22a). Therefore, you may proceed to offer, develop or establish the
above referenced project without a certificate of need.

However, you need to contact the Acute and Home Care Licensure and Certification Sections to determine if they
have any requirements for development of the proposed project.

Tt 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
not 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.

Sincerely,

5»13-‘.} ;uu_l O :\quV\—’V»K(eLV\._
Celia C. Inman
Project Analyst

Wit q Tnasrne.

Martha J. Frisone
Chief

cc: Acute and Home Care Licensure and Certification, 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



m NELSON MULLINS NELSON MULLINS RILEY & SCARBOROUGH LLP

ATTORNEYS AND COUNSELORS AT LAW

380 Knollwood Street | Suite 530

Denise M. Gunter Winston-Salem, NC 27103
T 336.774.3322 F 336.774.3372 T 336.774.3300 F 336.774.3299
denise.gunter@nelsonmullins.com ‘ nelsonmullins.com

April 23, 2020

Via Electronic Mail

Martha J. Frisone, Chief

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: Novant Health Forsyth Medical Center
FID # 923174
Health Service Area Il
Forsyth County
Replace Existing CT Simulator

Dear Ms. Frisone:

On August 6, 2019, Novant Health Forsyth Medical Center (‘“NHFMC”) submitted
a replacement equipment exemption request for a CT simulator. The Agency approved
the request on August 19, 2019. Please see Exhibit A attached hereto (request letter
and response, without attachments). The replacement CT simulator (the “New
Simulator”) is projected to be in operation by the first week of June 2020. Pursuant to
N.C. Gen. Stat. § 131E-176(22a), NHFMC is required to sell or dispose of the existing CT
simulator (the “Existing Simulator”) when the New Simulator is installed. Due to the
impact of the COVID-19 pandemic on cancer treatment, NHFMC respectfully requests a
90-day extension (the “Extension Period”) to dispose of the existing CT simulator. The
Extension Period would run from the time the New Simulator is installed and made
operational. Thus, for a limited period of time, NHFMC proposes to operate both the New
Simulator and the Existing Simulator. The reasons for this request are set forth below.

CT simulation is used for treatment planning before radiation therapy takes place.
Radiation therapy usually follows within one to ten days of the initial CT simulation. Many
radiation therapy treatments have been paused during the COVID-19 crisis. The pause
in radiation therapy treatments in turn has meant a corresponding pause in CT
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simulations. NHFMC anticipates a surge of patients needing CT simulation and radiation
therapy once COVID-19 restrictions are eased. ~ For example, screening mammograms
have ceased during the crisis. When screening mammograms resume, NHFMC expects
to see an increase in the volume of breast cancer patients who will need treatment
planning. Some of these patients may need treatment on an urgent basis, depending on
how long the patients were delayed in receiving their diagnosis because they were unable
to have screening mammograms. NHFMC does not know precisely how many patients
will be impacted, but believes it is in the best interests of patient care to ensure that
patients who need treatment are not impacted by any further delays. [t is also worth
noting that according to Table 17C-1 of the 2020 SMFP, NHFMC has one of the top ten
busiest radiation therapy programs as measured by ESTVs in North Carolina.

NHFMC needs to train staff on the New Simulator to a point where they are able
to achieve the throughput that NHFMC has on the Existing Simulator. NHFMC expects
that for at least the first 90 days of the New Simulator's tenure, throughput on the new
unit will be slower than in it is with the current unit. While slower throughput likely would
not have been a major issue in the pre-COVID era, it has become a significant issue now,
as NHFMC faces a backlog of patients and the need to accommodate new cancer
patients. As discussed above, screening mammograms have ceased, and when these
restart, NHFMC expects an increase in the volume of breast cancer patients which will
mean that throughput for simulation will need to increase above baseline.

A surge, by its nature, is inherently unpredictable. It is not possible to know
precisely when it will arrive, how long it will last and how many patients will be impacted.
But NHFMC is confident that it will happen, and the unpredictable nature of the surge
supports allowing more time, rather than less time, to address the various factors such as
backlog, decreased throughput and treatment of new patients. Given the highly unusual
circumstances created by the pandemic, NHFMC therefore respectfully requests that the
Agency approve the Extension Period described in this letter.

NHFMC thanks the Agency for its consideration and prompt attention to this
request. If the Agency needs further information, please let me know.

With best regards.

Sinceyely,>

A Xt

Denise M. Gunter

Enclosures

~#4821-4933-3434~



August 6,2019

Via Email
2075 Fhanlis Plaza Bavlevand

. . Yhnstan Salem, NC 27103

Celia Inman, Project Analyst, Certificate of Need

N.C. Department of Health Service Regulation

809 Ruggles Drive

Raleigh, North Carolina 27603

Re: Novant Health Forsyth Medical Center
Replacement of CT-Simulator
Winston-Salem, North Carolina (FID # 923174; Forsyth County)

Dear Ms. Inman:

Novant Health Forsyth Medical Center NHFMC) intends to replace an existing CT-
Simulator Jocated in the Radiation Oncology Department at the hospital in Winston-
Salem, North Carolina. The existing CT-Simulator is over fen years old and is past its
useful life. This CT-Simulator is still in use, as reported on the Annual License Renewal
Application (LRA) in Attachment A, NHFMC intends to acquire a new Siemens
Somotom Confidence 64-slice CT simulator. See Attachment B for the Equipment
Quote including the removal and trade-in of the existing unit indicated at the top of Page
2. Also included are quotes for the Vision RT guidance system and LAP lasers needed
for the new CT-Simulator to function. As part of the equipment cost, the vendor will
provide onsite clinical training for the equipment. The total capital cost for the proposed
replacement equipment project is estimated to be $1,800,830'. See Attachment C for
the Project Capital Cost Summary.

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

(1) NHFMC will replace the existing CT-Simulator 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.

(4) NHFMC seeks to replace comparable medical equipment currently in use at
project cost Jess than $2 million.

(5) The existing equipment was not purchased second-hand nor was the exisling

equipment leased.
(6) The existing equipment will be removed from North Carolina.

! The project cost does not include sales, property or cxcise taxes as NEHFMC is not subject to these taxes as
a non-profil, tax-exempl organization.




Re: NHFMC Replacement of CT-Simulator
August 6, 2019
Page 2

In support of our request, please find attached:

Attachment A — Excerpt of 2019 LRA
Attachment B — Vendor Equipment Quoles
Attachment C - Project Capital Costs Summary
Attachment D — Equipment Comparison chart

NHFMC’s acquisition of the replacement equipment 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 $1,800,830, The proposed capital cost includes equipment, as
well as studies, surveys, designs, plans, working drawings, specifications, construclion
installation and other activities essential to making the equipment operational.

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

If you need additional information, please do not hesitate to contact me at (704) 384 -
3462.

Sincerely,
05474’ 2 M ,(ibcz\f”
Lisa Griffin

Manager, Operational Planning
Novant Health, Inc.

Enclosures




DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

ROY COOPER MANDY COHEN, MD, MPH
GOVERNOR SECRETARY
MARK PAYNE
DIRECTOR

VIA EMAIL ONLY

August 19,2019

Lisa Griffin
Llgriffin@novanthealth.org

Exempt from Review — Replacement Equipment

Record #: 3023 :
Facility Name: Novant Health Forsyth Medical Center
FID #: 923174

Business Name: Novant Health, Inc.

Business #: 1341

Project Description: Replace existing CT Simulator
County: Forsyth

Dear Ms, Gritfin:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency), determined that based on your letter of August 6, 2019, the above referenced proposal
is exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-184(a)(7).
Therefore, you may proceed to acquire without a certificate of need the Siemens

Somatom Confidence CT Simulator equipment to replace the Philips CT Simulator, Model #
453567088051, Serial # 97370. 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.

Moreover, you need to contact the Agency’s Construction 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

BEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION
WWW.NCDHHS.GOV
TELEPHONE 919-855-3873
LOCATION: EDGERTON BUILDING » 809 RUGGLES DRIVE « RALEIGH, NC 27603
o MAILING ADDRESS: 2704 MAIL SERVICE CENTER *RALEIGH, NC 27699-2704
% AN EQUAL OPPORTUNITY/ AFFIRMATIVE ACTION EMPLOYER




Ms. Griffin
Page 2
August 19,2019

separate determination. If you have any questions concerning this matter, please feel free to
contact this oftice,

Sincerely,
oo 71,/
L/{ Ceee 8 [ Tt
Celia C. Inman
Project Analyst Chief, Healthcare Planning and
Certificate of Need

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




From: Elores, Disraeliza

To: Waller, Martha K

Subject: FW: [External] CON Correspondence for Forsyth County (HSA 1)
Date: Tuesday, September 8, 2020 9:24:30 AM

Attachments: 20200907181259463.pdf

Disraeliza Flores

Adminstrative Assistantant

Division of Health Service Regulation

North Carolina Department of Health and Human Services

919-855-3872 office
disraeliza.flores@dhhs.nc.gov

809 Ruggles Drive
Raleigh NC, 27603

2704 Mail Service Center
Raleigh, NC 27699-2704

Twitter | Facebook | YouTube | LinkedIn

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.

From: Denise Gunter <denise.gunter@nelsonmullins.com>

Sent: Tuesday, September 8, 2020 9:02 AM

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

Subject: [External] CON Correspondence for Forsyth County (HSA 1)

CAUTION:

Good morning,
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mailto:disraeliza.flores@dhhs.nc.gov
https://urldefense.proofpoint.com/v2/url?u=https-3A__twitter.com_ncdhhs&d=DwMFAg&c=imBPVzF25OnBgGmVOlcsiEgHoG1i6YHLR0Sj_gZ4adc&r=oC_SfzAEAqr0HNY94gvOovrkAxNNmdYLQ_QsN1aUiPM&m=sHFbJKsHfH3dmvposq-6RIgj6QHHTufPTiedDj5Jvz4&s=06z5G1LtPExvUPdS3QshoQVUyV3fqTfNfjnZpW170HY&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.facebook.com_ncdhhs_&d=DwMFAg&c=imBPVzF25OnBgGmVOlcsiEgHoG1i6YHLR0Sj_gZ4adc&r=oC_SfzAEAqr0HNY94gvOovrkAxNNmdYLQ_QsN1aUiPM&m=sHFbJKsHfH3dmvposq-6RIgj6QHHTufPTiedDj5Jvz4&s=TjtNIwTn7T4TesgN1EZ7qe46pTpPl228m_PEaQtiNZg&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.youtube.com_user_ncdhhs_&d=DwMFAg&c=imBPVzF25OnBgGmVOlcsiEgHoG1i6YHLR0Sj_gZ4adc&r=oC_SfzAEAqr0HNY94gvOovrkAxNNmdYLQ_QsN1aUiPM&m=sHFbJKsHfH3dmvposq-6RIgj6QHHTufPTiedDj5Jvz4&s=f21rv2Hbc-eTGQiNhC-o-dYHl-aXVZ8lYulvvkrmVFI&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.linkedin.com_company_ncdhhs_&d=DwMFAg&c=imBPVzF25OnBgGmVOlcsiEgHoG1i6YHLR0Sj_gZ4adc&r=oC_SfzAEAqr0HNY94gvOovrkAxNNmdYLQ_QsN1aUiPM&m=sHFbJKsHfH3dmvposq-6RIgj6QHHTufPTiedDj5Jvz4&s=Xd81X-sA8jyJLslgLSLguADbMwe5Vhidd52Ty0frkso&e=
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m NELSON MULLINS NELSON MULLINS RILEY & SCARBOROUGH LLP

ATTORNEYS AND COUNSELORS AT LAW

380 Knollwood Street | Suite 530

Denise M. Gunter Winston-Salem, NC 27103
T 336.774.3322 F 336.774.3372 T 336.774.3300 F 336.774.3299
denise.gunter@nelsonmullins.com nelsonmullins.com

September 8, 2020

Via Electronic Mail

Martha J. Frisone, Chief

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:  Novant Health Forsyth Medical Center
FID # 923174
Health Service Area ll
Forsyth County
Replace Existing CT Simulator

Dear Ms. Frisone:

On April 23, 2020, Novant Health Forsyth Medical Center (“NHFMC”) submitted a
request that it be allowed to extend by ninety days the replacement of its Existing CT
Simulator following the installation and operation of its Replacement CT Simulator. The
Agency granted this request on April 28, 2020. See Exhibit A attached hereto (request
letter and response). The Replacement CT Simulator was installed in early June 2020
and was scheduled to be removed by September 6, 2020. NHFMC plans to file a CON
application in November 2020 seeking permission to retain the Existing CT Simulator
permanently. In the meantime, however, NHFMC respectfully asks that it allowed to
keep using the Existing CT Simulator for an additional ninety days, from September 6,
2020 until December 5, 2020.

The reasons for this request are similar to the reasons stated in our April 23
request. Although the pandemic has had an effect with postponement of cases earlier in
the year, NHFMC’s cancer program continues to grow. Novant Health Kernersville
Medical Center (“NHKMC”) cancer patients have their treatment planning done at
NHFMC, and while those volumes declined somewhat earlier this year due to the
pandemic, they are building back up again. Below is recent information about treatment
volume and number of patients. Growth is particularly strong at NHFMC, with an 11%
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CAGR in total volume from 2018 to 2020, and a 10.5% CAGR in total patient volumes
from 2018-2020.

Forsyth Rad Onc
2018 2019 2020 YTD 2020 Forecast
Total Daily Treatment Volume 14586 19605 9963 19926
Special Procedures: High Dose and Brachy
Therapy 406 493 364 590
Total Volume 14992 20098 10327 20516
Kernersville Rad Onc
2018 2019 2020 YTD 2020 Forecast
Total Daily Treatment Volume 3734 3842 1733 2146
**KMC does not perform special procedures
at this time
***Brachytherapy is our vaginal and prostate
high dose procedures.
Forsyth Rad Onc---Patients
2018 2019 2020 YTD 2020 Forecast
Total Patient Volume: 861 1013 577 1154
Total Patient Special
Procedure Volumes: high Dose
and Brachytherapy 127 145 109 176
Total Patient Volumes: 9588 1158 686 1330
KMC Rad Onc -- Patients
2018 2019 2020 YTD 2020 Forecast
Total Patient Volume: 174 184 98 134

NHFMC’s special procedure patient population consumes extended time slots on
the simulator. By having two CT Simulators, NHFMC would be able to scan both special
procedure patients as well as regular treatment patients at the same time. In order to
ensure that treatment planning is always readily available at NHFMC, and to avoid any
concerns about downtime, NHFMC believes it is in the best interests of the cancer
patients it serves to have two simulators at NHFMC and is therefore requesting another

4842-9460-6282 v.1
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extension. NHFMC thanks the Agency for its consideration and prompt attention to this
request. If the Agency needs further information, please let me know.

With best regards.

Sincergly,

Denise M. Gunter

Enclosure

4842-9460-6282 v.1





NC DEPARTMENT OF ROY COOPER « Governor
nEf\\"LATNHSAENR?/ICES MANDY COHEN, MD, MPH < Secretary

MARK PAYNE ¢ Director, Division of Health Service Regulation

VIA EMAIL ONLY
April 28,2020
Denise Gunter
Denise.gunter@nelsonmullins.com
Exemption from Review
Record #: 3266
Facility Name: Novant Health Forsyth Medical Center
FID #: 923174
Business Name: Novant Health, Inc.
Business #: 1341
Project Description: Extension of time to dispose of the existing CT simulator for up to 90 days following

installation of approved replacement CT simulator (Record # 3023 Replace existing CT
simulator) due to the impact of COVID-19 on simulations
County: Forsyth

Dear Ms. Gunter:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation (Agency), determined
that based on your letter of April 23, 2020, the above referenced proposal is exempt from certificate of need review
in accordance with N.C. Gen. Stat. §131E-176(22a). Therefore, you may proceed to offer, develop or establish the
above referenced project without a certificate of need.

However, you need to contact the Acute and Home Care Licensure and Certification Sections to determine if they
have any requirements for development of the proposed project.

Tt 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
not 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.

Sincerely,

5»13-‘.} ;uu_l O :\quV\—’V»K(eLV\._
Celia C. Inman
Project Analyst

Wit q Tnasrne.

Martha J. Frisone
Chief

cc: Acute and Home Care Licensure and Certification, 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
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m NELSON MULLINS NELSON MULLINS RILEY & SCARBOROUGH LLP

ATTORNEYS AND COUNSELORS AT LAW

380 Knollwood Street | Suite 530

Denise M. Gunter Winston-Salem, NC 27103
T 336.774.3322 F 336.774.3372 T 336.774.3300 F 336.774.3299
denise.gunter@nelsonmullins.com ‘ nelsonmullins.com

April 23, 2020

Via Electronic Mail

Martha J. Frisone, Chief

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: Novant Health Forsyth Medical Center
FID # 923174
Health Service Area Il
Forsyth County
Replace Existing CT Simulator

Dear Ms. Frisone:

On August 6, 2019, Novant Health Forsyth Medical Center (‘“NHFMC”) submitted
a replacement equipment exemption request for a CT simulator. The Agency approved
the request on August 19, 2019. Please see Exhibit A attached hereto (request letter
and response, without attachments). The replacement CT simulator (the “New
Simulator”) is projected to be in operation by the first week of June 2020. Pursuant to
N.C. Gen. Stat. § 131E-176(22a), NHFMC is required to sell or dispose of the existing CT
simulator (the “Existing Simulator”) when the New Simulator is installed. Due to the
impact of the COVID-19 pandemic on cancer treatment, NHFMC respectfully requests a
90-day extension (the “Extension Period”) to dispose of the existing CT simulator. The
Extension Period would run from the time the New Simulator is installed and made
operational. Thus, for a limited period of time, NHFMC proposes to operate both the New
Simulator and the Existing Simulator. The reasons for this request are set forth below.

CT simulation is used for treatment planning before radiation therapy takes place.
Radiation therapy usually follows within one to ten days of the initial CT simulation. Many
radiation therapy treatments have been paused during the COVID-19 crisis. The pause
in radiation therapy treatments in turn has meant a corresponding pause in CT
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Martha J. Frisone
April 23, 2020
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simulations. NHFMC anticipates a surge of patients needing CT simulation and radiation
therapy once COVID-19 restrictions are eased. ~ For example, screening mammograms
have ceased during the crisis. When screening mammograms resume, NHFMC expects
to see an increase in the volume of breast cancer patients who will need treatment
planning. Some of these patients may need treatment on an urgent basis, depending on
how long the patients were delayed in receiving their diagnosis because they were unable
to have screening mammograms. NHFMC does not know precisely how many patients
will be impacted, but believes it is in the best interests of patient care to ensure that
patients who need treatment are not impacted by any further delays. [t is also worth
noting that according to Table 17C-1 of the 2020 SMFP, NHFMC has one of the top ten
busiest radiation therapy programs as measured by ESTVs in North Carolina.

NHFMC needs to train staff on the New Simulator to a point where they are able
to achieve the throughput that NHFMC has on the Existing Simulator. NHFMC expects
that for at least the first 90 days of the New Simulator's tenure, throughput on the new
unit will be slower than in it is with the current unit. While slower throughput likely would
not have been a major issue in the pre-COVID era, it has become a significant issue now,
as NHFMC faces a backlog of patients and the need to accommodate new cancer
patients. As discussed above, screening mammograms have ceased, and when these
restart, NHFMC expects an increase in the volume of breast cancer patients which will
mean that throughput for simulation will need to increase above baseline.

A surge, by its nature, is inherently unpredictable. It is not possible to know
precisely when it will arrive, how long it will last and how many patients will be impacted.
But NHFMC is confident that it will happen, and the unpredictable nature of the surge
supports allowing more time, rather than less time, to address the various factors such as
backlog, decreased throughput and treatment of new patients. Given the highly unusual
circumstances created by the pandemic, NHFMC therefore respectfully requests that the
Agency approve the Extension Period described in this letter.

NHFMC thanks the Agency for its consideration and prompt attention to this
request. If the Agency needs further information, please let me know.

With best regards.

Sinceyely,>

A Xt

Denise M. Gunter

Enclosures

~#4821-4933-3434~





August 6,2019

Via Email
2075 Fhanlis Plaza Bavlevand

. . Yhnstan Salem, NC 27103

Celia Inman, Project Analyst, Certificate of Need

N.C. Department of Health Service Regulation

809 Ruggles Drive

Raleigh, North Carolina 27603

Re: Novant Health Forsyth Medical Center
Replacement of CT-Simulator
Winston-Salem, North Carolina (FID # 923174; Forsyth County)

Dear Ms. Inman:

Novant Health Forsyth Medical Center NHFMC) intends to replace an existing CT-
Simulator Jocated in the Radiation Oncology Department at the hospital in Winston-
Salem, North Carolina. The existing CT-Simulator is over fen years old and is past its
useful life. This CT-Simulator is still in use, as reported on the Annual License Renewal
Application (LRA) in Attachment A, NHFMC intends to acquire a new Siemens
Somotom Confidence 64-slice CT simulator. See Attachment B for the Equipment
Quote including the removal and trade-in of the existing unit indicated at the top of Page
2. Also included are quotes for the Vision RT guidance system and LAP lasers needed
for the new CT-Simulator to function. As part of the equipment cost, the vendor will
provide onsite clinical training for the equipment. The total capital cost for the proposed
replacement equipment project is estimated to be $1,800,830'. See Attachment C for
the Project Capital Cost Summary.

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

(1) NHFMC will replace the existing CT-Simulator 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.

(4) NHFMC seeks to replace comparable medical equipment currently in use at
project cost Jess than $2 million.

(5) The existing equipment was not purchased second-hand nor was the exisling

equipment leased.
(6) The existing equipment will be removed from North Carolina.

! The project cost does not include sales, property or cxcise taxes as NEHFMC is not subject to these taxes as
a non-profil, tax-exempl organization.






Re: NHFMC Replacement of CT-Simulator
August 6, 2019
Page 2

In support of our request, please find attached:

Attachment A — Excerpt of 2019 LRA
Attachment B — Vendor Equipment Quoles
Attachment C - Project Capital Costs Summary
Attachment D — Equipment Comparison chart

NHFMC’s acquisition of the replacement equipment 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 $1,800,830, The proposed capital cost includes equipment, as
well as studies, surveys, designs, plans, working drawings, specifications, construclion
installation and other activities essential to making the equipment operational.

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

If you need additional information, please do not hesitate to contact me at (704) 384 -
3462.

Sincerely,
05474’ 2 M ,(ibcz\f”
Lisa Griffin

Manager, Operational Planning
Novant Health, Inc.

Enclosures






DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF HEALTH SERVICE REGULATION

ROY COOPER MANDY COHEN, MD, MPH
GOVERNOR SECRETARY
MARK PAYNE
DIRECTOR

VIA EMAIL ONLY

August 19,2019

Lisa Griffin
Llgriffin@novanthealth.org

Exempt from Review — Replacement Equipment

Record #: 3023 :
Facility Name: Novant Health Forsyth Medical Center
FID #: 923174

Business Name: Novant Health, Inc.

Business #: 1341

Project Description: Replace existing CT Simulator
County: Forsyth

Dear Ms, Gritfin:

The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation
(Agency), determined that based on your letter of August 6, 2019, the above referenced proposal
is exempt from certificate of need review in accordance with N.C. Gen. Stat. §131E-184(a)(7).
Therefore, you may proceed to acquire without a certificate of need the Siemens

Somatom Confidence CT Simulator equipment to replace the Philips CT Simulator, Model #
453567088051, Serial # 97370. 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.

Moreover, you need to contact the Agency’s Construction 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

BEALTHCARE PLANNING AND CERTIFICATE OF NEED SECTION
WWW.NCDHHS.GOV
TELEPHONE 919-855-3873
LOCATION: EDGERTON BUILDING » 809 RUGGLES DRIVE « RALEIGH, NC 27603
o MAILING ADDRESS: 2704 MAIL SERVICE CENTER *RALEIGH, NC 27699-2704
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Ms. Griffin
Page 2
August 19,2019

separate determination. If you have any questions concerning this matter, please feel free to
contact this oftice,

Sincerely,
oo 71,/
L/{ Ceee 8 [ Tt
Celia C. Inman
Project Analyst Chief, Healthcare Planning and
Certificate of Need

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







| hope you had a nice Labor Day weekend. Attached is correspondence for Health Service
Areall. Could you please let me know that you have received this? Thanks.

Nelson Mullins is continuing to monitor developments related to COVID-19, including
guidance from the Centers for Disease Control and various health officials; and federal, state,
and local government authorities. The firm has implemented precautionary measures and plans
to ensure the continuation of all firm services to clients from both in office and remote work
arrangements across our 25 geographically disperse offices. Click here to visit the Nelson
Mullins Coronavirus Resources page. Information described therein is subject to change.

Confidentiality Notice

This message is intended exclusively for the individual or entity to which it is addressed. This
communication may contain information that is proprietary, privileged, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not
authorized to read, print, retain, copy or disseminate this message or any part of it. If you have
received this message in error, please notify the sender immediately either by phone (800-237-
2000) or reply to this e-mail and delete all copies of this message.
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