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Exempt from Review – Replacement Equipment 
Record #: 3364 
Facility Name: Smithfield Radiation Oncology 
Business Name: UNC Health Care 
Business #: 2991 
Project Description: Replace existing linear accelerator 
County: Johnston 
 
Dear Ms. Runyon: 
 
The Healthcare Planning and Certificate of Need Section, Division of Health Service Regulation 
(Agency), determined that based on your letter of September 16, 2020 and the confidential material, 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 Elekta Infinity 
Linear Accelerator to replace the Varian Linear Accelerator Serial # 2459.  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.   
 
Moreover, you need to contact the Agency’s Construction and Radiation Protection 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 separate 
determination.  If you have any questions concerning this matter, please feel free to contact this office.  
 
Sincerely, 

 
Kim Meymandi 
Project Analyst 
 

 
Martha J. Frisone 
Chief 
 
cc: Radiation Protection Section, DHSR  

Construction Section, DHSR 
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September 16, 2020 

Ms. Martha Frisone, Chief 
Kim Meymandi, Project Analyst 
Healthcare Planning and Certificate of Need Section 
Division of Health Service Regulation 
NC Department of Health and Human Services 
2704 Mail Service Center 
Raleigh, North Carolina 27699-2704 
 

Re: SRO Request for Exemption for Replacement Equipment / Johnston County 

Dear Ms. Frisone and Ms. Meymandi, 

Smithfield Radiation Oncology (“SRO”) intends to acquire a replacement linear accelerator, and 
requests written confirmation that the acquisition of such replacement equipment is exempt from certificate of 
need (“CON”) review pursuant to NCGS 131E-184 (a)(7) and the regulations set out in 10A NCAC 14C.0303. 
As documented in a Declaratory Ruling entered December 21, 2007, “SRO provides linear accelerator and 
radiation therapy services.  Under prior law, because of provisions in effect at the time, it was not subject to 
CON review either as an oncology treatment center or in connection with its acquisition of a linear accelerator.”  
See Exhibit A.  Thus, acquisition of the existing linear accelerator owned by SRO did not require CON approval 
and the linear accelerator is grandfathered.     

As described herein, the linear accelerator currently in use by SRO will be replaced with the new linear 
accelerator which is “comparable medical equipment,” as that term is defined by 10A NCAC 14C.0303.  It is 
SRO’s belief and understanding that even after the equipment is replaced as described herein, the linear 
accelerator owned and operated by SRO will be grandfathered. 

Exemption from Review 

Pursuant to NCGS 131E-184(a)(7): “The department shall exempt from certificate of need review a 
new institutional health service if it received prior written notice from the entity proposing the new institutional 
health service, when notice includes an explanation of why the new institutional health service is required for 
any of the following: … To provide replacement equipment.”  (emphasis added)  The acquisition of an 
additional linear accelerator is a new institutional health service pursuant to NCGS 131E-176(16)(f1)(5a), but 
the acquisition of a linear accelerator that is replacement equipment is exempt from review as described herein. 

“Replacement equipment” is defined by NCGS 131E-176(22a) as equipment that costs less than 
$2,000,000 and is purchased for the sole purpose of replacing comparable medical equipment currently in use 
which will be sold or otherwise disposed of when replaced. 

“Comparable medical equipment” is defined by 10A NCAC 14C.0303 as equipment that “is functionally 
similar and which is used for the same diagnostic or treatment purposes.” Replacement equipment is 
comparable if: 

1. It has the same technology as the equipment currently in use, although it may possess expanded 
capabilities due to technological improvements; and  

2. It is functionally similar and is used for the same diagnostic or treatment purposes as the equipment 
currently in use and is not used to provide a new health service; and  

3. The acquisition of the equipment does 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 



Replacement equipment is not comparable to the equipment being replaced if the replacement equipment is 
capable of performing procedures that could result in the provision of a new health service or type of 
procedure that has not been provided with the existing equipment. 

Compliance 

The acquisition of the replacement linear accelerator by SRO is exempt from CON review because:  

 The estimated project costs for the replacement linear accelerator are less than $2,000,000.  See 
Exhibit B for the vendor quote for the linear accelerator, showing equipment costs of approximately                  
$ 1,520,000.00, and Exhibit C for the project cost certification, reflecting total estimated costs of 
$1,934,027.38. 
 

 The replacement equipment will be purchased for the sole purpose of replacing comparable 
equipment currently in use, which will be traded in for disposal and removed from North Carolina. A 
comparison of the existing and replacement equipment is provided in Exhibit D. 
 

 The replacement equipment is functionally similar to the existing equipment and will be used to 
provide the same type of radiation oncology treatment as the equipment currently in use.  Although 
it may have expanded capabilities due to technological advances, the replacement linear accelerator 
uses the same technology as SRO’s existing linear accelerator.  
 

 The acquisition of the replacement 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.  See Exhibit D. 

SRO requests that the Agency confirm in writing that its acquisition of the replacement linear 
accelerator, as described herein, does not constitute a new institutional health service and is exempt from 
certificate of need review.  Please don’t hesitate to contact me at elizabeth.runyon@unchealth.unc.edu if you 
require further information or have any questions regarding this correspondence. 

Sincerely, 

 

Elizabeth Runyon 
System Director of Regulatory Affairs and Special Counsel 
UNC Health 
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Date of Last Revision: 5.17.19 

Projected Capital Cost Form 

Building Purchase Price  

Purchase Price of Land  

Closing Costs  

Site Preparation  

Construction/Renovation Contract(s) $317,000.00 

Landscaping  

Architect / Engineering Fees  

Medical Equipment $1,520,000.00 

Non-Medical Equipment $97,027.38 

Furniture  

Consultant Fees (specify)  

Financing Costs  

Interest during Construction  

Other (specify)  

Total Capital Cost $1,934,027.38 

 

 

CERTIFICATION BY A LICENSED ARCHITECT OR ENGINEER 

 

I certify that, to the best of my knowledge, the projected capital cost for the proposed project is 

complete and correct. 
 

 

________________________________________________ Date Signed: _____________ 

Signature of Licensed Architect or Engineer 

 

 

CERTIFICATION BY AN OFFICER OR AGENT FOR THE PROPONENT 

 

I certify that, to the best of my knowledge, the projected total capital cost for the proposed project 

is complete and correct and that it is our intent to carry out the proposed project as described. 
 

 

________________________________________________ Date Signed: _____________ 

Signature of Officer/Agent 
 

 

________________________________________________ 

Title of Officer/Agent 

9/2/2020

NC #13331



Smithfield Radiation Oncology -  Smithfield Linac Replacement 
EQUIPMENT COMPARISON 

 

 
EXISTING 

EQUIPMENT 
REPLACEMENT 

EQUIPMENT 

Type 
(e.g., Cardiac Catheterization, Gamma Knife®, Heart-lung bypass machine, Linear Accelerator, Lithotriptor, 
MRI, PET, Simulator, CT Scanner, Other Major Medical Equipment) 

Linear 
Accelerator 

Linear 
Accelerator 

Manufacturer Varian Elekta 

Model number  Infinity 

Other method of identifying the equipment (e.g., Room #, Serial Number, VIN #)   

Is the equipment mobile or fixed? Fixed Fixed 

Date of acquisition 2006  

Was the existing equipment new or used when acquired? / Is the replacement equipment new or used? Used New 

Total projected capital cost of the project <Attach a signed Projected Capital Cost form> NA $1,934,027.38 

Total cost of medical equipment  $1,520,000.00 

Location of the equipment <Attach a separate sheet for mobile equipment if necessary> Smithfield, NC Smithfield, NC 

Document that the existing equipment is currently in use  NA 

Will the replacement equipment result in any increase in the average charge per procedure? NA No 

If so, provide the increase as a percent of the current average charge per procedure NA N/A 

Will the replacement equipment result in any increase in the average operating expense per procedure? NA Yes 

If so, provide the increase as a percent of the current average operating expense per procedure NA 2.25% 

Type of procedures performed on the existing equipment <Attach a separate sheet if necessary>  NA 

Type of procedures the replacement equipment will perform <Attach a separate sheet if necessary> NA 

Radiation 
Therapy for the 

treatment of 
cancer 



From: Runyon, Elizabeth
To: Meymandi, Kimberly; Waller, Martha K
Cc: Delong, Natasha
Subject: [External] SRO Replacement Equipment Exemption
Date: Wednesday, September 16, 2020 12:19:49 PM
Attachments: 2020.9.16 SRO Linac Replacement Exemption.pdf

Exhibit B - Vendor Quote.pdf
Exhibit C - Capital Cost Form.pdf
Exhibit A - Declaratory Ruling.pdf
Exhibit D - Equipment Comparison Form.pdf

CAUTION: External email. Do not click links or open attachments unless you verify. Send all suspicious email as an
attachment to report.spam@nc.gov

Kim and Martha,
Please find attached a Replacement Equipment Exemption for a linear acceleratory on behalf of
Smithfield Radiation Oncology (SRO), and supporting Exhibits A-D. 
Please let me know if you have any questions, and hope you are doing well.
 
Thanks,
Elizabeth
 
Elizabeth Frock Runyon
System Director of Regulatory Affairs and Special Counsel
UNC Health
211 Friday Center Drive, Chapel Hill, NC  27517
p (984) 215-3622
elizabeth.runyon@unchealth.unc.edu
 

----- Confidentiality Notice -----
The information contained in (or attached to) this electronic message may be legally privileged and/or confidential
information. If you have received this communication in error, please notify the sender immediately and delete the
message.
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September 16, 2020 


Ms. Martha Frisone, Chief 
Kim Meymandi, Project Analyst 
Healthcare Planning and Certificate of Need Section 
Division of Health Service Regulation 
NC Department of Health and Human Services 
2704 Mail Service Center 
Raleigh, North Carolina 27699-2704 
 


Re: SRO Request for Exemption for Replacement Equipment / Johnston County 


Dear Ms. Frisone and Ms. Meymandi, 


Smithfield Radiation Oncology (“SRO”) intends to acquire a replacement linear accelerator, and 
requests written confirmation that the acquisition of such replacement equipment is exempt from certificate of 
need (“CON”) review pursuant to NCGS 131E-184 (a)(7) and the regulations set out in 10A NCAC 14C.0303. 
As documented in a Declaratory Ruling entered December 21, 2007, “SRO provides linear accelerator and 
radiation therapy services.  Under prior law, because of provisions in effect at the time, it was not subject to 
CON review either as an oncology treatment center or in connection with its acquisition of a linear accelerator.”  
See Exhibit A.  Thus, acquisition of the existing linear accelerator owned by SRO did not require CON approval 
and the linear accelerator is grandfathered.     


As described herein, the linear accelerator currently in use by SRO will be replaced with the new linear 
accelerator which is “comparable medical equipment,” as that term is defined by 10A NCAC 14C.0303.  It is 
SRO’s belief and understanding that even after the equipment is replaced as described herein, the linear 
accelerator owned and operated by SRO will be grandfathered. 


Exemption from Review 


Pursuant to NCGS 131E-184(a)(7): “The department shall exempt from certificate of need review a 
new institutional health service if it received prior written notice from the entity proposing the new institutional 
health service, when notice includes an explanation of why the new institutional health service is required for 
any of the following: … To provide replacement equipment.”  (emphasis added)  The acquisition of an 
additional linear accelerator is a new institutional health service pursuant to NCGS 131E-176(16)(f1)(5a), but 
the acquisition of a linear accelerator that is replacement equipment is exempt from review as described herein. 


“Replacement equipment” is defined by NCGS 131E-176(22a) as equipment that costs less than 
$2,000,000 and is purchased for the sole purpose of replacing comparable medical equipment currently in use 
which will be sold or otherwise disposed of when replaced. 


“Comparable medical equipment” is defined by 10A NCAC 14C.0303 as equipment that “is functionally 
similar and which is used for the same diagnostic or treatment purposes.” Replacement equipment is 
comparable if: 


1. It has the same technology as the equipment currently in use, although it may possess expanded 
capabilities due to technological improvements; and  


2. It is functionally similar and is used for the same diagnostic or treatment purposes as the equipment 
currently in use and is not used to provide a new health service; and  


3. The acquisition of the equipment does 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 







Replacement equipment is not comparable to the equipment being replaced if the replacement equipment is 
capable of performing procedures that could result in the provision of a new health service or type of 
procedure that has not been provided with the existing equipment. 


Compliance 


The acquisition of the replacement linear accelerator by SRO is exempt from CON review because:  


 The estimated project costs for the replacement linear accelerator are less than $2,000,000.  See 
Exhibit B for the vendor quote for the linear accelerator, showing equipment costs of approximately                  
$ 1,520,000.00, and Exhibit C for the project cost certification, reflecting total estimated costs of 
$1,934,027.38. 
 


 The replacement equipment will be purchased for the sole purpose of replacing comparable 
equipment currently in use, which will be traded in for disposal and removed from North Carolina. A 
comparison of the existing and replacement equipment is provided in Exhibit D. 
 


 The replacement equipment is functionally similar to the existing equipment and will be used to 
provide the same type of radiation oncology treatment as the equipment currently in use.  Although 
it may have expanded capabilities due to technological advances, the replacement linear accelerator 
uses the same technology as SRO’s existing linear accelerator.  
 


 The acquisition of the replacement 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.  See Exhibit D. 


SRO requests that the Agency confirm in writing that its acquisition of the replacement linear 
accelerator, as described herein, does not constitute a new institutional health service and is exempt from 
certificate of need review.  Please don’t hesitate to contact me at elizabeth.runyon@unchealth.unc.edu if you 
require further information or have any questions regarding this correspondence. 


Sincerely, 


 


Elizabeth Runyon 
System Director of Regulatory Affairs and Special Counsel 
UNC Health 
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Date of Last Revision: 5.17.19 


Projected Capital Cost Form 


Building Purchase Price  


Purchase Price of Land  


Closing Costs  


Site Preparation  


Construction/Renovation Contract(s) $317,000.00 


Landscaping  


Architect / Engineering Fees  


Medical Equipment $1,520,000.00 


Non-Medical Equipment $97,027.38 


Furniture  


Consultant Fees (specify)  


Financing Costs  


Interest during Construction  


Other (specify)  


Total Capital Cost $1,934,027.38 


 


 


CERTIFICATION BY A LICENSED ARCHITECT OR ENGINEER 


 


I certify that, to the best of my knowledge, the projected capital cost for the proposed project is 


complete and correct. 
 


 


________________________________________________ Date Signed: _____________ 


Signature of Licensed Architect or Engineer 


 


 


CERTIFICATION BY AN OFFICER OR AGENT FOR THE PROPONENT 


 


I certify that, to the best of my knowledge, the projected total capital cost for the proposed project 


is complete and correct and that it is our intent to carry out the proposed project as described. 
 


 


________________________________________________ Date Signed: _____________ 


Signature of Officer/Agent 
 


 


________________________________________________ 


Title of Officer/Agent 


9/2/2020


NC #13331





























Smithfield Radiation Oncology -  Smithfield Linac Replacement 
EQUIPMENT COMPARISON 


 


 
EXISTING 


EQUIPMENT 
REPLACEMENT 


EQUIPMENT 


Type 
(e.g., Cardiac Catheterization, Gamma Knife®, Heart-lung bypass machine, Linear Accelerator, Lithotriptor, 
MRI, PET, Simulator, CT Scanner, Other Major Medical Equipment) 


Linear 
Accelerator 


Linear 
Accelerator 


Manufacturer Varian Elekta 


Model number  Infinity 


Other method of identifying the equipment (e.g., Room #, Serial Number, VIN #)   


Is the equipment mobile or fixed? Fixed Fixed 


Date of acquisition 2006  


Was the existing equipment new or used when acquired? / Is the replacement equipment new or used? Used New 


Total projected capital cost of the project <Attach a signed Projected Capital Cost form> NA $1,934,027.38 


Total cost of medical equipment  $1,520,000.00 


Location of the equipment <Attach a separate sheet for mobile equipment if necessary> Smithfield, NC Smithfield, NC 


Document that the existing equipment is currently in use  NA 


Will the replacement equipment result in any increase in the average charge per procedure? NA No 


If so, provide the increase as a percent of the current average charge per procedure NA N/A 


Will the replacement equipment result in any increase in the average operating expense per procedure? NA Yes 


If so, provide the increase as a percent of the current average operating expense per procedure NA 2.25% 


Type of procedures performed on the existing equipment <Attach a separate sheet if necessary>  NA 


Type of procedures the replacement equipment will perform <Attach a separate sheet if necessary> NA 


Radiation 
Therapy for the 


treatment of 
cancer 







 








