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July 1, 2013 
Novant Health, Inc. and Novant Health Kernersville Medical Center  

Comments Regarding the May 15, 2013 
PET/CT Scanner CON Application (CON Project I.D. # G-10133-13) 

Of North Carolina Baptist Hospital, Winston-Salem, NC 
Pursuant to a Need Determination in the  

2013 SMFP for One New Fixed PET/CT Scanner in Health Service Area II 
 
Introduction  
 
Two CON Applications were filed on May 15, 2013 seeking the state’s approval for a new fixed 
PET/CT Scanner based on a Need Determination in the 2013 SMFP in Table 9N. One of those 
CON Applications was filed by North Carolina Baptist Hospital (“NCBH”)  seeking the state’s 
approval to use an existing research-only PET/CT scanner, which NCBH identifies as utilized at 
only 25% of capacity.1 This research-only PET/CT scanner was obtained via a statutory 
exemption in the CON law at North Carolina General Statutes Section 131E-179, “Research 
Activities.”  In part, the statute provides that in exchange for a provider purchasing an asset, that 
might otherwise require a CON Application filing, a provider my acquire such asset via a CON 
Exemption process, so long as the provider “does not charge patients for the use of the service 
for which an exemption has been granted.”2  So essentially in this project, NCBH is seeking the 
state’s CON approval so that it can also use 75% of the capacity of this research-only PET/CT 
scanner to perform clinical PET/CT studies for paying patients. 
 
Moreover, during summer 2012, NCBH filed a letter asking the SHCC to zero out the need for 
the new PET/CT scanner in HSA II that was identified in Chapter 9 of the draft 2013 SMFP. 
NCBH’s request was an indication that it did not believe it had a need for another fixed PET/CT 
scanner or more PET/CT scanner clinical capacity. The NCBH petition was denied by the SHCC 
Medical Equipment and Technology Committee and by the full SHCC at its fall 2012 meeting.  
Thus, the need determination for a new PET/CT scanner for HSA II remained in the 2013 SMFP. 
 
NCBH Currently Has Sufficient Operational PET/CT Scanner Capacity On Its Campus 
 
NCBH and Wake Forest Baptist Health currently own and operate three fixed PET/CT scanners 
on their campus.3 
 

1. NCBH’s GE “clinical” PET/CT Scanner located on the Main Floor in Reynolds Tower 
on the NCBH campus, operating 7 am – 5 pm, Monday-Friday. This scanner was 
approved by the CON Agency in July 2003. 

 
2. The Radiation Oncology Department’s SMFP Policy AC-3 PET/CT Scanner (GE) 

located on the first floor or the NCBH Comprehensive Cancer Center, Radiation 
Oncology Department. The AC-3 PET/CT scanner is used by the Radiation Oncology 

                                                 
1NCBH 5/15/2013 PET/CT scanner CON Application at page 15.  
2 N.C. Gen. Stat. § 131E-179 is found at page 439 of the 2013 SMFP. 
3 NCBH 5/15/2013 PET/CT Scanner CON Application at page 12. CON for this NCBH Clinical PET/CT scanner is 
in Exhibit D . 
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Department to perform radiation treatment planning simulations for Cancer Center 
patients.4  During early 2010, NCBH obtained a Declaratory Ruling Decision from the 
Director of North Carolina Division of Health Service Regulation to permit the temporary 
use of this AC-3 PET/CT scanner to perform clinical PET scans for a period of about 6 
weeks, while the existing NCBH clinical PET/CT scanner was being replaced and 
relocated on campus from the PET Center to the Reynolds Tower. See Exhibit A  for a 
copy of the DRR request and decision. Thus, the AC-3 PET/CT scanner is clearly capable 
of performing clinical PET/CT studies, as well. 

 
3. Wake Forest Baptist Health’s Research-Only GE PET/CT scanner located on the 

Ground Floor of the MRI building on the NCBH campus, with hours of operation 8 a.m. 
– 5 p.m., Monday-Friday.  See Exhibit E for a copy of the January 2004 Research 
Exemption Request pursuant to N.C. Gen. Stat. § Section 131E-179 for a Positron 
Emission Mammography Flex scanner and the CON Agency’s decision. 

 
There are very few hospitals in North Carolina today that own and operate three fixed PET/CT 
scanners. Duke owns and operates 3 fixed PET/CT scanners (1 Research Scanner; 1 AC-3 
Scanner; and 1 Clinical Scanner) as reported on its 2013 HLRA at page 14. Duke does report on 
its HLRA, volumes for the PET studies performed on its AC-3 PET/CT scanner.  UNC Hospitals 
reports on its 2013 HLRA reports two PET/CT scanners (1 AC-3 PET/CT scanner and 1 clinical 
PET/CT scanner). UNC-Hospitals does report on its HLRA volumes for the PET studies 
performed on its AC-3 PET/CT scanner.  Vidant Medical Center/Pitt Memorial reports one 
clinical PET scanner and its volumes on the 2013 HLRA. Only Academic Medical Centers, such 
as NCBH, Duke, UNC-Hospitals, and Vidant Medical Center quality to use SMFP Policy AC-3 
to obtain PET/CT scanner outside the SMFP PET/CT scanner need determinations. 
 
Curiously, since 2009, NCBH has not reported its inventory of one AC-3 PET/CT scanner on its 
annual Hospital Licensure Renewal Application (“HLRA”), although page 14 of the state’s 
HLRA contains a line item where the AC-3 PET/CT scanner inventory and annual PET/CT scans 
are to be reported. Likewise, NCBH has not reported the annual PET scan volumes performed on 
the AC-3 PET/CT scanner on the state’s annual HLRA form for the past several years.5  There is 
clearly a place on the HLRA to report that information to the state. As noted in its pending CON 
Application, NCBH owns and operates an AC-3 PET/CT scanner, for which a CON was issued 
nine years ago in July 2004. In the NCBH 2008 HLRA, it reported 98 PET/CT scans performed 
during FFY 2007 on the AC-3 PET/CT scanner.  The NCBH 2007 HLRA reported 48 PET/CT 
scans performed during FFY 2006 on the AC-3 PET/CT scanner. More current information is 
not available, as it has not been publicly reported by NCBH. See documentation included in 
Exhibit C .  

                                                 
4 See page 3 of the NCBH AC-3PET/CT and MRI Scanners CON Application filed 5/15/2003 (CON Project I.D. # 
G-6816-03).  The CON for this AC-3 PET/CT scanner was issued by the Agency on 7/8/2004.  A copy of the 
Certificate of Need for the NCBH AC-3 PET/CT scanner is found in Exhibit B.  
5See page 14 of the NCBH 2013 Annual Hospital Licensure Renewal Application in Exhibit C .  The AC-3PET/CT 
scanner and its annual volumes were not reported on the NCBH annual HLRAs for 2013, 2012, 2011, 2010, and 
2009.  These NCBH HLRA pages for PET/CT Scanner reporting, including AC-3 PET/CT scanners, are also found 
in Exhibit C . 
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NCBH’s Utilization Projections are Flawed and Non-Conforming with Criterion (3)  
 
NCBH currently operates three PET/CT scanners on its campus in Winston-Salem.   For the 
proposed project, NCBH intends to expand the use of an exempt research-only PET/CT scanner 
to include clinical PET/CT scans.  NCBH indicates the need for this conversion is based on 
numerous factors including population growth, cancer incidence rates in the service area, impact 
of Amyvid Imaging for Alzheimer’s patients, the impact of the Affordable Care Act and the 
Advisory Board PET growth projections.   
 
Non-Cancer Cases Requiring PET/CT Scans 
 
In Step 3 of NCBH’s methodology, NCBH fails to adequately explain why it chose to increase 
its non-cancer cases by 10% annually, in both Tables 10 and 11.  See the 10% growth rates for 
Project Years 1-2-3 on pages 54-55 of the NCHB application.  These growth rates are 
unsupported and unreasonable.   An applicant is required to document all the assumptions in its 
methodology and NCBH has failed to do so. 
 
Market Share Percentages 
 
It appears that NCBH has miscalculated its market share percentages in comparison to its actual 
experience reported in its most recent 2013 HLRA.   On page 14 of the NCBH application, it 
reports the projected number of NCBH PET patients using a “constant 3 year average market 
share”.   However, a review of the PET patient origin from NCBH’s 2013 HLRA indicates 
NCBH is projecting significant increases in a number of counties in the proposed service area.   
See the following chart for a comparison: 
 
County 2013 HLRA ; page 

28 – FFY 10/1/11-
9/30/12 Data – PET 

Patients 

Table 14 – 
Projected NCBH 
PET Patients for 
2014; Application 

page 58 

% Change from 
FFY 2011-12 to 

2014 

Alleghany 31 44 41.9% 
Ashe 24 88 266.7% 
Burke 54 143 164.8% 
Caldwell 35 69 97.1% 
Davidson 204 261 27.9% 
Forsyth 460 490 6.52% 
Guilford 141 222 57.4% 
Randolph 68 136 100.0% 
Rowan 41 140 241.4% 
Surry 131 206 57.3% 
Watauga 31 133 329.0% 
Wilkes 86 170 97.7% 
 
NCBH fails to provide any explanation as to why its market share would increase at such 
exorbitant rates in roughly a two-year time frame during the interim period (during which the 
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project would not be implemented). Of the 12 counties listed in the table above, 9 show market 
share increases of 50% or more and 5 of 12 counties show market share increases of 100% or 
more.  NCBH’s market share calculations for its proposed project are unreasonably high and are 
unsupported by its actual operating experience as reported in its 2013 HLRA.   Based on this 
finding, the remaining projections offered by NCBH are unreliable, unreasonable, and 
unsupported. Thus, the application must be found non-conforming with Criterion 3.     
 
Alzheimer’s Research and PET Scans 
 
NCBH relies heavily on its participation in the Alzheimer’s Disease Cooperative Study (ACDS) 
in its discussion of need for the proposed PET/CT scanner conversion.   In fact, without the 
additional Alzheimer’s research scans, the project would fall short of the required 2,080 
procedures in Year 3 of operation.  See Step 86, Table 20, page 62 of NCBH CON application.  
Moreover, on page 60 of the application NCBH also notes that “Amyvid is expected to receive 
CMS approval by FY 2015;” however if this approval is not obtained by that date this will 
jeopardize the validity and timing of the Amyvid/Amyloid PET scans for Alzheimer’s patients, 
on which NCBH depends to achieve the required number of PET/CT scans by the end of PY 3. 
 
The projections related to the Alzheimer’s research scans fail to connect with the narrative 
discussion offered by NCBH.   For example, the application on page 60 states “research scans 
are expected to increase by 20% per year in preparation for the development of an Alzheimer’s 
Institute and based on current research grants at NCBH”.   If that is so, then there is no reason to 
convert the research-exempted scanner to a clinical scanner.  NCBH further states that currently 
10 clinical Amyvid PET scans and 30 research Amyvid PET scans are performed.   NCBH 
estimates that 100 Alzheimer patients would be treated in this program in 2014 (Table 18, 
Application page 61) although there is no definite or clear explanation on how that number was 
derived.  Furthermore, despite indicating previously that research scans are expected to increase 
by 20%, NCBH projects a 300% increase in the number of Alzheimer patients (from 25 to 100 
patients) and a 300% increase in scan volume (from 25 to 100 PET scans) beginning in 2014 and 
continuing through 2016.  Again, if research is projected to be robust, then the scanner should 
remain as a research scanner and not be converted to a clinical scanner. 
 
It is also unclear how the research Alzheimer’s Amyvid PET studies will be reimbursed on the 
converted PET/CT scanner.    
 
The NCBH CON Application Fails to Discuss the Reduction of the Research PET/CT Scan 
Program Resulting in a Non-Conformity with Criterio n (3a) 
 
Dual Use of the Proposed PET/CT Scanner for Both Research & Clinical PET Studies is Not 
Reasonable 
 
N.C. Gen. Statutes §131E-183(a)(3a) contains the requirement that the applicant must provide 
information for the Agency to assess the impact of a reduction in an existing : 

                                                 
6At pages 60 through 62 of the application, the numbering of the “Steps” in the PET need method are mis-labeled 
Step 7 is referenced twice, first on page 59 and then again on page 60. So Step 7 on page 60 is probably supposed to 
be Step 8 and Step 8 on page 62 should probably be numbered as Step 9. 
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“in the case of a reduction or elimination of a service…the applicant shall demonstrate that the 
needs of the population presently served will be adequately by the proposed relocation or by 
alternative arrangements and the effect of the reduction, elimination or relocation of the service 
on the ability of low income persons, racial and ethnic minorities, women, and handicapped 
persons and other underserved groups and the elderly to obtain needed health care.”  
 
As described in the NCBH Research PET/CT Scanner CON Exemption filing, included as 
Exhibit E , the NCBH Research PET Scanner was originally obtained to “to evaluate Positron 
Emission Mammography (“PEM”) technology through an agreement with Navigan PET 
Systems.”7 In its June 2004 CON Research Exemption Request NCBH also agreed not to charge 
patients for the research PEM scans, as required by N.C. Gen. Statute §131E-179.  The 2004 
Research PET scanner was replaced within the past two years by another PET/CT scanner that is 
described on page 16 of the NCBH application as “a GE Discovery VCT PET/CT scanner with 
large open 60cm bore with 2-D and 3-D imaging capabilities and a 64-slice CT.”   
 
Since NCBH obtained this research-only PET/CT scanner under the CON Law’s “Research 
Exemption” at N.C. Gen. Stat. § 131E-179, it took on an obligation to make this PET/CT scanner 
available for research use.   NCBH has a duty to materially comply with the representations it 
made to the CON Section when it made the request for the research exemption. NCBH does not 
explain what happened to the Positron Emission Mammography scans that were initially 
performed on the Research PET/CT scanner and whether they can be performed on the GE 
Discovery VCT PET/CT scanner.    
 
In addition, in its pending application, NCBH states that it intends to continue to perform 
research PET/CT scans, as well as the proposed new clinical PET/CT scans. NCBH has failed to 
answer the question of where the research PET/CT scans would be performed in the future if the 
demand for research PET/CT scans expands due future grant monies or other funding.   At 
various places in its application (pages 60-63)8, NCBH suggests that research PET studies will 
expand over time.  If that is the case, will clinical patients be bumped in favor of research 
studies?  This is a serious issue as NCBH is, first and foremost, a research institution.  Yet 
NCBH does not explain in the application what it will do, if for example, it were to be awarded a 
grant that would cause the number of research scans to rise. 
 
NCBH also does not explain how the logistics of research and clinical needs will be balanced on 
this scanner.  For instance, when will the research scans be scheduled?  How will the scheduling 
of PET patients be managed for the cancer patients needing clinical PET/CT scans and the 
research patients needing Amyvid/Amyloid scans described on pages 60-63 of the NCBH 
application? It is not clear whether access to the PET/CT scanner for these patient types must be 
segregated into separate blocks of time on different days or can be performed on the same day.  
NCBH does not explain how this will be handled.  Nor does NCBH explain what steps it will 
take to ensure that the scanner and its associated space will be operated to accommodate the 

                                                 
7 See Lynn Pittman’s Jan. 16, 2004 letter included in Exhibit E . 
8These pages discuss clinical and research Amyvid/Amyloid PET/CT scans for Alzheimer’s patients at the NCBH 
Alzheimer’s Institute.  
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multiple types of PET/CT scan patients it proposes to serve on the dual use clinical/research 
PET/CT scanner.. 
 
The absence of information in NCBH’s application to explain both the potential reduction in 
research PET/CT scans on the proposed dual use clinical/research PET/CT scanner and the 
impact on the population to be served, including continued access for medically underserved 
persons, creates a non-conformity with Criterion (3a) for the proposed NCBH dual use 
clinical/research scanner. 
 
The NCBH Timelines for Project Years 1-2-3 and the Capital Cost for the Project Includes 
Errors and Other Inconsistencies Which Indicate Non-Conformity with Criterion (5)  
 
 CON Application Section VIII Total Capital Cost Sheet Contains Math Errors & Other 
Mistakes 
 
When filing a CON Application for review by the CON Section, the applicant is seeking review 
for the service, facility or equipment identified in its application and the associated capital cost to 
implement the project.  It is essential for these costs to be stated accurately, as the CON Law is 
primarily a cost control statute.  See N.C. Gen. Stat. § 131E-175 (findings of fact for CON Law). 
 
In Section VIII of the NCBH PET CON Application, the Projected Capital Cost page contains 
significant math errors. 

 
 

CON App Section VIII 
Capital Cost 
Components  

NCBH CON App 
Section VIII  

Dollar Amounts 

Math Errors 

Row 7- Site Costs N/A  
Row 11-Subtotal 
Construction Contract 

$0  

Row 13-Eqiupment Cost $1,565,505.62  
Row 17-Consultant 
Fees/Other-CON Agency 

$50,000  

Row 17-SubTotal 
Consultant’s Fees 

$20,000 
 

$20,000 should be 
$50,000 
(understated $30,000) 

Row 21-SubTotal 
Miscellaneous 

$1,585,505.62 $1,585,505.62 should be 
$1,615,505.62* 
=($30,000 + 
$1,585,505.62) 

Row D- Total Capital Cost 
of Project 

$1,585,505.62 Total Capital Cost 
understated by $30,000 

 
The Agency cannot determine the amount of capital for which NCBH is seeking approval. The 
applicant is “required to furnish only that information necessary to determine whether the new 
institutional health service is consistent with review criteria implemented under G.S. 131E-183 
and with duly adopted standards, plans, and criteria.”  See N.C. Gen. Stat. § 131E-182(b). Due to 
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the mathematically incorrect and understated NCBH capital cost, the applicant has failed to 
supply necessary information to the CON Section to allow the Agency to determine consistency 
with Criterion (5). 
 
In addition, these math errors in the total capital cost also impact the amount of the depreciation 
expense used in the applicant’s CON ProForma financial projections, Form C, “Statement of 
Revenues & Expenses for Each Service Component.”  The above error would result in the 
depreciation expense being understated in Form C, which could negatively impact the financial 
feasibility of the project.9 
 
The Equipment Cost for the Proposed PET/CT Scanner is Understated and Out of Date 
 
NCBH uses the GE Healthcare Asset Purchase Amount of $1,565,505.62 (NCBH Exhibit #27), 
for the buyout of the existing leased research only-PET/CT scanner as the capital cost for the 
Equipment on the CON Application Capital Cost page in CON Application Section VIII, page 
106.  The equipment cost is the single largest dollar item comprising the capital cost for the 
proposed project.  NCBH refers to Exhibit 27 as the source for the equipment cost.  However, 
the documentation in NCBH CON Application Exhibit 27 is flawed: 
 

• First, the GE Vendor quote amount became invalid after July 20, 2012 as stated on the 
face of the quote. The quote for this the proposed PET/CT scanner is expired; 

 
• Second, the Acceptance/Acknowledgement line on the GI Healthcare Vendor Quote was 

not signed by a representative of NCBH before the quote expired last year; and 
 

• Third, to capture the full capital cost of the equipment the applicant should have included 
not only the buyout amount of $1.565 Million, but also the lease payments to GE for the 
first two years of operation10 of the research only-PET/CT scanner. This is the only way 
to reflect the full capital cost of the PET/CT scanner to which NCBH seeks to layer 
clinical scans on top of the existing research scans. The capital cost of the equipment is 
materially understated by an amount that is unknown to the CON Agency. 

 
Thus, the capital cost for the PET/CT scanner project proposed by NCBH is either unknown, 
incorrect, or materially understated.  The flawed capital cost amount would also negatively 
impact the NCBH CON Application Pro Forma Financial Projections. At the very least the 
depreciation expense in the projected income statements (Forms B and C), is understated.  This 
impacts the Agency’s ability to determine the financial feasibility of this project pursuant to 
CON Statutory Review Criterion (5).  
 

                                                 
9In addition, understatement of the capital costs leads to understatement of the required CON filing fee pursuant to 
N.C. Gen. Stat. § 131E-182(c).  In this case, the amount of understatement is approximately $90.   On this basis, the 
CON Section could legitimately refuse to review the application because the correct filing fee is supposed to be paid 
before the review starts; otherwise, the application is not deemed complete for review.   The review of NCBH's 
application started on June 1, 2013. 
10In its pending CON application, the applicant states that the research-only PET/CT scanner is two years old.  
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Total Costs of the Project May be Understated 
 
Throughout NCBH’s CON Application the applicant seems to suggest that no renovation or 
construction, no equipment relocation, and no other expenditures other than the buy-out of the 
lease for the existing research-only PET/CT scanner will be required to expand the use of the 
research-only PET/CT scanner on the ground floor of the MRI building to include clinical PET 
studies.  For example the application states: 
 

• No capital cost is required for construction or renovation of the space, to accommodate 
the existing research PET/CT scans and the addition of 1,99911 to 2,091 new clinical 
PET/CT scans annually 

• See the applicant’s responses in CON Application Section VIII (application page 105) 
with $0 projected for construction, expansion, or renovation of the existing PET scanner 
space 

• No start-up costs are included in CON Application Section IX (application page 111) for 
the conversion of the under-utilized research-only PET/CT scanner to the proposed well-
utilized dual use research and clinical PET/CT scanner 

• The applicant does not provide a certified estimate of any construction cost by a licensed 
North Carolina architect or engineer as requested in CON Application Section XI, 
Question 5(a) (application page 120); the applicant points to Exhibit 27 in its response 
and Exhibit 27 is a GE Equipment Vendor Asset Purchase proposal for the PET Scanner, 
which expired in July 2012.  

 
The applicant should have included a certified architect’s letter confirming that no renovation or 
construction was required for the existing PET/CT scanner space to accommodate over 2,000 
new clinical PET/CT scans per year in a space where today this research only PET/CT scanner is 
utilized at only 25%12, which may amount to no more a few hundred PET/CT scans per year. 
The NCBH Application does not include any specific information about the number of annual 
research scans performed on the existing research only PET/CT scanner and is not required to 
report that information on the its annual HLRA.  
 
The applicant has failed to address the question whether this research scanner and the support 
space on the ground floor of the MRI building have sufficient capacity for elements of an 
efficient and effective dual use clinical and research PET/CT program. The support elements not 
discussed in the NCBH CON Application include the hot lab, the patient dressing rooms and 
toilets, patient prep room for the injection & uptake for the radioactive agent, parking spaces, 
PET check-in area and waiting room, etc. Many of these components are not included on the line 
drawing supplied by NCBH in Exhibit 28 or are so small that they are not readable. The 
applicant fails to include square footage information in CON Application Section XI for the 
existing research only PET/CT scanner in the MRI Building, Ground Floor. CON Application 
Section XI does include square footage information for the NCBH AC-3 PET/CT Scanner in the 
Cancer Center/Radiation Oncology Department and for the existing clinical use PET/CT scanner 
                                                 
11Calculation:  3,993 annual PET scans in PY1 for 2 PET scanners = 1, 999 scans per scanner; 4,182 annual PET 
scans for PY3 for 2 PET scanners = 2,091 scans per scanner.  See date in Table 20 of the NCHB Application at page 
62. 
12 See NCBH CON Application at page 15.  
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in the NCBH Reynolds Tower. However, the applicant fails to provide necessary square footage 
information about the research-only PET/CT scanner space which is the subject of their 
application.  
 
And if it is truly the case that there is no construction associated with this project, then it makes 
no sense that it would take two to four years to implement the project. 
 
The Applicant’s PET/CT Scan Utilization Projections13, Financial Projections14, and CON 
Application Section XII Actual Proposed Schedule15 Have Inconsistent Timelines 
 
In the applicant’s PET/CT Scan utilization projections found in CON Applications Sections III 
and IV (at pages 48-62 and 81-82), NCBH identifies the start of Project Year 1 as 7/1/15. So 
presumably for Sections III & IV, NCBH intends that PY 1 = 7/1/15-6/30/16 and PY 3 = 7/1/17 
– 6/30/18. In the CON ProForma financial projections, NCBH also uses the start of PY1 as 
7/1/2015.  However in CON Application Section XII (page 124), NCBH identifies the start of 
Project Year 1 as 7/1/2017, which is two years later than the start of PY 1 as noted in CON App 
Sections III & IV and the ProFormas (7/1/2015). 
 
Thus, if the 7/1/2017 is assumed to be the correct start date, NCBH has failed to project the 
financial feasibility of the project out for three years from the 7/1/2017 start date. With a 
7/1/2017 start date, Project Year 3 would be defined as 7/1/2019- 6/30/2020. The 7/1/2017 start 
date would require that both PET scan utilization projections and PET scan financial projections 
be projected through 6/30/2020. NCBH has not demonstrated the financial feasibility of the 
project and is non-conforming with Criterion (5), as the NCBH Pro Forma financial projections 
end on 6/30/2018.  Also, NCBH has not demonstrated the need for the project, as 2 years of PET 
scan volume projections are missing for years 7/1/18-6/30/16 and 7/1/19-6/30/20, resulting in a 
non-conformity with Criterion (3). 
 
Moreover, the CON Section must question why this scanner, which is already in place at NCBH, 
would need two to four years' lead time to become operational as a clinical PET scanner.   
NCBH offers no explanations for this. 
 
NCBH’s PET/CT Scan Application is Non-Conforming with Provisions of the CON 
Criteria and Standards for Positron Emission Tomography Scanner  
 
Performance Standards & PET/CT Scan Utilization Projections and Assumptions 
 
As discussed above in the Comments pertaining to Criterion (3), the NCBH PET/CT scan 
utilization projections are unsupported, unreasonable, and unreliable. Thus, the application is 
non-conforming with 10A NCAC 14C.3702(b)(1), 10A NCAC 14C.3703((a)(1) & (3), and 10A 
NCAC 14C.(b). 
 

                                                 
13 NCBH PET/CT Scanner CON Application, Sections III & IV. 
14 NCBH PET/CT Scanner CON Application ProForma Financial Projections 
15 NCBH PET/CT Scanner CON Application Section XII, at pages 123-124. 
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Proposed PET/CT Scanner Required to Operate 60 Hours Per Week 
 
The state’s PET/CT Scanner regulations at 10A NCAC 14C.3702(3)(b)(3)(B) require that the 
applicant for a fixed PET/CT scanner: 
 
“Document that the facility will:  provide scheduled hours of operation for the PET/CT scanner 
of a minimum of 60 hours per week, except for mobile scanners.” 
 
NCBH addresses this requirement in an inconsistent manner at two different places in its 
Application. On Application Page 28, NCBH provides the operational hours for its existing 
clinical PET/CT scanner (located in Reynolds Tower), which is not the subject of this 
application.  In addition, the scheduled hours of operation for this exiting clinical PET/CT 
scanner are reported by the applicant to be 10 hours per day or 50 hours per week (which is less 
than the required 60 hours per week),  “with flexibility for evening, weekend, and emergency 
cases, which equates to approximately 60 hours per week of actual operating time. The above 
regulatory provision states that 60 hours per week is the minimum. Thus, one can infer that there 
is some opportunity to expand the capacity of this NCBH existing clinical PET/CT scanner by 
expanding scheduled hours of operation. Also on page 28, the applicant states that as volumes 
ramp up and the second scanner comes on line, the hours will increase to 7am – 7 pm. However 
it is not clear whether the applicant is stating that the PET/CT scanner that is the subject of this 
CON Application will operate 60 hours per week or that one of the two NCBH PET/CT scanners 
will operate 60 hours per week. 
 
On page 102 of the NCBH application, the applicant states: 
 
“PET/CT Services are available from 7am to 7pm. On call and emergencies are available 24 
hours per day, 7 days per week for PET/CT services.” 
 
Again, it is unclear from this narrative whether the applicant is saying that in the future both 
PET/CT scanners will operate the minimum 60 hours per week or one of the other of these 
clinical PET/CT scanners will operate 60 hours per week.   
 
The CON PET/CT regulation provision requires that the applicant clearly indicate that the 
PET/CT scanner that is the subject of the pending application “will provide scheduled hours of 
operation…of a minimum of 60 hours per week.”  The applicant has failed to clearly state 
whether it will meet this minimum number of hours per week for the PET/CT scanner that it 
proposes to use for both clinical and research patients. 
 
Other Issues with the NCBH PET/CT Scanner CON Application 
 
NCBH Declines to Respond to Two CON Application Questions Deeming Them Not 
Applicable to the Review of This Project 
 
On pages 78-79 of the Application, NCBH declines to respond to CON Application Questions 
III.6(a) and III.6(b). These two questions pertain to: (1) identification of all providers in HSA II 
who provide PET Scans and providing the most recent historical PET/Scan annual utilization, 

Deleted: Since NCBH obtained this 
research only PET/CT scanner under the 
CON law’s “Research Exemption” at 
NCGS Section 131E-179, they took on an 
obligation to make this PET/CT scanner 
available for research use. In addition, in 
their pending application, NCBH states 
that it intends to continue to perform 
research PET/CT scans, as well as the 
proposed new clinical PET/CT scans. 
NCBH has failed to answer the question 
of where the research PET/CT scans 
would be performed in the future if the 
demand for research PET/CT scans 
expands due future grant monies or other 
funding.
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which information is readily available in the 2013 hospital licensure renewal applications; and 
(2) documentation of the inability of existing providers to meet the need.  NCBH’s response to 
these two questions was:  
 
“This question is not applicable to the review of this project, pursuant to NC General Statute 
Section 131E-183(b).” 
 
That statutory provision states, in part: 
 
“The Department is authorized to adopt rules for the review of particular types of applications 
that will be used in addition to the criteria…in subsection (a)…and may vary according to the 
purpose for which the particular review is being conducted or the type of health service 
reviewed. No such  rule adopted by the Department shall require that an academic medical 
center teaching hospital, as defined by the SMFP, to demonstrate that any facility or service at 
another hospital is being appropriately utilized in order for that academic medical center 
teaching hospital to be approved for the issuance of a certificate of need to develop any similar 
facility or service.” 
 
The two questions that NCBH declined to answer are not a “rule” developed by the CON 
Section.  The application form is not a rule.   Rather the two questions are part of the state’s 
CON Application form for Acute Care Facilities and Medical Equipment project.  The responses 
to those questions are designed to provide the CON Section with necessary information16 to 
determine if the applicant has provided the Agency with sufficient information to assess if each 
applicant has demonstrated the need for the proposed medical equipment.  
 
Moreover, NCBH’s citation of N.C. Gen. Stat. § 131E-183(b) in the context is essentially 
irrelevant in the context of this review, as the need for one additional fixed PET/CT scanner in 
Health Service Area II has been established by the 2013 SMFP. The more relevant question is 
whether NCBH has demonstrated the need for the project proposed in its 5/15/2013 PET/CT 
scanner CON Application. 
 
Based on Several Comparative Factors the NCBH PET/CT Scanner is Not the Superior 
Project 
 
In competitive CON Application reviews such as the one for the HSA II Fixed PET/CT Scanner 
Need in the 2013 SMFP, the Agency often compares the competing applications on certain 
factors.   
 
Access To Medically Underserved Populations 
 
The access that each provider will provide to medically underserved populations is typically 
measured by the payor mix information (Medicare, Medicaid, and Charity Care) for the service 
under review, as provided by each applicant in CON Application Section VI, Question 15.  A 

                                                 
16See NCGS Section 131E-182(b). 
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comparison of the Novant Health Kernersville Medical Center (“NHKMC”) and NCBH 
Applications is in the table below. 

 
Projected PET/CT Scan Payor Mix  

Project Year 2 
 

Payor Category NCBH NHKMC Notes 
Charity Care 2.8% 3.69% NHKMC higher 

Medicare 57.9% 61.41% NHKMC higher 
Medicaid 12.9% 4.19% NCBH higher 

 
The data shows that in two of the three medically underserved categories, NHKMC proposes to 
provider a greater proportion of its PET/CT scans to Charity Care and Medicare patients. 
 
PET/CT Scan Charge Comparison 
 
Another factor the Agency often considers in a comparative analysis is cost effectiveness as 
measured by the charge for the service under review.  In the NCBH and NHKMC Applications, 
comparative charge information is found in each applicant’s CON Application ProForma Form 
D, Gross Patient Revenue Worksheet17.  See the table below for the comparison of the 
applications. 
 

Projected PET/CT Scan Charges 
Project Year 2 

 
Payor Category NCBH Avg 

Projected PET Scan 
Charge 

NHKMC Avg 
Projected PET Scan 

Charge 

Difference 

Self-Pay/Charity Care $7,922 $6,530.50 ($1,391.50)/-21% 
Medicare/Mcare Mged 

Care 
$8,374 $6,569.22 ($1,804.78)/-27% 

Medicaid $8,537 $6,569.00 ($1,986)/-30% 
Commercial Ins $7,965 $6,569.00 ($1,387)/-21% 
Managed Care $8,268 $6,551.99 ($1,716.01)/-26% 

Other $9,229 $6,569.00 ($2,660)/-40% 
 
In each payor category of PET/CT Scan charge comparison, NHKMC has significantly lower 
PET/CT scan charges than NCBH. NHKMC’s PET/CT scan charges are $1,300 to $2,660 less 
than NCBH’s PET/CT scan charges. Or stated another way, NHKMC’s PET/CT scan charges 
are 20% to 40% lower than NCBH’s charges.  This comparison also holds true whether the 
PET/CT scan charges are compared for Project Year 1, 2 or 3.   NHKMC is clearly the more 
cost-effective provider of PET/CT scans in this review. 
 

                                                 
17Form D is found at page 128 in the NHKMC application. 
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Demonstration of Need: Number of PET/CT Scans Performed During the Past 5 Years 
 
Both applicants18 have each operated a single fixed, non-research, non-Policy AC-3 PET/CT 
scanner over the past five years.  It is useful to compare the total cumulative number of PET/CT 
scans provided by each entity (FMC and NCBH) over that timeframe on their single respective 
operational clinical PET/CT scanners. 

FFY 2009-FFY 2012 
Total Number of PET Scans HSA II 

FMC & NCBH 
 

 FFY 2008 FFY 2009 FFY 2010 FFY 2011 FFY 2012 5-Year 
Total 

FMC 3,208 3,762 3,346 2,875 2,615 15,806 
FMC % 
of HSA II 

38% 38% 36% 33% 34% 36% 

NCBH 2,011 2,161 2,337 2,571 2,009 10,529 
NCBH % 
of HSA II 

24% 22% 25% 29% 26% 24% 

Total 
HSA II 

8,518 9,924 9,314 8,770 7,713 44,239 

 
During the most recent five years for which publicly-reported PET/CT scans are available, FMC 
(the parent of Novant Health KMC) has performed 5,277 more PET/CT scans than NCBH. In 
addition, of the total PET/CT scans performed at HSA II PET/CT scan programs, FMC has 
consistently performed a greater proportion of HSA II PET/CT scans than NCBH, by 36% of 
HSA II PET/CT scans for NHFMC to 24% for NCBH. This demonstrates a more efficient and 
effective utilization of PET/CT scanner operations by FMC than by NCBH. This is a relevant 
predictor that NHKMC will also be a more efficient and effective user of the new PET/CT 
scanner, since NHKMC operates under the existing acute care hospital license of NHFMC. The 
PET/CT scan program at NHKMC will be integrated with and coordinated with the PET/CT 
Program at NHFMC, including many of the same PET/CT Technologists in a rotation to cover 
both NHKMC and NHFMC and professional coverage provided by the same Nuclear Medicine 
radiologists at both the NHKMC and NHFMC PET program sites. 
 
Demonstration of Need:  Number of Radiation Therapy Cancer Program Treatments 
Delivered Over the Past 3 Years 
 
PET/CT scanners are an essential element of the type of full-service community hospital Cancer 
Center satellite program that NHKMC is preparing to offer on its campus.  Moreover, the same 
radiologists, oncologic surgeons, gynecologic oncologists, and hematologist oncologists who 
practice as part of the NHFMC Cancer Center program will be on site at NHKMC.  Some of the 
NHFMC cancer patient volume will shift to the NHKMC satellite cancer program when it opens 
during the next two-three months and all of the NHFMC clinical expertise will be available at the 
NHKMC satellite cancer center and its patients. 

                                                 
18NHKMC operates as a satellite hospital under the existing acute care hospital license of Novant Health Forsyth 
Medical Center. 
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During the past three years, NHFMC has consistently operated one of the three busiest radiation 
therapy treatment cancer programs in North Carolina as measured by the annual ESTV-weighted 
radiation therapy treatment volumes reported in the NHFMC HLRAs and presented in the annual 
State Medical Facilities Plans. ESTV-weighting factors account for the complexity of a variety 
of radiation therapy treatments, the types of patients treated, and imaging that occurs concurrent 
with the radiation therapy treatments. For the past three years, the Derrick L. Davis Forsyth 
Regional Cancer Center at Novant Health Forsyth Medical Center has operated the 3rd or 4th 
busiest radiation therapy treatment program of the 71-72 North Carolina radiation therapy 
facilities. See the tables below.  
 
In addition, the NHFMC linear accelerators have operated reliably at annual volumes well above 
the North Carolina statewide average annual ESTV-weighted linear accelerator radiation therapy 
treatments. For example, using FFY 2012 data, the North Carolina statewide annual average 
ESTV radiation therapy treatments per linear accelerator was 4,967 and FMC’s annual average 
per (operational) linear accelerator was 6,181. See the tables below. 
 
NHFMC, its physicians, and other highly trained and expert clinical personnel are a very skilled 
team and high quality operators of radiation therapy programs. The types are radiation therapy 
treatments offered include: external beam radiation therapy, intensity-modulated radiation 
therapy, stereotactic radiosurgery, and SAVR. During FFY 2012, while statewide radiation 
therapy treatment volumes dropped by almost 15,000, FMC remained one of the top five busiest 
radiation therapy programs in NC. This is a testament to the accessibility of the service and the 
quality of care and outcomes.  For more information see the following links: 
www.facingcancerwithforsyth.com and 
www.forsythmedicalcenter.org/home/services/cancer.aspx 
 
By comparison, during the period FFY 2010 – FFY 2012, NCBH’s Radiation Therapy program 
has delivered fewer annual ESTV-weighted radiation therapy treatments than NHFMC.  The 
ESTV-weighting factors account for any assertion that NCBH might make that its cancer 
patients are more complex or sicker, in an effort to suggest that the comparison is invalid. The 
NCBH Radiation Therapy program, measured by annual ESTV-weighted radiation therapy 
treatments has been the 9th busiest radiation therapy program for the past three years. Moreover, 
the NCBH Radiation Therapy Program has performed annual volumes or ESTV-weighted 
radiation therapy treatments that are lower than the NC average number of radiation therapy 
treatments per linear accelerator.  For example, in FFY 2012 NCBH reported  an average of 
4,667 ESTV-weighted radiation therapy treatments per linear accelerator compared to the NC 
state average of ESTV-weighted radiation therapy treatments per linear accelerator of 4,967. See 
the table directly below. 
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Three-Year Comparison of  
Radiation Therapy Treatment Program Annual Volumes 

Novant Health FMC & NCBH 
 

 FFY 2012 FFY 2011 FFY 2010 
Annual Radiation 

Therapy Treatments* 
   

NCBH 18,670 18,310 17,945 
NHFMC 24,723 26,881 27,242 
Radiation Therapy 
Treatments/Linear 
Accelerator* 

   

NCBH 4,667 4,578 4,667 
NHFMC 6,181 6,720 6,811 
State Avg  Radiation 
Treatments*/Linear 
Accelerator 

 
4,967 

 
5,090 

 
4,884 

Rank of Radiation 
Therapy Program* 

   

NCBH 9th 9th 9th 
NHFMC 4th 3rd 3rd 

*Note: Based on ESTV-Weighted Radiation Therapy Treatments 
 

 
 

FFY 2012 Radiation Therapy Treatment Data 
 

Hospital Annual FFY 2012 
ESTV Weighted 

Radiation Therapy 
Volumes 

# of Linear 
Accelerators 

Avg ESTV- Wted 
Rad Therapy 

Treatments Per 
Linac* 

Rank based on Total 
Annual ESTV-

Weighted Radiation 
Therapy Treatments 

Memorial Mission 19,401 2 6,387 7th 
CMC 18,862 3 6,287 8th 
FMC 24,723 4 6,181 4th 
Cone Health 29,386 4 7,347 2nd 
NCBH 18,670 4 4,667 9th 
UNC 27,450 6 4,575 3rd 
Duke 33,593 5 6,719 1st 
First Health Moore 
Regional 

18,276 3 6,092 10th 

Cape Fear Valley 
Medical Center 

20,967 5 4,193 5th 

Rex Healthcare 19,401 4 4,850 6th 
Total NC 601,061 121 4,967  
Source: Table 9G Draft (as of 5/17/13) for 2014 SMFP as presented at 5/29/13 SHCC Meeting 
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FFY 2011 Radiation Therapy Treatment Data 
 

Hospital Annual FFY 2011 
ESTV Weighted 

Radiation Therapy 
Volumes 

# of Linear 
Accelerators 

Avg ESTV- Wted 
Rad Therapy 

Treatments Per 
Linac* 

Rank based on Total 
Annual ESTV-

Weighted Radiation 
Therapy Treatments 

Memorial Mission 19,222 3 6,407 6th 
CMC 19,612   5th 
FMC 26,881 4 6,720 3rd 
Cone Health 26,642 4 6,660 4th 
NCBH 18,310 4 4,578 9th 
UNC 30,387 6 5,065 2nd 
Duke 35,177 5 7,085 1st 
First Health Moore 
Regional 

18,900 3 6,300 7th 

Cape Fear Valley 
Medical Center 

18,279 5 3,656 10th 

Rex Healthcare 18,898 4 4,724 8th 
Total NC 615,889 121 5,090  
Source:  Table 9G 2013 SMFP pages 145-146 (with FFY 2011 data) 

 
 

FFY 2010 Radiation Therapy Treatment Data 
 

Hospital Annual FFY 2010 
ESTV Weighted 

Radiation Therapy 
Volumes 

# of Linear 
Accelerators 

Avg ESTV- Wted 
Rad Therapy 

Treatments Per 
Linac* 

Rank based on Total 
Annual ESTV-

Weighted Radiation 
Therapy Treatments 

Memorial Mission 20,415 3 6,805 5th 
CMC 16,393 3  10th 
FMC 27,242 4 6,811 3rd 
Cone Health 25,756 4 6,439 4th 
NCBH 17,945 4 4,486 9th 
UNC 30,238 6 5,040 2nd 
Duke 34,771 8 4,346 1st 
First Health Moore 
Regional 

19,954 2 9,997 6th 

Cape Fear Valley 
Medical Center 

19,668 5 3,934 7th 

Rex Healthcare 19,636 4 4,909 8th 
Total NC 600,749 123 4,884  
Source:  Table 9G 2012 SMFP pages 138-139 (with FFY 2010 data) 
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LIST OF EXHIBITS 
 

EXHIBIT A NCBH Declaratory Ruling Request to Use AC-3 PET/CT Scanner for Clinical 
PET/CT Scans 

 
EXHIBIT B  July 2004 Certificate of Need for NCBH AC-3 PET/CT Scanner 
 
EXHIBIT C  NCBH Annual Hospital Licensure Renewal Application Pages for PET/CT Scan 

Reporting (For LRA Years 2005, 2006, 2007, 2008, 2009, 2010, 2011, 2012) 
 
EXHIBIT D   Certificate of Need for NCBH Clinical PET/CT Scanner Replacement 
 
EXHIBIT E  January 2004 Exemption Request & Decision for NCBH Research Positron 

Emission Mammography Technology 
 
 














































































































