
November 2, 2020 
 

DELIVERED VIA EMAIL 
Ms. Martha Frisone, Chief 
Mr. Mike McKillip, Project Analyst 
Certificate of Need Section 
Division of Health Service Regulation 
NC Department of Health and Human Services 
809 Ruggles Drive 
Raleigh, North Carolina 27603 
 
Re: Comments on Competing Applications for a Certificate of Need for a Need in the 2020 State 

Medical Facilities Plan for Three Additional Operating Rooms in Wake County, Health Service 
Area IV; CON Project ID Numbers: 
J-011960-20, WakeMed 
J-011961-20, Valleygate Surgery Center, LLC 
J-011962-20, Orthopaedic Surgery Center of Garner 
J-011963-20, UNC Rex Hospital 
J-011966-20, Duke University Health System, Inc. (Garner) 
J-011967-20, Duke University Health System, Inc. (Green Level) 

 
Dear Ms. Frisone and Mr. McKillip, 
 
On behalf of Valleygate Surgery Center, LLC, (“Valleygate”) Project ID J-011961-20, thank you for the 
opportunity to comment on the above referenced applications for three operating rooms (“OR”) in Wake 
County. During your review of the projects, I trust that you will consider these comments thoughtfully. 
 
The Agency received six applications for the need identified in the 2020 State Medical Facilities Plan 
(“SMFP”) for three operating rooms in Wake County. Each proposes a different approach. Wake is one of 
the two largest counties in the state and may soon be the largest; yet, and the 2020 SMFP need 
determination permits only three ORs in the award. Hence, the decision will significantly influence access 
to OR service in Wake County.  
 
We believe that the applications submitted confirm and support Valleygate Surgery Center as the most 
qualified proposal to address the identified need. You will find our reasons in the Valleygate Surgery Center 
application and reinforced in this letter. In 2017, Valleygate-related entities received Certificates of Need 
for dental demonstration surgery center projects in HSA V, VI, and III and all three conforming projects are 
operational. In fact, each one exceeded projections for service to medically underserved groups. This 
demonstrates the organizational capacity to respond quickly in communities this family of applicants 
selects. 
 
We understand that the State’s Certificate of Need (“CON”) award for the proposed ORs must be based 
upon North Carolina CON health planning objectives, as outlined in G.S 131E-183. In comparing the 
applications, we request that the CON Section give careful consideration to the extent to which each 
applicant, not only meets all statutory review criteria, but also offers sustainable, cost-effective, high-value, 
quality, multi-specialty surgical services easily accessible to both residents of Wake County and patients of 
Wake County physicians who may live outside the county, but for whom the location of the surgery center 
is convenient, accessible and appropriate. 
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WHY APPROVE VALLEYGATE SURGERY CENTER 
 
Context 
 
Valleygate Surgery Center proposes to locate in Garner, an underserved and fast-growing part of Wake 
County. The service area of almost a quarter million people has no multispecialty ambulatory surgery 
center. The nearest are in Cary and on the WakeMed- Raleigh Campus. In this county of more than one 
million residents, distribution of ambulatory surgical resources makes care more accessible as population 
and traffic continue to increase. 
 
Valleygate Surgery Center, LLC requests only one of the three 2020 SMFP Wake County operating rooms 
needed. This new licensed, certified, and accredited ambulatory surgery center, conveniently located for 
patients, providers and reasonably close to a hospital in case of emergency addresses disparities in Wake 
County. Wake County is a referral center, according to the DHSR Medical Facilities database, 33 percent of 
surgery patients come from outside the county. So, it is important to consider impact in a regional context. 
Valleygate learned this month that Lee County’s only surgical location, Central Carolina Hospital notified all 
dentists and ENT’s that it would no longer accept pediatric surgery patients. Valleygate Surgery Center in 
Garner could easily serve them. (See letter from Dr. Vissichelli in Attachment 13.) 
 
Wake County has 110 operating rooms. Approving one operating room to serve this high-need population 
represents a reasonable allocation of resources.  
 
 Other distinguishing features favor Valleygate Surgery Center in this review:  

• Valleygate is the only application proposing care for dental/oral surgery patients.  
• Most patients of the proposed Valleygate Surgery Center are from disadvantaged and underserved 

groups who live near the proposed facility.  
• Valleygate Surgery Center, LLC membership makes it the only truly new competitor in Wake 

County 
• It is the only application with letters committing to specific patient referrals 
• It is the only application that includes anesthesia in a single proposed charge and reimbursement 

 
Industry Leader in Training and Care for Medically Underserved Populations 
 
Valleygate is an excellent choice because its commitment to the community aligns well with the Basic 
Principles of the State Medical Facilities Plan. Valleygate-related entities offer residency training for 
dentists at its sites. Valleygate-related surgery centers have forged strong referral relationships with 
Federally Qualified Health Centers that serve low-income residents. Presently, Valleygate-related surgery 
centers are actively engaged with CommWell FQHC in Sampson County, Cumberland and Guilford County 
Health Departments, and Gaston Family Health Services, Inc, an FQHC that serves several counties in the 
western piedmont region of North Carolina. 
 
Valleygate Dental Holdings, LLC advocated for surgical providers throughout the North Carolina by working 
with the North Carolina Medicaid program to develop a payment schedule for ambulatory surgery that is 
reasonable for both the state and the providers. Proformas in the Valleygate application demonstrate 
conservation of resources in staffing and equipment. Regarding Criterion 12, Valleygate worked with 

2



vendors to find effective and efficient equipment that will keep costs within the limits of Medicaid 
reimbursement, thus assuring long-term viability of the center. 
 
History of Quality 
 
All Valleygate-related dental demonstration surgery centers approved in response to the 2016 State 
Medical Facilities Plan were licensed and certified quickly. This is only possible when a new provider is 
organized and committed to working with the regulatory bodies.  
 
COMPARATIVE REVIEW 
 
Valleygate Surgery Center’s application conforms to all statutory review criteria. The remaining five 
applications in this batch, failed to conform completely. Table 2 below compares applications by statutory 
criterion. For explanations of non-conformity, see detailed comments attached to this letter. 
  
Table 1 – Comparison of Applicants’ Conformance to Statutory Criteria 
 

Statutory 
Criterion 

Valleygate 
Surgery 
Center 

WakeMed 

Orthopaedic 
Surgery 

Center of 
Garner 

UNC Rex 

Duke 
University 

Health 
System 

(Garner) 

Duke 
University 

Health System 
(Green Level) 

1 C NC NC NC NC NC 

3 C NC NC NC NC NC 

3(a) NA NA NA NA NA NA 

4 C C C C NC NC 

5 C NC C C NC NC 

6 C C NC NC C C 

7 C NC C C NC NC 

8 C C C C C C 

9 C C C C C C 

12 C C C NC NC C 

13 C C NC C C C 

14 C C C C NC NC 

18(a) C NC NC NC NC NC 

20 C C C C C C 
Performance 

Standard .2103 C NC C C NC NC 

Notes: “C” means conforming, “NC” means non-conforming, “NA” means not applicable 
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Competitive Metrics 
 
Valleygate understands that the Agency may consider any metric in its competitive review of the 
applications. We believe that the Agency should consider metrics that represent the spirit and intent of the 
SMFP regarding value, quality, and accessibility as well as special issues related to this review. The following 
summary presents a strong and reasonable comparison of the six applications with regard to these 
elements. The first metric, “New competitor,” is particularly important. Numerous studies demonstrate the 
importance of competition to maintain access, value, and quality. With more than a million residents, Wake 
County is large enough for the benefits of competition. 
 
For ease of presentation, the following Table 3 ranks applications 1 to 6, with 1 being the most favorable 
and 6 being the least favorable. All scores are based on six possible ranks. In case of a tie, the score equals 
the sum of the tied ranks divided by the number of ties; e.g., two tied for first place = (1+2)/2=1.5. Best 
possible score on this table is 14. For detail supporting scores for each metric, please see Attachment 1. 
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Table 2 – Summary Comparison of Applicants on Access, Quality, and Value Metrics (Lowest Score = Best) 
 

Metric 
Valleygate 

Surgery 
Center  

WakeMed 

Orthopaedic 
Surgery 

Center of 
Garner 

UNC Rex 

Duke 
University 

Health 
System 

(Garner) 

Duke 
University 

Health 
System 
(Green 
Level) 

a. Geographic 
Accessibility (Located in 
Area without ORs) 

2 5 2 5 2 5 

b. Competition (Access to 
a New or Alternate 
Provider) 

1 4 4 4 4 4 

c. Scope of Services 5 1.5 6 1.5 4 3 

d. Evidence of Physician 
Referrals 1 4 4 4 4 4 

e. Bundled payment that 
includes anesthesia 1 4 4 4 4 4 

f. Patient Access to Lower 
Cost Surgical Services 2 5 2 5 2 2 

g. Alternative regulatory 
option not available  1 4 4 4 4 4 

h. Charity Care Deduction 
from Revenue as a 
Percentage of Total Net 
Revenue, PY3 

2 1 4 3 6 5 

i. Charity Care Deduction 
from Revenue as a 
Percentage of Total 
Gross Revenue, PY3 

3 1 6 2 5 4 

j. Projected Net Revenue 
per Case, PY3 1 6 4 5 2 3 

k. Projected Operating 
Expense per Case, PY3 1 5 4 6 3 2 

l. Capital Cost per Case, 
PY3 4 2 5 1 6 3 

Total Score* 24 42.5 49 44.5 46 43 

Ranking 1 2 6 4 5 3 

*Note:  Best possible score is 14.  
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Metrics Considered and Rejected 
 
Several comparative metrics that the Agency has used in other competitive reviews would be difficult in 
this review. Specifically: 
 

• Total Surgical Cases in the Third Year of Operation: This measure of access is reasonable only if all 
applications have reasonable forecasts of Utilization. However, DUHS forecast utilization assumed 
shifts from a facility that is not yet open; and Orthopaedic Surgery Center of Garner is a single 
specialty provider that would limit access to its own members’ orthopedic patients. 

• Total Medicare and Medicaid Patients in the Third Year of Operation: This measure of access to two 
traditionally medically underserved groups is reasonable only if all applications have reasonable 
forecasts of payor mix and all applicants offer the same services. However, two applicants used 
unsupported assumptions to inflate their percentage of Medicare patients, DUHS and UNC Rex and 
the mix of services is not the same across all applicants. 

• Total Charge per Procedure in Third Year of Operation: This measure of access to all residents in 
the service area is not comparable in this review because two applicants, WakeMed and UNC Rex, 
are hospitals proposing inpatient and outpatient cases, thus will have very different charges from 
the ASCs.  

• Start Dates: The applications propose relatively similar start dates, with one exception. The 
application for Duke Health Green Level Ambulatory Surgical Center delays the start of service two 
years longer than the others. This applicant, DUHS, also has approval for one OR and five procedure 
rooms in the area for Duke Health Green Level Ambulatory Surgery Center; and it is still not 
operational. In other competitive reviews, the Agency has denied other applicants who have 
delayed implementation of CONs.1 That standard should apply to the DUHS application for Duke 
Health Green Level Ambulatory Surgical Center. 

 
ADDITIONAL LETTERS OF SUPPORT 
 
During this period of public comment, several people wrote letters of support for the Valleygate 
application. For convenience of the Agency, we consolidated copies that we received and provide them in 
Attachment 13 to this letter. One letter, from Dr. Mansfield, references the number of cases he proposes to 
refer. Valleygate understands that the Agency cannot consider that part of his letter as an element of the 
application’s utilization methodology. However, we believe the Agency should consider his letter as 
evidence of an ENT physician who understands the proposal, and supports the Valleygate application. 
  

1 See Mecklenburg Operating Room CON review, 2019. 
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CONCLUSION 
 
Valleygate Surgery Center, is clearly the most cost-effective and highest value option among all applications 
in this batch. Valleygate Surgery Center fully conforms to the statutory review criteria; therefore, because 
the rules permit only three awards, the Agency should approve Valleygate Surgery Center as first of the 
three. 
 
Thank you for your time and consideration. Please do not hesitate to call me if you have any questions. 
 
 
Sincerely, 
 

Virginia Jones 
 
Virginia Jones 
Chief Executive Officer 
 
Attachment(s)  
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ATTACHMENTS 
 
1. Detail of Metrics for Comparative Review 

2. J-011960-20, WakeMed 

3. J-011962-20, Orthopaedic Surgery Center of Garner, LLC 

4. J-011963-20, Rex Hospital, Inc. 

5. J-011966-20, Duke University Health System, Inc. 

6. J-011967-20, Duke University Health System, Inc. 

7. Wake Med Cary 2020 Hospital License Renewal Applications and WakeMed Utilization Methodology 
Section Q 

8. Herfindahl-Hirschman Index 

9. HMI Interactive Report and Map 

10. UNC Rex Hospital 2017 and 2018 License Renewal Applications 

11. Duke Health Garner ASC Utilization Methodology 

12. Duke Health Green Level ASC Utilization Methodology 

13. Valleygate Surgery Center Support Letters 
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ATTACHMENT 1 
___________________________________________________________________________________ 

Detail of Metrics for Comparative Review 
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ATTACHMENT 1: COMPARATIVE MATRIX SUPPORT 
 
As explained in the cover letter, Valleygate understands the Agency may consider any metric in its 
comparative review of the applicants. Valleygate believes these metrics are the best representation of 
the spirit and intent of the statute and the 2020 SMFP regarding value, quality, and accessibility. 
 
Why these Metrics are Important 
 

a. Located in an area with no ORs: 
The 2020 SMFP Wake County need determination covers three ORs. As population density in 
Wake County increases, the importance of convenient locations increases, especially in 
underserved areas like Garner, where there are no ORs. Duke Green Level, Valleygate, and OSCG 
are the only applications in this review that proposed to build ORs in Garner. Figure 1 shows the 
current distribution of ORs in Wake County. 
 
Figure 1: Location of all ORs in Wake County 
 

 
Source: Valleygate Surgery Center Application, p.52 and Table 6B, 2020 SMFP 
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b. New market entrant:  
A new market entrant enhances competition. Saturation of a single provider affects the 
negotiated insurance rates. In a market dominated by one or two providers, patients and payors 
have little to no leverage with which to reduce rates for services. As health care in North 
Carolina, and particularly in Wake County, increasingly consolidates to a few providers, like 
WakeMed, Duke, and UNC who have a history of very high charges, competition is very 
important. Even among freestanding providers, competition is important, especially for surgical 
services 
 
 

c. Scope of Services: 
Generally, the application proposing to provide the greatest scope of services is the more 
effective alternative. OSCG is the only applicant that proposes one specialty, the other 
applicants all offer more than three specialties. 
 
 

d. Number of annual promised referrals: 
Promised referrals from providers provide quantifiable demonstration that a calculated need 
and utilization are realistic. While methodologies use projected data to estimate the need and 
utilization of surgical services within a market, promised referrals from providers who 
independently estimate their patient needs and indicate specific intent to use the service are 
demonstrated evidence of the projected need. Furthermore, promised referrals show faith in 
the applicant to provide quality services to the providers’ patients. 
 
 

e. Bundled Payment that Includes Anesthesia Charge 
Providing single bundled payments is more cost effective as it saves money patient would have 
to pay out of pocket. None of the applicants in this review included anesthesia in their charges, 
Valleygate is the only applicant that did. The other applicants will have the anesthesia provide a 
separate bill, which will end up costing the patient more out of pocket. 
 
 

f. Patient Access to Lower Cost Surgical Services 
Costs to perform outpatient surgery in a hospital are generally higher than in an ASC. About 65 
percent of the surgical cases performed in Wake County are ambulatory (outpatient) surgery. 
ASCs only represent 33 percent of the approved Wake County ORs. The development of more 
ASC ORs would be more cost effective than hospital-based ORs. WakeMed and UNC Rex are 
proposing to add hospital based ORs, which are expensive. 
 
 

g. Alternative Regulatory Options Not Available 
All the applicants, except Valleygate are existing providers in Wake County. The other applicants 
could apply to add ORs to their facilities from settlements in competitive reviews or relocate 
their own ORs to their facilities. All other applicants, except Valleygate, would not a need 
determination to do this. 
 
 

Table 1 contains the raw data used in this comparison. Where applicable, all data is for Project Year 3.  
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Table 1. Raw Data for the Comparative Scores 
 

Metric 
Valleygate 

Surgery 
Center  

WakeMed 

Orthopaedic 
Surgery 

Center of 
Garner 

UNC Rex 

Duke 
University 

Health 
System 

(Garner) 

Duke 
University 

Health 
System 
(Green 
Level) 

a. Geographic Accessibility 
(Located in Area without 
ORs) 

yes no yes no yes no 

b. Competition (Access to a 
New or Alternate Provider) 

yes no no no no no 

c. Scope of Services 4/20 20/20 1/20 20/20 7/20 10/20 

d. Number of Annual Promised 
Referrals 

yes no no no no no 

e. Bundled payment that 
Includes Anesthesia Charge 

yes no no no no no 

f. Patient Access to Lower 
Cost Surgical Services 

yes no no no yes yes 

g. Alternative regulatory 
option not available 

yes no no no no no 

h. Charity Care Deduction 
from Revenue as a 
Percentage of Total Net 
Revenue, PY3 

7.5% 22.7% 3.2% 6.2% 1.8% 2.1% 

i. Charity Care Deduction 
from Revenue as a 
Percentage of Total Gross 
Revenue, PY3 

2.0% 5.3% 0.6% 2.1% 0.8% 1.0% 

j. Projected Net Revenue per 
Case, PY3 

$1,666 $14,772 $5,289 $11,107 $3,763 $4,277 

k. Projected Operating 
Expense per Case, PY3 

$1,406 $6,747 $3,854 $9,381 $2,840 $2,704 

l. Capital Cost per Case, PY3 $3,088 $257 $6,921 $20 $8,546 $1,756 
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Sources and Notes 
 
Table 2. Sources of Raw Data for Table 1 
 

Metric 
Valleygate 

Surgery 
Center  

WakeMed 

Orthopaedic 
Surgery 

Center of 
Garner 

UNC Rex 

Duke 
University 

Health 
System 

(Garner) 

Duke 
University 

Health 
System 
(Green 
Level) 

a. Geographic Accessibility 
(Located in Area without 
ORs) 

P36 p17 p47 p17 p33 p16 

b. Competition (Access to a 
New or Alternate Provider) 

p108 n/a n/a n/a n/a n/a 

c. Scope of Services p23 p17 p22 p17 p16 p16 

d. Number of Annual Promised 
Referrals 

p289 n/a n/a n/a n/a n/a 

e. Bundled Payment that 
Includes Anesthesia Charge 

p154 n/a n/a n/a n/a n/a 

f. Patient Access to Lower 
Cost Surgical Services 

p15,16,109 p13,14,102 p16,17,100 p13,14,79 p108 p106 

g. Alternative regulatory 
option not available 

p23 n/a n/a n/a n/a n/a 

h. Charity Care Deduction 
from Revenue as a 
Percentage of Total Net 
Revenue, PY3 

See “h” 
and Table 3 

See “h” 
and Table 3 

See “h” and 
Table 3 

See “h” and 
Table 3 

See “h” 
and Table 3 

See “h” 
and Table 3 

i. Charity Care Deduction 
from Revenue as a 
Percentage of Total Gross 
Revenue, PY3 

See “i” and 
Table 4 

See “i” and 
Table 4 

See “i” and 
Table 4 

See “i” and 
Table 4 

See “i” and 
Table 4 

See “i” and 
Table 4 

j. Projected Net Revenue per 
Case, PY3 

See “j” and 
Table 5 

See “j” and 
Table 5 

See “j” and 
Table 5 

See “j” and 
Table 5 

See “j” and 
Table 5 

See “j” and 
Table 5 

k. Projected Operating 
Expense per Case, PY3 

See “k” and 
Table 6 

See “k” and 
Table 6 

See “k” and 
Table 6 

See “k” and 
Table 6 

See “k” and 
Table 6 

See “k” and 
Table 6 

l. Capital Cost per Case, PY3 
See “l” and 

Table 7 
See “l” and 

Table 7 
See “l” and 

Table 7 
See “l” and 

Table 7 
See “l” and 

Table 7 
See “l” and 

Table 7 
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h. Charity Care Deduction from Revenue as a Percentage of Total Net Revenue, PY3 
The applicant that proposes the most charity care is the more effective alternative. With the 
exception of WakeMed and Valleygate, every other applicant has a charity care below 4 percent 
of total net revenue. Table 3 has the charity care calculations. 

 
Table 3: Charity Care as a Percent of Total Net Revenue, PY3 

 

Applicants Total Charity 
Care (OR), PY3 

Total OR Net 
Revenue, PY3 % of Total 

 a b c 

Valleygate $          94,371 $          1,263,889 7.5% 

WakeMed $      29,496,050 $      130,026,137 22.7% 
OSCG $        345,091 $        10,741,767 3.2% 
UNC Rex $      14,074,985 $      228,089,339 6.2% 
Duke Garner $          94,226 $          5,151,523 1.8% 
Duke Green 
Level $       283,954 $        14,614,676 1.9% 

Source: Form F.2 
Notes: 

a) Total OR Charity Care, per Form F.2 
b) Total OR Net Revenue per Form F.2 
c) a / b 

 
 

i. Charity Care Deduction from Revenue as a Percentage of Total Gross Revenue, PY3 
The applicant that proposes the most charity care is the more effective alternative. With the 
exception of WakeMed, Valleygate and UNC Rex, every other applicant has a charity care below 
4 percent of total net revenue. Table 4 has the charity care calculations. 

 
Table 4: Charity Care as a Percent of Total Gross Revenue, PY3 

 

Applicants Total Charity 
Care (OR), PY3 

Total OR Gross 
Revenue, PY3 % of Total 

 a b c 
Valleygate $          94,371 $          4,776,856 2.0% 
WakeMed $      29,496,050 $      555,640,545 5.3% 
OSCG $        345,091 $        54,579,395 0.6% 
UNC Rex $      14,074,985 $      667,675,625 2.1% 
Duke Garner $          94,226 $          10,790,751 0.8% 
Duke Green 
Level $       283,954 $        30,729,889 0.9% 

Source: Form F.2 
Notes: 

a) Total OR Charity Care, per Form F.2 
b) Total OR Net Revenue per Form F.2 
c) a / b 
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j. Projected Net Revenue per Case, PY3 
Generally, the application proposing the lowest average net revenue is the more effective 
alternative since a lower average may indicate a lower cost to the patient or third-party payor. 
The commenter took the total net revenue proposed for the ORs and divided by the total 
surgical cases. Table 5 has the net revenue per surgical case calculations.  
 

Table 5: Net Revenue per Surgical Case, PY3 
 

Applicants Total Net 
Revenue, PY3 OR Cases, PY3 Net Revenue per 

OR Case 
 a b c 

Valleygate $          1,263,889 759 $                   1,666 
WakeMed $      130,026,137 8,802 $                14,772 
OSCG $        10,741,767 2,031 $                   5,289 
UNC Rex $      228,089,339 20,535 $                11,107 
Duke Garner $          5,151,523 1,369 $                   3,763 
Duke Green 
Level $        14,614,676 3,417 $                   4,277 

Source: Form F.2, and Form C 
Notes: 

a) Total OR Net Revenue, per Form F.2 
b) OR Cases per Form C Utilization 
c) a / b 

 
 

k. Projected Operating Expense per Case, PY3 
Generally, the application proposing the lowest average net revenue is the more effective 
alternative since a lower average may indicate a lower cost to the patient or third-party payor. 
The commenter took the total operating expenses proposed for the ORs and divided by the total 
surgical cases. Table 6 has the net revenue per surgical case calculations. 
 

Table 6: Operating Expense per Surgical Case, PY3 
 

Applicants Total Operating 
Expenses, PY3 OR Cases, PY3 

Total Operating 
Expenses per OR 

Case 
 a b c 

Valleygate $          1,066,626 759 $                   1,406 
WakeMed $        59,384,364 8,802 $                   6,747 
OSCG $          7,828,007 2,031 $                   3,854 
UNC Rex $      192,639,806 20,535 $                   9,381 
Duke Garner $          3,888,202 1,369 $                   2,840 
Duke Green 
Level $          9,239,771 3,417 $                   2,704 

Source: Form F.3, and Form C 
Notes: 

a) Total OR Operating Expenses, per Form F.3 
b) OR Cases per Form C Utilization 
c) a / b 
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l. Capital Cost per Case, PY3 
With the exception, of UNC Rex, all capital costs for each project were above $2M. A high capital 
cost to case ratio will unduly increase the cost of services for patients. The commenter took the 
total capital cost for each project and divided by the total surgical cases projected for the third 
operating year. Table 7 has the total capital cost per surgical case calculations. 
 

Table 7: Capital Cost per Surgical Case, PY3 
 

Applicants Total Capital 
Cost, PY3 OR Cases, PY3 Total Capital Cost per 

OR Case 
 a b c 

Valleygate $      2,341,977 759 $                   1,666 
WakeMed $      2,265,178 8,802 $                14,772 
OSCG $    14,056,934 2,031 $                   5,289 
UNC Rex $         407,588 20,535 $                11,107 
Duke Garner $   11,700,000 1,369 $                   3,763 
Duke Green 
Level $     6,000,000 3,417 $                   4,277 

Source: Form F.1a, and Form C 
Notes: 

a) Total Capital Cost, per Form F.1a 
b) OR Cases per Form C Utilization 
c) a / b 
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ATTACHMENT 2 
__________________________________________________________________________________

Comments: J-011860-20, WakeMed  
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Competitive Review of:  
WakeMed; J-011960-20 

 
 
OVERVIEW 
 
WakeMed’s application is non-conforming with statutory review criteria 1, 3, 5, 7, and 18(a) and does 
not meet the performance standard in 10A NCAC .2103. 
 
This application proposes to develop one new shared operating room at a WakeMed Cary Hospital in 
Cary, North Carolina. The applicant proposes to serve 8,802 patients from Wake and other North 
Carolina counties by Project Year 3, October 1, 2022 through September 30, 2025.  

 
 

CON REVIEW CRITERIA 
 
1. The proposed project shall be consistent with applicable policies and need determinations in 

the State Medical Facilities Plan, the need determination of which constitutes a determinative 
limitation on the provision of any health service, health service facility, health service facility 
beds, dialysis stations, ambulatory surgery operating rooms, or home health offices that may 
be approved. 
 
POLICY GEN-3: BASIC PRINCIPLES 
 
Policy GEN-3 states that a  
 
“…certificate of need applicant shall also document how its projected volumes 
incorporate these concepts in meeting the identified need identified in the State 
Medical Facilities Plan as well as addressing the needs of all residents in the 
proposed service area.”1 [Emphasis added] 
 
Please see the discussion under Criterion 3 explaining how WakeMed’s application failed to 
demonstrate how projected volumes incorporate the concepts in meeting the need of all 
residents in the proposed service area. As a result, the application does not meet Policy GEN-3 
and should be found non-conforming to Criterion 1. 

 
 
 
 
 
 
 
 
 

1 2020 State Medical Facilities Plan; Chapter 4 Statement of Policies; Policy GEN-3: Basic Principles. Page 
31. 
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3 The applicant shall identify the population to be served by the proposed project, and shall 

demonstrate the need that this population has for the services proposed, and the extent to 
which all residents of the area, and, in particular, low income persons, racial and ethnic 
minorities, women, handicapped persons, the elderly, and other underserved groups are likely 
to have access to the services proposed. 
 
Utilization 
 
The applicant’s projected surgical case volumes and growth rates are unreliable. On pages 117 
through 118 of the application, Step 1 of the WakeMed methodology included in Section Q, 
shows that the applicant wrongly asserts that its need for additional operating room capacity 
should be based on the historical utilization of both its existing operating rooms and its hospital-
based procedure rooms at WakeMed Cary Hospital. The applicant’s outpatient surgical total in 
FY2019 is also incorrect based on case data from WakeMed Cary Hospital’s 2020 License 
Renewal Application (“LRA”). See Attachment 7 for the utilization methodology and 2020 LRA.  
 
WakeMed’s assumption for utilization is entirely inconsistent with the operating room 
methodology in the 2020 State Medical Facilities Plan (“SMFP”) because the SMFP methodology 
is based solely on the surgery cases performed in the operating rooms. On page 122, the 
applicant’s methodology is incorrect to assume that the average case times for surgery cases 
performed in the operating rooms from the LRA should be multiplied times the numbers of 
cases performed in both the operating rooms and its hospital-based procedure rooms. 
 
Clearly, this is not what is represented in the operating room methodology in the 2020 SMFP.  
 
Because WakeMed failed to demonstrate adequately the need of ORs for the population to be 
served, it should be found non-conforming to Criterion 3. 
 
 

5. Financial and operational projections for the project shall demonstrate the availability of 
funds for capital and operating needs, as well as the immediate and long-term financial 
feasibility of the proposal, based upon reasonable projections of the costs of and charges for 
providing health services by the person proposing the service. 
 
The assumptions in the pro forma financial statements are not reasonable because the 
utilization projections are not based on reasonable and adequately supported assumptions. The 
discussion regarding projected utilization found in Criterion 3 is incorporated herein by 
reference. Based on the unreasonable utilization, the projection revenues and expenses are 
unreliable. 
 
Because WakeMed’s utilization is unreasonable, the projections for costs and charges for this 
project as well is the financial feasibility of this project is unreasonable. Therefore, the 
application should be found non-conforming to Criterion 5. 
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7. The applicant shall show evidence of the availability of resources, including health manpower 
and management personnel, for the provision of the services proposed to be provided. 

 
The assumptions in the pro forma financial statements are not reasonable because the 
utilization projections are not based on reasonable and adequately supported assumptions. The 
discussion regarding projected utilization found in Criterion 3 is incorporated herein by 
reference. Based on the unreasonable utilization, the projection staffing is unreliable. 
 
Because WakeMed does not show evidence of the availability of resources for the provision of 
the services proposed to be provided, it should be found non-conforming to Criterion 7. 

 
 
18 a. The applicant shall demonstrate the expected effects of the proposed services on 

competition in the proposed service area, including how any enhanced competition 
will have a positive impact upon the cost effectiveness, quality, and access to the 
services proposed; and in the case of applications for services where competition 
between providers will not have a favorable impact on cost effectiveness, quality, and 
access to the services proposed, the applicant shall demonstrate that its application is 
for the service for which competition will not have a favorable impact. 
 
Competition 
 
WakeMed owns and operates 41 ORs in Wake County according to Form A and data 
from the 2020 SMFP. Wake County currently has 110 licensed ORs. If the Agency were 
to approve WakeMed’s application, WakeMed would own and operate a total of 42 ORs 
in Wake County. This would represent about 38 percent (42/111 = 38%) of the ORs in 
the entire county, the most of any provider.  
 
The US Department of Justice (DOJ) has a history of anti-trust investigations in situations 
single providers control of 30 percent or more of a market. WakeMed’s application does 
not enhance competition and would put more operating rooms under control of a single 
provider system that already exceeds the 30 percent benchmark in a relatively 
concentrated market. DOJ uses an index, HHI, to evaluate market concentration. 
Attachment 8 to these comments describes the index. In 2019, the Health Care Cost 
Institute rated the Raleigh area a “Highly Concentrated” Metro area for healthcare 
service2 It ranked 15th in the country as illustrated in the map in Attachment 9. 
 
 
 
 
 
 
 
 

2 Inpatient Hospital Market Concentratins in US Metros, 2017  https://healthcostinstitute.org/hcci-
originals/hmi-interactive#HMI-Concentration-Index  
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Concentration of service control by a single provider in a relatively concentrated market 
affects the negotiated insurance rates. In a market dominated by one or two providers, 
the insurance companies and patients have little to no leverage with which to reduce 
the contract rates for services.3 This in turn, affects what employers in that market are 
forced to pay for health insurance coverage. It also affects who will continue to enroll in 
employee health insurance programs. 
 
According to the Kaiser Family Foundation, the number of insured persons is dropping 
because of the cost of acquiring insurance.4 In fact, in 2018 North Carolina is among 
states with the highest number uninsured nonelderly persons.5 Without competition in 
the marketplace, there is no incentive to change this trend. 
 
 

PERFORMANCE STANDARDS 
10 NCAC 14C.2103 
 

(a) An applicant proposing to increase the number of operating rooms (excluding dedicated C-
section operating rooms) in a service area shall demonstrate the need for the number of 
proposed operating rooms in addition to the existing and approved operating rooms in the 
applicant's health system in the applicant's third full fiscal year following completion of the 
proposed project based on the Operating Room Need Methodology set forth in the 2020 State 
Medical Facilities Plan. The applicant is not required to use the population growth factor. 

(b) The applicant shall document the assumptions and provde data supporting the methodology 
used for each projection in this Rule. 

 
Based on the WakeMed’s utilization projections for WakeMed Cary Hospital, the applicant does 
not meet the performance standard outlined in 10A NCAC 14C .2103 for operating rooms. In 
Step 5 of the need methodology (at application page 122), WakeMed shows a third-year surplus 
of 3.66 ORs when using the case times from the 2020 SMFP. When using the case times from 
their 2020 License Renewal Applications in Step 6, that WakeMed justifies a deficit of one OR 
(0.51) in the service area. Moreover, WakeMed clearly overstated operating room utilization 
projections (as seen in the Criterion 3 discussion above).  
 
Because WakeMed used case times inconsistent with the 2020 SMFP methodology and 
overstated utilization projections, and flawed assumptions, WakeMed should be found non-
conforming to the performance standard. 

 
 

3 Gee, Emily, Gurwitz, Ethan, “Provider Consolidation Drives Up Health Care Costs: Policy 
Recommendations to Curb Abuse of Market Power and Protect Patients”. Center for American Progress, 
Dec 2018, https://www.americanprogress.org/issues/healthcare/reports/2018/12/05/461780/provider-
consolidation-drives-health-care-costs/ 
4 Tolbert, Jennifer, et al. “Key Facts about the Uninsured Population.” The Henry J. Kaiser Family 
Foundation, 13 Dec. 2019, https://www.kff.org/uninsured/issue-brief/key-facts-about-the-uninsured-
population/.  
5 Ibid 
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ATTACHMENT 3 
__________________________________________________________________________________

Comments: J-01162-20, Orthopaedic Surgery Center of Garner, LLC  
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Competitive Review of:  
Orthopaedic Surgery Center of Garner, LLC.; J-011962-20 

 
 
OVERVIEW 
 
Orthopaedic Surgery Center of Garner LLC’s (“OSCG”) application to develop a new freestanding 
ambulatory surgery center (“ASC”) in Garner, NC is non-conforming with statutory review criteria 1, 3, 6 
and 18(a) 
 
This application proposes to develop two operating rooms and two procedure rooms at a new facility 
called Orthopedic Surgery Center of Garner (“OSCG”) in Garner, North Carolina. The applicant proposes 
to serve 2,291 patients from Wake and other North Carolina counties by Project Year 3, July 1, 2023 
through June 30, 2026.  

 
 

CON REVIEW CRITERIA 
 

1. The proposed project shall be consistent with applicable policies and need determinations in 
the State Medical Facilities Plan, the need determination of which constitutes a determinative 
limitation on the provision of any health service, health service facility, health service facility 
beds, dialysis stations, ambulatory surgery operating rooms, or home health offices that may 
be approved. 
 
POLICY GEN-3: BASIC PRINCIPLES 
 
Policy GEN-3 states that a  
 
“…certificate of need applicant shall also document how its projected volumes 
incorporate these concepts in meeting the identified need identified in the State 
Medical Facilities Plan as well as addressing the needs of all residents in the 
proposed service area.”1 [Emphasis added] 
 
Please see the discussion under Criterion 3 explaining how the OSCG application failed to 
demonstrate how projected volumes incorporate the concepts in meeting the need of all 
residents in the proposed service area. As a result, the application does not meet Policy GEN-3 
and should be found non-conforming to Criterion 1. 

 
 
 
 
 
 
 

1 2020 State Medical Facilities Plan; Chapter 4 Statement of Policies; Policy GEN-3: Basic Principles. Page 
31. 
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3 The applicant shall identify the population to be served by the proposed project, and shall 
demonstrate the need that this population has for the services proposed, and the extent to 
which all residents of the area, and, in particular, low income persons, racial and ethnic 
minorities, women, handicapped persons, the elderly, and other underserved groups are likely 
to have access to the services proposed. 

 
Need of Population for Services 
 
The application identifies the population to be served in the patient origin on page 24; clearly 
including a large geography outside Wake County. Yet the application speaks to needs of only 
the Wake County population, and does not quantitatively explain how population of other 
counties translates to its proposed utilization. Discussions of underserved groups in Section C 
speak only to Wake County and not to other 32.5 percent of patients the application proposes 
to serve. The same is true of the Need Methodology related to Form C (at page 5 of the 
Methodology. The missing analysis coupled with the fact that letters from physicians have not 
committed to specific referral numbers cast doubts on the reasonableness of this application’s 
forecast of need for a new dedicated orthopedic surgery center in Garner that has two 
operating rooms and two procedure rooms. 
 
Because OSCG failed to demonstrate adequately the need for additional orthopedic ORs and 
procedure rooms on the part of a significant portion of the population to be served, it should be 
found non-conforming to Criterion 3. 
 

 
6. The applicant shall demonstrate that the proposed project will not result in unnecessary 

duplication of existing or approved health service capabilities or facilities. 
 
In its application, OSCG proposes to offer two ORs that only specialize in orthopedic surgery. 
According to Table 6B of the 2020 SMFP, there are fifteen ORs across five ambulatory surgery 
centers in Wake County that specialize in orthopedic surgery. When comparing the number of 
ORs that offer only orthopedic surgery in Mecklenburg County, a county with similar health 
systems and population size as Wake County, there are only four ORs. This means Wake has 
about three times as many ORs that specialize in orthopedic surgery than Mecklenburg. Table 1 
has the number of ORs in both Wake and Mecklenburg that specialize in orthopedic surgery. 
 
Table 1: Orthopedic ORs in Wake and Mecklenburg County 
 

County Facility Number of ORs 
Wake Raleigh Orthopaedic Surgery Center – West Cary 1 
Wake Raleigh Orthopaedic Surgery Center 3 
Wake Capital City Surgery Center 8 
Wake Ortho NC ASC 1 
Wake Triangle Orthopaedics Surgery Center 2 
Wake Total 15 
Mecklenburg Matthews Surgery Center 2 
Mecklenburg Mallard Creek Surgery Center 2 
Mecklenburg Total 4 
Source: Table 6B, 2020 SMFP 
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Moreover, on page 80 of its application, OSCG provides a list of ORs in Wake County based on 
information from Table 6B in the 2020 SMFP. However, it fails to address in its application in 
that most of the ambulatory surgery centers that specialize in orthopedic surgery all project an 
operating room surplus, not a deficit. OSCG’s application also fails to specifically address Capital 
City Surgical Center, which, according to the 2020 SMFP, Table 6B, has an operating room 
surplus, offers orthopedic surgery, and is within 8 miles of the proposed site.  
 
Because the OSCG does not demonstrate that the project will not result in unnecessary 
duplication of another ambulatory surgical facility that is nearby and has excess capacity, the 
application fails to conform to Criterion 6. 

 
 
18 a. The applicant shall demonstrate the expected effects of the proposed services on 

competition in the proposed service area, including how any enhanced competition 
will have a positive impact upon the cost effectiveness, quality, and access to the 
services proposed; and in the case of applications for services where competition 
between providers will not have a favorable impact on cost effectiveness, quality, and 
access to the services proposed, the applicant shall demonstrate that its application is 
for the service for which competition will not have a favorable impact. 
 
Competition 
 
OSCG does not own any ORs in the service area, but its parent company, UNC Rex 
Healthcare, owns and operates 37 ORs in Wake County according to Form A Facilities 
and data from the 2020 SMFP. Wake County currently has 110 licensed ORs. If the 
Agency were to approve OSCG’s application, OSCG and UNC Rex Healthcare together, 
would own and operate a total of 39 ORs in Wake County. This would represent about 
35 percent (39/111 = 35%) of the ORs in the entire county, the second most of any 
provider.  
 
The US Department of Justice (DOJ) has a history of anti-trust investigations in situations 
single providers control of 30 percent or more of a market. WakeMed’s application does 
not enhance competition and would put more operating rooms under control of a single 
provider system that already exceeds the 30 percent benchmark in a relatively 
concentrated market. DOJ uses an index, HHI, to evaluate market concentration. 
Attachment 8 to these comments describes the index. In 2019, the Health Care Cost 
Institute rated the Raleigh area a “Highly Concentrated” Metro area for healthcare 
service2 It ranked 15th in the country as illustrated in the map in Attachment 9. 
 
 
 
 
 
 

2 Inpatient Hospital Market Concentratins in US Metros, 2017  https://healthcostinstitute.org/hcci-
originals/hmi-interactive#HMI-Concentration-Index  
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Concentration of service control by a single provider in a relatively concentrated market 
affects the negotiated insurance rates. In a market dominated by one or two providers, 
the insurance companies and patients have little to no leverage with which to reduce 
the contract rates for services.3 This in turn, affects what employers in that market are 
forced to pay for health insurance coverage. It also affects who will continue to enroll in 
employee health insurance programs. 
 
According to the Kaiser Family Foundation, the number of insured persons is dropping 
because of the cost of acquiring insurance.4 In fact, in 2018 North Carolina is among 
states with the highest number uninsured nonelderly persons.5 Without competition in 
the marketplace, there is no incentive to change this trend. 
 
 
Cost Effectiveness. 
 
On page 40 of the application, OSCG provides data from the Blue Cross Blue Shield of 
North Carolina (BCBSNC) web site, “Estimated Health Care Costs of Select Top 20 
Outpatient Surgical Procedures”, comparing health care costs for three selected 
outpatient surgical procedures. The data are accompanied by the following sentence: 
 
“As demonstrated in the table above, Raleigh Orthopaedic Surgery Center provides lower 
costs per procedure than any other ASF procedure in the county for three common 
outpatient orthopaedic surgeries” 
 
This statement alone is disqualifying, since OSCG opted to use data that did not contain 
information for all Wake County ASFs. Any analysis that does not include all Wake 
County ASF providers carries no weight. In the next sentence, OSCG states:  
 
“The proposed Orthopaedic Surgery Center of Garner will expand access to these lower 
cost services.” 
 
While the table on page 40 is offered as evidence of OSCG’s supposed lower surgical 
costs, only three procedures are listed on the table, with no direct comparisons among 
all Wake County ASFs. OSCG has conveniently cherry-picked data from a single insurer, 
for only three surgical procedures, and for which data are not available for all the 
providers, as proof that it is the “low cost provider” for surgical services in Wake County. 
Without a more complete analysis of surgical costs across multiple payers, including 
Medicare, that includes all providers, this information is meaningless. 
 

3 Gee, Emily, Gurwitz, Ethan, “Provider Consolidation Drives Up Health Care Costs: Policy 
Recommendations to Curb Abuse of Market Power and Protect Patients”. Center for American Progress, 
Dec 2018, https://www.americanprogress.org/issues/healthcare/reports/2018/12/05/461780/provider-
consolidation-drives-health-care-costs/ 
4 Tolbert, Jennifer, et al. “Key Facts about the Uninsured Population.” The Henry J. Kaiser Family 
Foundation, 13 Dec. 2019, https://www.kff.org/uninsured/issue-brief/key-facts-about-the-uninsured-
population/.  
5 Ibid 
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The application fails to explain why the Garner area, which has no ambulatory surgery 
facility should have one that is restricted to orthopedic cases only. It does not explain 
why the surplus capacity at Capital Surgery Center or Holly Springs could not absorb the 
orthopedic surgery volume forecast for the Garner facility. 
 
Because UNC Rex’s proposed OSCG project will not foster or enhance competition, nor 
have a positive impact on cost effectiveness in the service area, it should be found non-
conforming to Criterion 18a.  
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ATTACHMENT 4 
__________________________________________________________________________________

Comments: J-011963-20, REX Hospital, Inc.
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Competitive Review of:  
Rex Hospital, Inc.; J-011963-20 

 
 
OVERVIEW 
 
Rex Hospital Inc’s (“Rex”) application is non-conforming with statutory review criteria 1, 3, 6, 12 and 
18(a). 
 
This application proposes to develop one new operating rooms at UNC Rex Hospital in Raleigh, North 
Carolina. The applicant proposes to serve 20,535 patients from Wake and other North Carolina counties 
by Project Year 3, July 1, 2023 through June 30, 2026.  

 
 

CON REVIEW CRITERIA 
 
1. The proposed project shall be consistent with applicable policies and need determinations in 

the State Medical Facilities Plan, the need determination of which constitutes a determinative 
limitation on the provision of any health service, health service facility, health service facility 
beds, dialysis stations, ambulatory surgery operating rooms, or home health offices that may 
be approved. 
 
POLICY GEN-3: BASIC PRINCIPLES 
 
Policy GEN-3 states that a  
 
“…certificate of need applicant shall also document how its projected volumes 
incorporate these concepts in meeting the identified need identified in the State 
Medical Facilities Plan as well as addressing the needs of all residents in the 
proposed service area.”1 [Emphasis added] 
 
Please see the discussion under Criterion 3 explaining how Rex’s application failed to 
demonstrate how projected volumes incorporate the concepts in meeting the need of all 
residents in the proposed service area. As a result, the application does not meet Policy GEN-3 
and should be found non-conforming to Criterion 1. 

 
 
 
 
 
 
 
 
 

1 2020 State Medical Facilities Plan; Chapter 4 Statement of Policies; Policy GEN-3: Basic Principles. Page 
31. 
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3 The applicant shall identify the population to be served by the proposed project, and shall 
demonstrate the need that this population has for the services proposed, and the extent to 
which all residents of the area, and, in particular, low income persons, racial and ethnic 
minorities, women, handicapped persons, the elderly, and other underserved groups are likely 
to have access to the services proposed. 

 
Need to Replace OR Capacity 
 
Rex states on page 16 of the application,  
 
“UNC REX Hospital’s need for additional operating room capacity is based in part by the fact that 
three operating rooms are slated to be relocated from UNC REX Hospital’s main campus to UNC 
REX Holly Springs Hospital.”  
 
In other words, Rex needs to replace the three ORs that will be relocated to UNC REX Holly 
Springs Hospital when it opens in August 2021. However, the three ORs have already been 
replaced via recently approved projects. Specifically, in Project ID# J-11198-16, UNC REX 
Hospital was approved to relocate one of Rex Surgery Center of Wakefield’s three operating 
rooms to UNC REX Hospital’s main campus. That operating room was relocated on July 1, 2017. 
Please see Attachment 10 which contains pages from UNC Rex License Renewal Applications 
documenting the net increase in ORs at UNC Rex’s main campus. 
 
Rex was approved to develop UNC REX Holly Springs Hospital (CON Project I.D. #J-8669-11) 
whereby UNC Rex will relocate three (3) ORs from its main hospital facility to the new Holly 
Springs Hospital. Therefore, Project ID J-11198- 16 effectively replaces one of the Rex’s main 
hospital ORs that will be relocated to Holly Springs. As stated on page 17 of its CON application, 
Rex states,  
 
“Following the settlement of the 2018 Wake County Operating Room Review, UNC REX Hospital 
was approved to develop two additional operating rooms at its main hospital facility, one of 
which became operational on August 22, 2020. The award of these two additional operating 
rooms will allow UNC REX Hospital to replace some of its operating room capacity that will be 
lost due to the pending relocation of three operating rooms to UNC REX Holly Springs.” 
 
Therefore, the settlement of the 2018 Wake County OR review effectively replaces two of the 
UNC Rex main hospital ORs that will be relocated to Holly Springs.  
 
The combination of Project ID J-11198-16 (i.e. one incremental OR at UNC Rex main hospital) 
and the settlement of the 2018 Wake County OR review (i.e. two incremental ORs at UNC Rex 
main hospital) effectively replace the three UNC Rex main hospital ORs that will be relocated to 
Holly Springs when the facility opens in SFY2022. It is unclear why Rex fails to acknowledge the 
correlation between the recently approved OR projects and the incremental impact they have 
on its complement of ORs at the main hospital facility.  
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In summary, to the extent that UNC Rex relies on a stated need to replace the three ORs which 
are slated to be relocated from UNC Rex Hospital’s main campus to UNC REX Holly Springs 
Hospital (pp. 13, 27, 76), this need has already been met via development of Project ID # J-
11198-16 (one additional OR at UNC Rex main hospital) and the 2018 Wake County settlement 
(two additional ORs at UNC Rex main hospital). 
 
Because Rex failed to demonstrate adequately identify the need of ORs for the population to be 
served, it should be found non-conforming to Criterion 3 
 
 

6. The applicant shall demonstrate that the proposed project will not result in unnecessary 
duplication of existing or approved health service capabilities or facilities. 

 
As discussed in Criterion 3, the applicant proposes to add one OR to UNC Rex Hospital to replace 
the three ORs that will be relocated to UNC Rex Hospital Holly Springs. As discussed in the same 
section, UNC Rex Hospital has already replaced the three ORs at the facility and one more OR 
would duplicate the provision of surgical services at UNC Rex Hospital. 
 
Because, the project will result in a duplication of existing health services, the application should 
be found non-conforming to Criterion 6. 
 

 
12. Applications involving construction shall demonstrate that the cost, design, and means of 

construction proposed represent the most reasonable alternative, and that the construction 
project will not unduly increase the costs of providing health services by the person proposing 
the construction project or the costs and charges to the public of providing health services by 
other persons, and that applicable energy saving features have been incorporated into the 
construction plans. 
 
Rex proposes to renovate 425 square feet at its main campus to accommodate the new shared 
surgical operating room. The room is designated on the line drawing in Exhibit C.1 as “OR 52” 
There are only 6 identified ORs in the line drawing in Exhibit C.1. The line drawing does not 
identify all the existing surgical ORs at Rex, thus is not possible for the Agency to verify that Rex 
will have 25 surgical ORs upon project completion. 
 
The applicant does not adequately demonstrate the design and means of construction is the 
most reasonable alternative, and thus, should be found non-conforming to Criterion 12. 
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18 a. The applicant shall demonstrate the expected effects of the proposed services on 
competition in the proposed service area, including how any enhanced competition 
will have a positive impact upon the cost effectiveness, quality, and access to the 
services proposed; and in the case of applications for services where competition 
between providers will not have a favorable impact on cost effectiveness, quality, and 
access to the services proposed, the applicant shall demonstrate that its application is 
for the service for which competition will not have a favorable impact. 
 
Competition 
 
Rex owns and operates 37 ORs in Wake County according to Form A and data from the 
2020 SMFP. Wake County currently has 110 ORs. If the Agency were to approve UNC 
Rex’s application, it would own and operate a total of 38 ORs in Wake County. This 
would represent about 34 percent (38/111 = 34%) of the ORs in the entire county, the 
second most of any provider.  
 
The US Department of Justice (DOJ) has a history of anti-trust investigations in situations 
single providers control of 30 percent or more of a market. Rex’s application does not 
enhance competition and would put more operating rooms under control of a single 
provider system that already exceeds the 30 percent benchmark in a relatively 
concentrated market. DOJ uses an index, HHI, to evaluate market concentration. 
Attachment 8 to these comments describes the index. In 2019, the Health Care Cost 
Institute rated the Raleigh area a “Highly Concentrated” Metro area for healthcare 
service2 It ranked 15th in the country as illustrated in the map in Attachment 9. 
 
Concentration of service control by a single provider in a relatively concentrated market 
affects the negotiated insurance rates. In a market dominated by one or two providers, 
the insurance companies and patients have little to no leverage with which to reduce 
the contract rates for services.3 This in turn, affects what employers in that market are 
forced to pay for health insurance coverage. It also affects who will continue to enroll in 
employee health insurance programs. 
 
According to the Kaiser Family Foundation, the number of insured persons is dropping 
because of the cost of acquiring insurance.4 In fact, in 2018 North Carolina is among 
states with the highest number uninsured nonelderly persons.5 Without competition in 
the marketplace, there is no incentive to change this trend. 
 
 

2 Inpatient Hospital Market Concentratins in US Metros, 2017  https://healthcostinstitute.org/hcci-
originals/hmi-interactive#HMI-Concentration-Index  
3 Gee, Emily, Gurwitz, Ethan, “Provider Consolidation Drives Up Health Care Costs: Policy 
Recommendations to Curb Abuse of Market Power and Protect Patients”. Center for American Progress, 
Dec 2018, https://www.americanprogress.org/issues/healthcare/reports/2018/12/05/461780/provider-
consolidation-drives-health-care-costs/ 
4 Tolbert, Jennifer, et al. “Key Facts about the Uninsured Population.” The Henry J. Kaiser Family 
Foundation, 13 Dec. 2019, https://www.kff.org/uninsured/issue-brief/key-facts-about-the-uninsured-
population/.  
5 Ibid 
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Cost Effectiveness 
 
On page 32 of the application, Rex provides data from the Blue Cross Blue Shield of 
North Carolina (BCBSNC) web site, “Estimated Health Care Costs of Select Top 20 
Outpatient Surgical Procedures”, comparing health care costs for two selected 
outpatient surgical procedures. The data is accompanied by the following sentence: 
 
“As demonstrated in the table above, UNC REX Hospital provides lower costs per 
procedure for BCBS patients than Duke Raleigh (WakeMed Cary and WakeMed Raleigh’s 
cost data was not available in the Blue Cross Blue Shield tool).” 
 
This statement alone is disqualifying, since Rex opted to use data that did not contain 
information for all Wake County hospitals. Any analysis that does not include all Wake 
County hospital providers carries no weight. In the next sentence, Rex states:  
 
“In fact, it is likely that UNC REX Hospital will continue to offer the lowest cost of care to 
patients for surgical services in Wake County when compared to other hospital providers 
as changes to the health insurance landscape unfold.” 
 
While the table on page 32 is offered as evidence of Rex’s supposed lower surgical costs, 
only 2 procedures are listed on the table, with no direct comparisons between all Wake 
County hospitals. Rex has conveniently cherry-picked data from a single insurer, for only 
two surgical procedures, and for which data is available for only two hospitals, as proof 
that it is the “low cost provider” for surgical services in Wake County. Without a more 
complete analysis of surgical costs across multiple payers, including Medicare, that 
includes all providers, this information is meaningless. 

 
Because Rex’s proposed project will not foster or enhance competition, nor have a 
positive impact on cost effectiveness in the service area, it should be found non-
conforming to Criterion 18a.  
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ATTACHMENT 5 
__________________________________________________________________________________

Comments: J-011966-20, Duke University Health System, Inc.
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Competitive Review of:  
Duke University Health Systems, Inc.; J-011966-20 

 
 
OVERVIEW 
 
Duke University Health Systems, Inc.’s (“DUHS”) application to develop a new freestanding ambulatory 
surgery center (“ASC”) in Garner, NC is non-conforming with statutory review criteria 1, 3, 4, 5, 7, 12, 14 
and 18 (a) and does not meet the performance standard in 10A NCAC .2103. 
 
This application proposes to develop two operating rooms (“OR”) and two procedure rooms (“PR”) at a 
new facility called Duke Health Garner Ambulatory Surgical Center (“DHG”) in Garner, North Carolina. 
The applicant proposes to serve 1,643 patients from Wake and other North Carolina counties by Project 
Year 3, July 1, 2023 through June 30, 2026.  

 
 

CON REVIEW CRITERIA 
 
1. The proposed project shall be consistent with applicable policies and need determinations in 

the State Medical Facilities Plan, the need determination of which constitutes a determinative 
limitation on the provision of any health service, health service facility, health service facility 
beds, dialysis stations, ambulatory surgery operating rooms, or home health offices that may 
be approved. 
 
POLICY GEN-3: BASIC PRINCIPLES 
 
Policy GEN-3 states that a  
 
“…certificate of need applicant shall also document how its projected volumes 
incorporate these concepts in meeting the identified need identified in the State 
Medical Facilities Plan as well as addressing the needs of all residents in the 
proposed service area.”1 [Emphasis added] 
 
Please see the discussion under Criterion 3 explaining how DUHS’ application failed to 
demonstrate how projected volumes incorporate the concepts in meeting the need of all 
residents in the proposed service area. As a result, the application does not meet Policy GEN-3 
and should be found non-conforming to Criterion 1. 

 
 
 
 
 
 
 

1 2020 State Medical Facilities Plan; Chapter 4 Statement of Policies; Policy GEN-3: Basic Principles. Page 
31. 
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3. The applicant shall identify the population to be served by the proposed project, and shall 
demonstrate the need that this population has for the services proposed, and the extent to 
which all residents of the area, and, in particular, low income persons, racial and ethnic 
minorities, women, handicapped persons, the elderly, and other underserved groups are likely 
to have access to the services proposed. 
 
Patient Origin 
 
The projected OR patient origin for DHG does not foot with OR cases projected in Form C 
Utilization. According to Form C, DUHS reports the facility will serve 541 surgical cases in Y1, 888 
in Y2, and 1,369 in Y3. While these numbers match the cases projected in the Utilization 
Methodology, they do not in the patient origin table. If you sum the patients by county, you get 
the total amounts below in Table 1. DUHS’ error in calculating the patient origin does not 
adequately identify the need of the population that will be served as it is hard to tell the 
calculated number of cases expected by county. 
 
Table 1: Duke Garner Corrected Patient Origin, FY2024-FY2026 

 

County 
FY2024 FY2025 FY2026 

Cases % of Total Cases % of Total Cases % of Total 
Wake 277 50.3% 454 50.3% 700 50.1% 
Johnston 26 4.7% 43 4.8% 66 4.7% 
Durham 23 4.2% 38 4.2% 59 4.2% 
Franklin 19 3.4% 31 3.4% 49 3.5% 
Cumberland 17 3.1% 27 3.0% 42 3.0% 
Nash 10 1.8% 17 1.9% 26 1.9% 
Harnett 13 2.4% 21 2.3% 33 2.4% 
Orange 6 1.1% 10 1.1% 16 1.1% 
Granville 5 0.9% 8 0.9% 13 0.9% 
Vance 6 1.1% 9 1.0% 14 1.0% 
Chatham 2 0.4% 4 0.4% 6 0.4% 
Pitt 9 1.6% 15 1.7% 23 1.6% 
Other States 20 3.6% 32 3.5% 50 3.6% 
Other NC 
Counties 118 21.4% 194 21.5% 299 21.4% 

Total 551 100% 903 100% 1,396 100% 
Source: Duke Garner ASC Projected Patient Origin, Section C, page 18 

 
The application also provides incomplete patient origin data for the proposed project. As stated 
above, DHG provides patient origin data for its proposed operating rooms but omits the 
projected patient origin data for the procedure rooms. This omission is critical because the 
applicant’s methodology assumes that utilization of the proposed ORs will be based on the 
historical utilization of existing ORs and hospital-based procedure rooms. Furthermore, the CON 
application form specifically requests patient origin data for the procedure rooms in addition to 
the operating rooms. The applicant fails to adequately identify the population to be served. 
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Utilization 
 
The applicant’s projected surgical case volumes and growth rates are unreliable. On pages 119 
through 120 of the application, Step 1 of the DHG ASC methodology included in Section Q, DUHS 
wrongly asserts that its need for additional operating room capacity should be based on the 
historical utilization of both its existing operating rooms and its hospital-based procedure rooms 
at both Duke Raleigh hospital and Duke University Hospital. See Attachment 11 for this 
assumption. This assumption is entirely inconsistent with the operating room methodology in 
the 2020 State Medical Facilities Plan because the SMFP methodology is based solely on the 
surgery cases performed in the operating rooms. The applicant’s methodology is incorrect to 
assume that the average case times for surgery cases performed in the operating rooms from 
the License Renewal Application should be multiplied times the numbers of cases performed in 
both the operating rooms and its hospital-based procedure rooms. 
 
Clearly, this is not what is represented in the operating room methodology in the 2020 SMFP. 
Thus, the DHG application is nonconforming to Criterion 3. The applicant fails to provide 
adequate assumptions and explanation of why it expects to shift outpatient surgery utilization 
from hospital-based procedure rooms to ASC operating rooms instead of shifting cases from 
hospital-based procedure rooms to ASC procedure rooms. None of the physician support letters 
explain the rationale to support the projected shift of utilization from procedure rooms to the 
proposed ASC ORs. 
 
Because DUHS failed to demonstrate adequately the need of ORs for the population to be served, 
it should be found non-conforming to Criterion 3. 
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4. Where alternative methods of meeting the needs for the proposed project exist, the applicant 
shall demonstrate that the least costly or most effective alternative has been proposed. 

 
The DHG application describes several alternatives to the proposed project, including 
maintaining the status quo, developing ORs at Duke Raleigh hospital, developing all three ORs at 
a single ASC, developing a new ASC in a new location, and building a different complement of 
ORs at Duke Green Level. On page 65 of the application, DUHS determined: 
 
“that the one operating room in Garner, and three operating rooms in Apex/Cary, in addition to 
the existing operating rooms at Duke Raleigh Hospital, would provide the greatest and most 
effective access to DUHS surgical services”.  
 
However, DUHS has not clarified why building two ORs at Duke Green Level Ambulatory Surgical 
Center and one OR at Duke Health Garner Ambulatory Surgical Center is the most cost effective 
or least costly alternative. 
 
As shown in Section C, pages 31 through 35 of the application, Cary and Garner’s populations 
are growing quickly, but Cary already has 17 ORs, while Garner has none. It does not make sense 
why DUHS would need to build two more ORs at Cary and just one OR in Garner, when there is 
clearly more of a need in Garner. As shown on page 31 through 32, Holly Springs has a smaller 
population than Garner and there are currently six ORs there. At those population to OR ratios, 
Garner should need the three ORs (since Holly Springs can support six ORs). 
 
Throughout the application, DUHS describes the continued growth in surgical volume and 
related OR capacity issues at Duke Raleigh Hospital, which involve performing surgical cases in 
unlicensed procedure rooms. DUHS posits that the most effective alternative to deal with this 
growth is to develop additional ORs, not at Duke-Raleigh, but at DHG. Rather than proposing an 
increase in licensed surgical OR capacity at Duke-Raleigh, which could be accomplished for 
relatively low capital cost (the Duke-Raleigh CON application for ORs filed in 2018 (Project No. J-
11558-18) had a project capital cost of only $2 million), Duke has opted to spend $11 million to 
build another ASC, before their recently CON approved Duke Health Green Level Ambulatory 
Surgery Center has been built.  
 
Because this project does not demonstrate the most effective or least costly alternative, the 
application should be found non-conforming to Criterion 4. 
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5. Financial and operational projections for the project shall demonstrate the availability of 
funds for capital and operating needs, as well as the immediate and long-term financial 
feasibility of the proposal, based upon reasonable projections of the costs of and charges for 
providing health services by the person proposing the service. 
 
The assumptions in the pro forma financial statements are not reasonable because the 
utilization projections are not based on reasonable and adequately supported assumptions. The 
discussion regarding projected utilization found in Criterion 3 is incorporated herein by 
reference. Based on the unreasonable utilization, the projection revenues and expenses are 
unreliable. 
 
Because DUHS’s utilization is unreasonable, the projections for costs and charges for this project 
as well is the feasibility of this project is unreasonable. Therefore, the applicant is non-
conforming to Criterion 5. 
 
 

7. The applicant shall show evidence of the availability of resources, including health manpower 
and management personnel, for the provision of the services proposed to be provided. 

 
The assumptions in the pro forma financial statements are not reasonable because the 
utilization projections are not based on reasonable and adequately supported assumptions. The 
discussion regarding projected utilization found in Criterion 3 is incorporated herein by 
reference. Based on the unreasonable utilization, the projection staffing is unreliable. 
 
Because DUHS does not show evidence of the availability of resources for the provision of the 
services proposed to be provided, it should be found non-conforming to Criterion 7. 
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12. Applications involving construction shall demonstrate that the cost, design, and means of 
construction proposed represent the most reasonable alternative, and that the construction 
project will not unduly increase the costs of providing health services by the person proposing 
the construction project or the costs and charges to the public of providing health services by 
other persons, and that applicable energy saving features have been incorporated into the 
construction plans. 
 
The DHG application proposes the highest cost per surgical case among the six applications in 
this competitive review. Table 2 below shows OSCG making a significant capital expenditure in 
relation to the number of cases it proposes to serve by project year 03. A high capital cost to 
case ratio will unduly increase the cost of services for patients.  
 
Table 2: Capital Cost per Surgical Case, PY3 
 

Facility Capital Cost OR Cases, Y3 Capital Cost per OR 
Case 

WakeMed Cary Hospital $2,341,977 759 $257 

Valleygate Surgery 
Center $2,265,178 8,802 $3,088 

Orthopaedic Surgery 
Center of Garner $14,056,934 2,031 $6,921 

UNC Rex Hospital $407,588 20,535 $20 

Duke Health Garner 
Ambulatory Surgical 
Center 

$11,700,000 1,369 $8,546 

Duke Health Green Level 
Ambulatory Surgical 
Center 

$6,000,000 3,417 $1,756 

Source: Form C Utilization and Form F.1a 
 
The applicant also provides the incorrect floor plans. Exhibit K.2 shows the proposed floor plans 
for Duke Green Level ASC not the proposed Duke Garner ASC. 
 
Considering the information above, the applicant does not demonstrate that the cost, design, 
and means of construction proposed represent the most reasonable alternative and will not 
unduly increase the cost of providing health services; therefore, the application does not conform 
to Criterion 12. 
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14. The applicant shall demonstrate that the proposed health services accommodate the clinical 
needs of health professional training programs in the area, as applicable. 

 
On page 106 of the application, the applicant describes their history of supporting clinical 
training programs. Although DUHS has training agreements in place, the clinical training 
program they have provided in Exhibit M.2 is an agreement they have with Davis ASC, a facility 
in Durham County. In fact, all training agreements are with Duke facilities in Durham County. 
DUHS made no effort to reach out to training programs in Wake County, the OR service area for 
this project. The Davis ASC agreement also does not explain how DUHS will make similar 
arrangements with DHG. 
 
DUHS has not provided any documentation to show how they will incorporate the needs of 
health professional training programs and, therefore, should be non-conforming to Criterion 14. 
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18 a. The applicant shall demonstrate the expected effects of the proposed services on 
competition in the proposed service area, including how any enhanced competition 
will have a positive impact upon the cost effectiveness, quality, and access to the 
services proposed; and in the case of applications for services where competition 
between providers will not have a favorable impact on cost effectiveness, quality, and 
access to the services proposed, the applicant shall demonstrate that its application is 
for the service for which competition will not have a favorable impact. 
 
Competition 
 
The DHG application provides rationale for how the proposed project will increase 
competition for surgical services in Wake County. On page 107 of the application, DUHS 
states:  
 
“DUHS is the only integrated health system currently without a freestanding ASC in 
Wake County. This will therefore better serve local residents and will promote 
competition in the Wake County service area.” 
 
The following paragraph on page 107 states:  
 
“The planned ASC project represents a new opportunity for Wake County residents and 
DUHS patients to access Duke outpatient surgical services separate from the hospital 
charge structure.” 
 
It is not clear how either of these statements demonstrate a positive effect on 
competition. Although DUHS does not currently operate a freestanding ASF in Wake 
County, it has several facilities under development either in or adjacent to Wake 
County:  

• Duke-Green Level facility has been approved for 1 OR and 5 procedure rooms in 
western Wake County via Project No. J-11557-18.  

• The Duke-Arringdon facility (Project No. J-11508-18), approved to develop an 
ASF with 4 ORs and 4 procedure rooms, less than one-half mile from the 
Wake/Durham county line, is currently scheduled to open in mid-2020.  

• Duke also owns Same Day Surgery Center-Franklin (“SDSC-Franklin”) (Project 
Nos. K-8357-09 & K-10229-13), which is approved to develop a freestanding ASF 
with 2 ORs in Youngsville in southern Franklin County, approximately 4 miles 
from the Wake/Franklin county line. This project is currently slated to open in 
mid-2021 per its most recent progress report. SDSC-Franklin will give Duke 
physicians yet another venue for outpatient surgery that is very close to, 
although not physically within, Wake County.  
 

Given that Duke has two ASF projects already approved for development just outside 
the physical boundary of Wake County that will ultimately offer a total of 6 ORs, the 
effect on competition of additional ORs at DHG is superfluous. 
 
For these reasons, the DHG Level application does not conform with Criterion 18. 
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PERFORMANCE STANDARDS 
10 NCAC 14C.2103 
 

(a) An applicant proposing to increase the number of operating rooms (excluding dedicated C-
section operating rooms) in a service area shall demonstrate the need for the number of 
proposed operating rooms in addition to the existing and approved operating rooms in the 
applicant's health system in the applicant's third full fiscal year following completion of the 
proposed project based on the Operating Room Need Methodology set forth in the 2020 State 
Medical Facilities Plan. The applicant is not required to use the population growth factor. 

(b) The applicant shall document the assumptions and provde data supporting the methodology 
used for each projection in this Rule. 

 
The application is not conforming to this administrative rule because the applicant’s projected 
utilization is not reasonable and adequately supported. The application is based on an incorrect 
methodology that wrongly assumes that the procedure room volume should be included in the 
analysis for the proposed operating rooms. This assumption is inconsistent with the 2020 SMFP 
operating room methodology. In addition, the application makes inconsistent representations 
regarding the projected utilization for the proposed procedure rooms. Additional discussion 
regarding analysis of need and projected utilization found in Criterion 3 is incorporated herein 
by reference.  
 
Because DUHS overstated utilization projections and had flawed assumptions, the DHG 
application should be found non-conforming to the performance standard. 
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Competitive Review of:  
Duke University Health Systems, Inc.; J-011967-20 

 
 
OVERVIEW 
 
Duke University Health Systems, Inc.’s (“DUHS”) application to add two operating rooms (“OR”) to an 
approved freestanding ambulatory surgery center (“ASC”) in Cary, NC is non-conforming with statutory 
review criteria 1, 3, 4, 5, 7, 14, and 18a and does not meet the performance standard in 10A NCAC  
.2103. 
 
This application proposes to develop two operating rooms at a CON approved facility called Duke Health 
Green Level Ambulatory Surgical Center (“DHGL”) in Cary, North Carolina. The applicant proposes to 
serve 4,943 patients from Wake and other North Carolina counties by Project Year 3, July 1, 2024 
through June 30, 2027.  

 
 

CON REVIEW CRITERIA 
 
1. The proposed project shall be consistent with applicable policies and need determinations in 

the State Medical Facilities Plan, the need determination of which constitutes a determinative 
limitation on the provision of any health service, health service facility, health service facility 
beds, dialysis stations, ambulatory surgery operating rooms, or home health offices that may 
be approved. 
 
POLICY GEN-3: BASIC PRINCIPLES 
 
Policy GEN-3 states that a  
 
“…certificate of need applicant shall also document how its projected volumes 
incorporate these concepts in meeting the identified need identified in the State 
Medical Facilities Plan as well as addressing the needs of all residents in the 
proposed service area.”1 [Emphasis added] 
 
Please see the discussion under Criterion 3 explaining how DUHS’ application failed to 
demonstrate how projected volumes incorporate the concepts in meeting the need of all 
residents in the proposed service area. As a result, the application does not meet Policy GEN-3 
and should be found non-conforming to Criterion 1. 

 
 
 
 
 
 

1 2020 State Medical Facilities Plan; Chapter 4 Statement of Policies; Policy GEN-3: Basic Principles. Page 
31. 
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3 The applicant shall identify the population to be served by the proposed project, and shall 

demonstrate the need that this population has for the services proposed, and the extent to 
which all residents of the area, and, in particular, low income persons, racial and ethnic 
minorities, women, handicapped persons, the elderly, and other underserved groups are likely 
to have access to the services proposed. 
 
Patient Origin 
 
The projected OR patient origin for DHGL does not foot with OR cases projected in Form C 
Utilization. According to Form C, DUHS reports the facility will serve 1,733 surgical cases in Y1, 
2,301 in Y2, and 3,417 in Y3. While these numbers match the cases projected in the Utilization 
Methodology, they do not in the patient origin table. If you sum the patients by county, you get 
the total amounts below in Table 1. DUHS’ error in calculating the patient origin does not 
adequately identify the need of the population that will be served as it is hard to tell the 
calculated number of cases expected by county. 
 
Table 1: Duke Green Level ASC Corrected Patient Origin 

 

County 
FY2025 FY2026 FY2027 

Cases % of Total Cases % of Total Cases % of Total 
Wake 886 50.2% 1,177 49.6% 1,748 50.8% 
Johnston 84 4.8% 112 4.7% 166 4.8% 
Durham 75 4.2% 99 4.2% 148 4.3% 
Franklin 61 3.5% 82 3.5% 121 3.5% 
Cumberland 53 3.0% 70 2.9% 104 3.0% 
Nash 32 1.8% 43 1.8% 63 1.8% 
Harnett 41 2.3% 55 2.3% 82 2.4% 
Orange 20 1.1% 26 1.1% 39 1.1% 
Granville 16 0.9% 22 0.9% 32 0.9% 
Vance 18 1.0% 23 1.0% 35 1.0% 
Chatham 8 0.5% 10 0.4% 15 0.4% 
Pitt 30 1.7% 39 1.6% 58 1.7% 
Other States 63 3.6% 83 3.5% 123 3.6% 
Other NC 
Counties 378 21.4% 533 22.5% 709 20.6% 

Total 1,765 100% 2,374 100% 3,443 100% 
Source: Duke Green Level ASC Projected Patient Origin, Section C, page 18 

 
The application also provides incomplete patient origin data for the proposed project. As stated 
above, DHGL provides patient origin data for its proposed operating rooms but omits the 
projected patient origin data for the procedure rooms. This omission is critical because the 
applicant’s methodology assumes that utilization of the proposed ORs will be based on the 
historical utilization of existing ORs and hospital-based procedure rooms. Furthermore, the CON 
application form specifically requests patient origin data for the procedure rooms in addition to 
the operating rooms. The applicant fails to adequately identify the population to be served. 
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Utilization 

 
The applicant’s projected surgical case volumes and growth rates are unreliable. On pages 118 
through 119 of the application, Step 1 of the DHGL ASC methodology included in Section Q , 
shows that the applicant wrongly asserts that its need for additional operating room capacity 
should be based on the historical utilization of both its existing operating rooms and its hospital-
based procedure rooms at both Duke Raleigh hospital and Duke University Hospital. ee 
Attachment 12 for this assumption. This assumption is entirely inconsistent with the operating 
room methodology in the 2020 State Medical Facilities Plan because the SMFP methodology is 
based solely on the surgery cases performed in the operating rooms. The applicant’s 
methodology is incorrect to assume that the average case times for surgery cases performed in 
the operating rooms from the License Renewal Application should be multiplied by the numbers 
of cases performed in both the operating rooms and its hospital-based procedure rooms. 
 
Clearly, this is not what is represented in the operating room methodology in the 2020 SMFP. 
Thus, the DHGL application is nonconforming to Criterion 3. The applicant fails to provide 
adequate assumptions and explanation of why it expects to shift outpatient surgery utilization 
from hospital-based procedure rooms to ASC operating rooms instead of shifting cases from 
hospital-based procedure rooms to ASC procedure rooms. None of the physician support letters 
explain the rationale to support the projected shift of utilization from procedure rooms to the 
proposed ASC ORs. 
 
Because DUHS failed to demonstrate adequately the need of ORs for the population to be served, 
it should be found non-conforming to Criterion 3. 
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4. Where alternative methods of meeting the needs for the proposed project exist, the applicant 
shall demonstrate that the least costly or most effective alternative has been proposed. 
 
The DHGL application describes several alternatives to the proposed project, including 
maintaining the status quo, developing incremental ORs at Duke Raleigh hospital, developing all 
three ORs at a single ASC, developing a new ASC in a new location, and developing a different 
complement of ORs at DHGL. However, DUHS has not clarified why the complement of two 
proposed ORs and one approved OR at DHGL is the best alternative. 
 
Throughout the application, DUHS describes the continued growth in surgical volume and 
related OR capacity issues at Duke Raleigh Hospital, which involve performing surgical cases in 
unlicensed procedure rooms. DUHS posits that the most effective alternative to deal with this 
growth is to develop additional ORs, not at Duke-Raleigh, but at DHGL. Rather than proposing an 
increase in licensed surgical OR capacity at Duke-Raleigh, which could be accomplished for 
relatively low capital cost (the Duke-Raleigh CON application for ORs filed in 2018 (Project No. J-
11558-18) had a project capital cost of only $2 million), DUHS has opted to spend an additional 
$6 million to expand capacity at DHGL, before the facility has even been built.  
 
Another alternative apparently not considered, one would be potentially far less expensive, 
would be to convert 2 of the 5 procedure rooms at DHGL, approved in Project No. J-11557-18, to 
licensed operating rooms. Such a proposal would only require equipment necessary to upfit the 
new ORs – the shell space for the ASF was approved in J-11557-18. 
 
Because this project does not demonstrate the most effective alternative, the application should 
be found non-conforming to Criterion 4. 
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5. Financial and operational projections for the project shall demonstrate the availability of 
funds for capital and operating needs, as well as the immediate and long-term financial 
feasibility of the proposal, based upon reasonable projections of the costs of and charges for 
providing health services by the person proposing the service. 
 
The assumptions in the pro forma financial statements are not reasonable because the 
utilization projections are not based on reasonable and adequately supported assumptions. The 
discussion regarding projected utilization found in Criterion 3 is incorporated herein by 
reference. Based on the unreasonable utilization, the projection revenues and expenses are 
unreliable.  
 
Furthermore, the application neglects to include revenue and expenses for the procedure 
rooms, despite projecting procedure room procedures. The application requires the applicant to 
fill out a Form F.2 and F.3 for each service component and the whole facility. DUHS has not filled 
out a separate Form F.2 and F.3 for the procedure rooms. 
 
Because DUHS’s utilization is unreasonable, the projections for costs and charges for this project 
as well is the feasibility of this project is unreasonable. Therefore, the applicant is non-
conforming to Criterion 5. 
 
 

7. The applicant shall show evidence of the availability of resources, including health manpower 
and management personnel, for the provision of the services proposed to be provided 
 
The application neglects to include staffing for the procedure rooms, despite projecting 
procedure room procedures. The application requires the applicant to fill out a Form H for each 
service component and the whole facility. DUHS has not filled out a separate Form H for the 
procedure rooms. 
 
Because DUHS does not show evidence of the availability of resources for the provision of the 
services proposed to be provided, it should be found non-conforming to Criterion 7. 
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14. The applicant shall demonstrate that the proposed health services accommodate the clinical 
needs of health professional training programs in the area, as applicable. 

 
On page 105 of the application, the applicant describes their history of supporting clinical 
training programs. Although DUHS has training agreements in place, the clinical training 
program they have provided in Exhibit M.2 is an agreement they have with Davis ASC, a facility 
in Durham County. In fact, all training agreements are with Duke facilities in Durham County. 
DUHS made no effort to reach out to training programs in Wake County, the OR service area for 
this project. The Davis ASC agreement also does not explain how DUHS will make similar 
arrangements with DHGL. 
 
DUHS has not provided any documentation to show how they will incorporate the needs of 
health professional training programs and, therefore, should be non-conforming to Criterion 14. 
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18 a. The applicant shall demonstrate the expected effects of the proposed services on 
competition in the proposed service area, including how any enhanced competition 
will have a positive impact upon the cost effectiveness, quality, and access to the 
services proposed; and in the case of applications for services where competition 
between providers will not have a favorable impact on cost effectiveness, quality, and 
access to the services proposed, the applicant shall demonstrate that its application is 
for the service for which competition will not have a favorable impact. 
 
Competition 
 
The DHGL application provides rationale for how the proposed project will increase 
competition for surgical services in Wake County. On page 106 of the application, DUHS 
states:  
 
“DUHS is the only integrated health system currently without a freestanding ASC in 
Wake County. This will therefore better serve local residents and will promote 
competition in the Wake County service area.”  
 
The following paragraph on page 106 states:  
 
“The planned ASC project represents a new opportunity for Wake County residents and 
DUHS patients to access Duke outpatient surgical services separate from the hospital 
charge structure.” 
 
 It is not clear how either of these statements demonstrate a positive effect on 
competition. Although Duke Health System does not currently operate a freestanding 
ASF in Wake County, it has several facilities under development either in or adjacent to 
Wake County:  

• Duke-Green Level facility has been approved for 1 OR and 5 procedure rooms in 
western Wake County via Project No. J-11557-18.  

• The Duke-Arringdon facility (Project No. J-11508-18), approved to develop an 
ASF with 4 ORs and 4 procedure rooms, less than one-half mile from the 
Wake/Durham county line, is currently scheduled to open in mid-2020.  

• Duke also owns Same Day Surgery Center-Franklin (“SDSC-Franklin”) (Project 
Nos. K8357-09 & K-10229-13), which is approved to develop a freestanding ASF 
with 2 ORs in Youngsville in southern Franklin County, approximately 4 miles 
from the Wake/Franklin county line. This project is currently slated to open in 
mid-2021 per its most recent progress report. SDSC-Franklin will give Duke 
physicians yet another venue for outpatient surgery that is very close to, 
although not physically within, Wake County.  
 

Given that Duke has two ASF projects already approved for development just outside 
the physical boundary of Wake County that will ultimately offer a total of 6 ORs, the 
effect on competition of additional ORs at DHGL is superfluous.  
 
For these reasons, the DHGL application does not conform with Review Criterion 18. 
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PERFORMANCE STANDARDS 
10 NCAC 14C.2103 
 

(a) An applicant proposing to increase the number of operating rooms (excluding dedicated C-
section operating rooms) in a service area shall demonstrate the need for the number of 
proposed operating rooms in addition to the existing and approved operating rooms in the 
applicant's health system in the applicant's third full fiscal year following completion of the 
proposed project based on the Operating Room Need Methodology set forth in the 2020 State 
Medical Facilities Plan. The applicant is not required to use the population growth factor. 

(b) The applicant shall document the assumptions and provde data supporting the methodology 
used for each projection in this Rule. 

 
The application is not conforming to this administrative rule because the applicant’s projected 
utilization is not reasonable and adequately supported. The application is based on an incorrect 
methodology that wrongly assumes that the procedure room volume should be included in the 
analysis for the proposed operating rooms. This assumption is inconsistent with the 2020 SMFP 
operating room methodology. In addition, the application makes inconsistent representations 
regarding the projected utilization for the proposed procedure rooms. Additional discussion 
regarding analysis of need and projected utilization found in Criterion 3 is incorporated herein 
by reference.  
 
Because DUHS overstated utilization projections and had flawed assumptions, the DHGL 
application should be found non-conforming to the performance standard. 
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10/13/2020 Herfindahl-Hirschman Index

https://www.justice.gov/atr/herfindahl-hirschman-index 1/1

An o�icial website of the United States government
Here’s how you know

Was this page helpful?  
Yes  No

HERFINDAHL-HIRSCHMAN INDEX

The term “HHI” means the Herfindahl–Hirschman Index, a commonly accepted measure of market concentration. The HHI is
calculated by squaring the market share of each firm competing in the market and then summing the resulting numbers. For example,
for a market consisting of four firms with shares of 30, 30, 20, and 20 percent, the HHI is 2,600 (30  + 30  + 20  + 20 = 2,600).

The HHI takes into account the relative size distribution of the firms in a market. It approaches zero when a market is occupied by a
large number of firms of relatively equal size and reaches its maximum of 10,000 points when a market is controlled by a single firm.
The HHI increases both as the number of firms in the market decreases and as the disparity in size between those firms increases.

The agencies generally consider markets in which the HHI is between 1,500 and 2,500 points to be moderately concentrated, and
consider markets in which the HHI is in excess of 2,500 points to be highly concentrated.  See U.S. Department of Justice & FTC,
Horizontal Merger Guidelines § 5.3 (2010).  Transactions that increase the HHI by more than 200 points in highly concentrated
markets are presumed likely to enhance market power under the Horizontal Merger Guidelines issued by the Department of Justice
and the Federal Trade Commission.  See id.

Updated July 31, 2018

2 2 2 2 
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SECTION Q 
 

Form C – Methodology and Assumptions 
 
Pursuant to the need identified in the 2020 SMFP, DUHS is submitting two complementary CON 
applications proposing to develop a total of three ORs in Wake County: one OR in a new ASC to be 
developed in Garner and two additional ORs at the approved Green Level ASC.  The following 
methodology describes the assumptions DUHS utilized to project surgical utilization for the 
proposed Duke Health Garner ASC.  Please note the DUHS fiscal year is defined as July 1 – June 30.  
Subsequent references to fiscal year or “FY” are based on the DUHS fiscal year.  The first three 
years of the proposed project include FY2024, FY2025, and FY2026. 
 
For information purposes, on September 27, 2018, DUHS received CON approval to relocate four 
existing ORs from DASC and develop a new ASC in Durham County (CON Project I.D. #E-11508-18), 
which project assumed some shift of patients from DRAH and Duke University Hospital (DUH).  
This project, referred to as Arringdon ASC, is under development.  As described in the following 
methodology, DUHS has considered and accounted for that projected shift of ambulatory surgical 
cases from DUHS facilities to Arringdon ASC.  The great demand for DUHS surgical services 
supports development of both Arringdon ASC, Duke Health Garner ASC, and Green Level ASC. 
 
Step 1:  Review Historical DUHS OR Cases 
 
Section C.3.4 provides a five year summary and discussion of surgical utilization at DRAH. Please 
see Section C.3.4 for DUHS’s discussion of the need patients have for the proposed ORs at Duke 
Health Garner ASC.  
 
Specific to the assumptions and methodology for projecting surgical cases during the first three 
years of operation at Duke Health Garner ASC, DUHS relied on recent surgical utilization during 
FY2018-FY2020 (annualized). Please refer to the following table. 
 

Duke Raleigh Hospital 
Inpatient and Outpatient Surgical Cases, FY2018-FY2020 

 

 FY2018 FY2019 FY2020* 2-YR CAGR 

Inpatient Cases 3,395 3,640 3,782 5.5% 

Outpatient Cases 11,349 11,540 11,601 1.1% 

Total Cases 14,744 15,180 15,383 2.1% 
*Annualized based on eight months data (July-Feb) 
Reflects surgical cases performed in DRAH ORs and procedure rooms. 
Source: DUHS Internal Data 
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DRAH inpatient surgical procedures increased by a CAGR of 5.5 percent from FY2018-FY2020.  
DRAH ambulatory surgical cases increased by a CAGR of 1.1 percent during FY2018-FY2020.   
 
Consistent with its methodology for the approved Green Level ASC facility, DUHS projects a 
portion of ASC-appropriate ambulatory surgical volume will shift from DUH to Duke Health Garner 
ASC.  The following table summarizes recent historical utilization at DUH. 
 

Duke University Hospital 
Inpatient and Outpatient Surgical Cases, FY2018-FY2020 

 

 FY2018 FY2019 FY2020* 2-YR CAGR 

Inpatient Cases 17,192 17,663 17,898 2.0% 

Outpatient Cases 23,743 23,680 24,428 1.4% 

Total Cases 40,935 41,343 42,326 1.7% 
*Annualized based on eight months data (July-Feb) 
Reflects surgical cases performed in DUH ORs and procedure rooms. 
Source: DUHS Internal Data 

 
 
DUH inpatient surgical cases increased by a CAGR of 2.0 percent from FY2018-FY2020.  DUH 
ambulatory surgical cases increased by a CAGR of 1.4 percent during FY2018-FY2020.  DUHS notes 
that due to prolonged capacity constraints, the growth potential for DUH’s ambulatory surgery 
cases has been suppressed.  In fact, DUH received CON approval to develop two (2) additional 
ambulatory surgery ORs at Duke North Pavilion (CON Project I.D. #J-11631-18).  Development of 
the Duke Medical Pavilion and renovations to existing operating rooms completed in FY2018, in 
combination with the approved addition of inpatient bed capacity previously approved and under 
development and targeted faculty recruits planned through an expansion of the clinical faculty 
within the School of Medicine, will contribute to ongoing and increased surgical demand at DUH. 
 
As described in Section C.3.4, FY2020 surgical cases in the previous tables reflect annualized 
utilization based on July 2019-February 2020 data. On March 20, 2020, North Carolina’s Secretary 
of the Department of Health and Human Services requested that effective March 23, 2020, all 
hospitals and ambulatory surgery centers suspend all elective and non-urgent procedures and 
surgeries in an effort to conserve personal protective equipment and other equipment and 
supplies needed by frontline healthcare providers to treat COVID-19 patients. As a result, 
thousands of elective and non-urgent DUHS surgical cases were rescheduled or postponed. The 
Department of Health and Human Services issued a notice allowing elective and non-urgent 
procedures and surgeries to resume effective May 1st in accordance with guidance developed by 
the North Carolina Healthcare Association. Consequently, utilization during the March through 
June, the last four months of DUHS FY 2020, is not representative of DRAH’s or DUH’s historical or 
anticipated surgical utilization. DUHS facilities have diligently begun the process of rescheduling 
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SECTION Q 
 

Form C – Methodology and Assumptions 
 
Pursuant to the need identified in the 2020 SMFP, DUHS is submitting two complementary CON 
applications proposing to develop a total of three ORs in Wake County: this application for two 
additional ORs at the approved Duke Health Green Level ASC and a separate application for one 
OR in a new ASC to be developed in Garner.  The following methodology describes the 
assumptions DUHS utilized to project surgical utilization for the approved Duke Health Green Level 
ASC facility, including the proposed two additional ORs. 
 
For information purposes, on September 27, 2018 DUHS received CON approval to relocate four 
existing ORs from DASC and develop a new ASC in Durham County (CON Project I.D. #E-11508-18).  
This project, referred to as Arringdon ASC, is under development and is scheduled to open in the 
fall of 2020.  Duke Health Green Level ASC will not result in any unnecessary duplication of services 
in the applicable service area (i.e., Wake County).  The need for Duke Health Green Level ASC is 
complementary to but independent of the need to develop Arringdon ASC.  As described in the 
following methodology, DUHS has considered and accounted for the projected shift of ambulatory 
surgical cases from DUHS facilities to Arringdon ASC.  The great demand for DUHS surgical services 
supports development of both Arringdon ASC, Duke Health Green Level ASC and Duke Health 
Garner ASC. 
 
Please note the DUHS fiscal year is defined as July 1 – June 30.  Subsequent references to fiscal 
year or “FY” are based on the DUHS fiscal year. The first three years of the proposed project 
include FY2025, FY2026, and FY2027. 

 
 

Step 1:  Review Historical DUHS OR Cases 
 
Section C.3.4 provides a five year summary and discussion of surgical utilization at DRAH. Please 
see Section C.3.4 for DUHS’s discussion of the need patients have for the proposed ORs at Duke 
Health Green Level ASC.  
 
Specific to the assumptions and methodology for projecting surgical cases during the first three 
years of operation at Duke Health Green Level ASC, DUHS relied on recent surgical utilization 
during FY2018-FY2020 (annualized). Please refer to the following table. 
 

Duke Raleigh Hospital 
Inpatient and Outpatient Surgical Cases, FY2018-FY2020 

 

 FY2018 FY2019 FY2020* 2-YR CAGR 
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Inpatient Cases 3,395 3,640 3,782 5.5% 

Outpatient Cases 11,349 11,540 11,601 1.1% 

Total Cases 14,744 15,180 15,383 2.1% 
*Annualized based on eight months data (July-Feb) 
Reflects surgical cases performed in DRAH ORs and procedure rooms. 
Source: DUHS Internal Data 

 
DRAH inpatient surgical cases increased by a CAGR of 5.5 percent from FY2018-FY2020.  DRAH 
ambulatory surgical cases increased by a CAGR of 1.1 percent during FY2018-FY2020.   
 
Consistent with its methodology for the approved Duke Health Green Level ASC facility, DUHS 
projects a portion of ASC-appropriate ambulatory surgical volume will shift from DUH to Duke 
Health Green Level ASC.  The following table summarizes recent historical utilization at DUH. 
 

Duke University Hospital 
Inpatient and Outpatient Surgical Cases, FY2018-FY2020 

 

 FY2018 FY2019 FY2020* 2-YR CAGR 

Inpatient Cases 17,192 17,663 17,898 2.0% 

Outpatient Cases 23,743 23,680 24,428 1.4% 

Total Cases 40,935 41,343 42,326 1.7% 
*Annualized based on eight months data (July-Feb) 
Reflects surgical cases performed in DUH ORs and procedure rooms. 
Source: DUHS Internal Data 

 
 
DUH inpatient surgical cases increased by a CAGR of 2.0 percent from FY2018-FY2020.  DUH 
ambulatory surgical cases increased by a CAGR of 1.4 percent during FY2018-FY2020.  DUHS notes 
that due to prolonged capacity constraints, the growth potential for DUH’s ambulatory surgery 
cases has been suppressed.  In fact, DUH received CON approval to develop two (2) additional 
ambulatory surgery ORs at Duke North Pavilion (CON Project I.D. #J-11631-18).  Development of 
the Duke Medical Pavilion and renovations to existing operating rooms completed in FY2018, in 
combination with the approved addition of inpatient bed capacity previously approved and under 
development and targeted faculty recruits planned through an expansion of the clinical faculty 
within the School of Medicine, will contribute to ongoing and increased surgical demand at DUH. 
 
As described in Section C.3.4, FY2020 surgical cases in the previous tables reflect annualized 
utilization based on July 2019-February 2020 data. On March 20, 2020, North Carolina’s Secretary 
of the Department of Health and Human Services requested that effective March 23, 2020, all 
hospitals and ambulatory surgery centers suspend all elective and non-urgent procedures and 
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