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Re: Comments of Wake Forest University Baptist Medical Center Responding to
Novant Health, Inc.’s Petition to the State Health Coordinating Council to Delete
or Revise SMFP Policy AC-3

Dear Sir or Madam:

This letter is submitted on behalf of Wake Forest University Baptist Medical Center (WFUBMC)
and its component institutions, to offer comments in opposition to the Petition filed by Novant
Health, Inc. with the State Health Coordinating Council, seeking to delete or revise Policy AC-3
contained in the State Medical Facilities Plan, which provides that certain CON applications filed
by Academic Medical Center Teaching Hospitals are exempt from the need determinations in the
SMEP, provided those applications meet specific conditions related to their academic and
research missions. '

WFUBMC believes that Novant’s Petition is an untimely effort to find a new forum to air its
opposition to a the CON Section’s approval of a Policy AC-3 CON application filed by North
Carolina Baptist Hospital (NCBH), which is currently under appeal in the Office of
Administrative Hearings.

Policy AC-3 is essential for NCBH and the other Academic Medical Center Teaching Hospitals
(AMCs) to fulfill their obligations to train the next generation of physicians, many of whom
ultimately work for and with the AMCs’ competitors. In 2009 alone, Wake Forest University
School of Medicine had over 479 medical students, and there are 494 medical residents, four
dental residents, and 120 medical fellows in the accredited Graduate Medical Education
programs. WFUBMC finds it ironic that Novant would seek to limit the ability of NCBH and
the other AMCs to adequately train those future physicians. '

For these and the other reasons discussed in more detail below, the Petition should be denied.

Wake Forest University Health Sciences
North Carolina Baptist Hospital

Medical Center Boulevard » Winston-Salem, North Carolina 27157
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BACKGROUND

WFUBMC is an integrated health care system that operates 1,230 acute care, rebabilitation, long-
term, and psychiatric care beds, outpatient services, and community health and information
centers. The Medical Center’s component institutions carry out a joint mission of patient care,
education, research and community service. WFUBMC’s two main components are NCBH and
Wake Forest University Health Sciences (WFUHS), which includes the Wake Forest University
School of Medicine and Wake Forest University Physicians.

NCBH is one of four Academic Medical Center Teaching Hospitals in the State of North
Carolina, as that term is defined in SMFP Policy AC-3, along with Duke University Health
System, UNC Hospitals and Pitt County Memorial Hospital.

AMCs play an essential role in supporting the teaching, research, and patient care missions of the
academic medicine community. As the one the state’s four AMCs, NCBH is obligated and
required by its accrediting bodies to train future physicians, nurses, and allied health
professionals in modern facilities using state-of-the-art technology. NCBH’s academic and
training missions have long been a key component of its identity, and in order to keep pace with
the responsibility to continue training the country's future leaders, investments in state of the art
technology and facilities are imperative to support this mission. '

Today, Wake Forest University School of Medicine, which is located on the WFUBMC campus,
occupies a firm position among the best medical schools in the United States. The desire to teach
excellence in clinical medicine, promote strong clinical and basic research, render exemplary
patient care, and stress service to the community has contributed to the tremendous growth
occurring at WFUBMC.

DIFFERENCES BETWEEN AMCS AND OTHER HOSPITALS IN NORTH CAROLINA

AMCs in North Carolina have the following attributes that differentiate them from all of the
other hospitals in the State:

e Higher case mix - The AMCs attract patients who require care of complex conditions that
result in a higher case mix index. As an AMC, NCBH serves a much higher acuity level
of patients than other regional health care providers and is a major tertiary/quaternary
referral center that provides specialty and subspecialty care such as orthopedics/sports
medicine, trauma and burn, diagnostic neurology, neonatal and perinatal medicine, and
oncology services. As noted below the four AMCs in North Carolina have a combined
case mix index of 1.70 versus 1.23 for all other hospitals. This demonstrates that the
patients served at AMCs are sicker and often require more intensive services.
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“Case Mix Index 2005 2006 2007 2008 2009
NC Baptist 170 174 174 174 1.79
Duke University 176 1.81 175 1.83 1.86
UNC Hospitals 143 146 142 143 150
Pitt County 142 158 158 156 1.63
AMC avg. 159 1.65 1.62 164 1.70
Non-AMC avg, .14  1.15 116 120 1.23
All NC hospitals 120 122 122 126 130
Forsyth Med. Citr. 126 120 122 126 1.29

See attached chart, Exhibit 1 hereto, for more detail.

o Approved residency program - Bach of the four AMCs has residency programs accredited
by the Office of Graduate Medical Education. In addition, each of the four AMCs
affiliates with community hospitals of the State to bring this valuable resource to multiple
communities. WFUBMC has a strong commitment to provide continuing medical
education in the western region of North Carolina, and provided a total of 125 grand
rounds last year for approximately 1, 016 physician participants for regional community
hospitals in North Carolina.

e On-site medical school - Each of the four AMCs in North Carolina has an accredited
medical school on the same campus as their Medical Center, which serves to provide an
optimal balance of classroom teaching, clinical care, and research in one location. This
ensures maximum availability to both students and patients at all times. The Wake Forest
University School of Medicine’s mission is to improve the health and well-being of all
people by cultivating the discovery, teaching and applications of biomedical knowledge.
U.S. News & World Report currently ranks NCBH among the nation's best in eight
categories, which would not be possible without the on-site Medical School:

e Cancer e FEar, Nose & Throat

e Gynecology o Heart & Heart Surgery

¢ Kidney Disorders ¢ Neurology & Neurosurgery
¢ Pulmonology e Urology

Through its partnership with Wake Forest University School of Medicine, North Carolina
Baptist Hospital is able to provide highly specialized services, treatments and access to
cutting edge research that can only be provided in an AMC setting. As an example,
WEFUBMC is home to the Institute for Regenerative Medicine. The Institute for
Regenerative Medicine was the first in the world to successfully implant a laboratory
grown organ into humans and today is working to grow more than 22 different organs
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and tissues. In addition, since 1970 WFUBMC has continuously been designated by the
National Cancer Institute as a Comprehensive Cancer Center. This designation
recognizes excellence in cancer research, teaching and clinical care. Through this
comprehensive program we are able to offer innovative procedures not offered elsewhere.
For example, we are one of the world’s largest providers of Intraperitoneal Hyperthermic -
chemotherapy and one of only two providers in the State that offer gamma knife
treatments for brain fumors,

Major Research Focus - In the case of research, an enormous amount of clinical and
translational research is conducted at NCBH and the same is true for the other three

"AMCs. This mission is essential for the continued development of the Wake Forest

University School of Medicine, its departments, and faculty. In fact in 2009, WFUBMC
received more than 270 grants from the National Institutes of Health worth approximately
$103,073,147 for research grants, training and fellowships.

Large Multi-County/Qut-of-State Service Area - NCBH serves as a major referral center
for over 5 million residents in northwestern North Carolina and southern Virginia.

Referrals also are received from other parts of the State, as well as nationally and

internationally. These providers expect NCBH to be able to meet their patients’ needs in

specialty and sub-specialty care. Approximately 66% of the all patients for whom NCBH

provides healthcare services come from outside of Forsyth County, and the percentage is

much higher for some sub-specialties. The four AMCs serve the highest proportion of
patients outside of their home counties, which is indicative of their status as quaternary

referral centers in and outside of North Carolina. See supporting data, Exhibit 2 hereto.

REASONS WHY NOVANT’S PETITION SHOULD BE DENIED

NOVANT’S PETITION TO THE SHCC IS UNTIMELY

The SHCC should not consider any of Novant’s arguments at this time, because the Petition must
be denied as untimely. Because the SMFP provides that a Petition such as the one filed by
Novant should have been submitted to the SHCC no later than March 3, 2010, the SHCC should
not consider the Petition in regard to any adjustments to the 2011 SMFP.

- Chapter 2 of the 2010 SMFP identifies the procedures for seeking amendments and revisions to
the SMFP. That chapter provides, in pertinent part, as follows:

Petitions to Revise the Next State Medical Facilities Plan

Anyone who finds that the N.C. State Medical Facilities Plan policies or
methodologies, or the results of their application, are inappropriate may pefition
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for changes or revisions. Such petitions are of two general types: those requesting
changes in basic policies and methodologies, and those requesting adjustments to
the need projections.

Petitions for Changes in Basic Policies and Methodologies

People who wish to recommend changes that may have a statewide effect
are asked to contact the Medical Facilities Planning Section staff as early in the
year as possible, and to submit petitions no later than March 3, 2010. Changes
with the potential for a statewide effect are the addition, deletion, and revision of
policies or projection_methodologies. These types of changes will need to be
considered in the first four months of the calendar year as the "Proposed N.C.
State Medical Facilities Plan" (explained below) is being developed.

Petitions for Adjustments to Need Determinations

A Proposed N.C. State Medical Facilities Plan is adopted annually by the
North Carolina State Health Coordinating Council, and is made available for
review by interested parties during an annual "Public Review and Comment
Period." During this period, regional public hearings are held to receive
oral/written comments and written petitions. The Public Review and Comment
Period for consideration of each Proposed N.C. State Medical Facilities Plan is
determined annually and dates are available from the Medical Facilities Planning
Section and published in the N.C. State Medical Facilities Plan,

People who believe that unique or special attributes of a particular
geographic area or institution give rise to resource requirements that differ from
those provided by application of the standard planning procedures and policies
may submit a written petition requesting an_adjustment be made to_the need
determination_given_in _the Proposed N.C. State Medical Facilities Plan. These
petitions should be delivered to the Medical Facilities Planning Section as early
in the Public Review and Comment Period as possible, but no later than the last
day of this period.

2010 SMFP, pp. 9, 11-12 (emphasis added).

Thus, the SMFP provides that Petitions seeking to make a fundamental change in the SMFP
policies or need methodology must be submitted to the SHCC no_later than March 3, 2010.
Other petitions seeking to revise the adjustments made in the Proposed SMFP, may be submitted
after the Proposed SMFP is published.

Novant’s Petition was filed on August 2, 2010, after the Proposed 2011 SMFP was published.’
It indisputably seeks a change “with the potential for a statewide effect,” because it seeks the

! A portion of the Proposed 2011 SMFP is attached to Novant’s Petition as Exhibit H.
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deletion and/or revision of a policy contained in the SMFP. This request was submitted well
after the March 3, 2010 deadline. Therefore, the SHCC should deny Novant’s Petition on the
grounds that it is untimely and not appropriate for consideration in the 2011 SMFP.

ADDITIONAL REASONS SUPPORTING DENIAL OF NOVANT’S PETITION

Novant’s Petition also seeks to justify rescinding Policy AC-3 based on its assertion that:

1. The policy is no longer necessary, because health care has changed since its
implementation in 1983, and because AMCs do not need Policy AC-3 to address their
teaching and research needs;

2. It gives AMCs an unfair advantage; and

3. Ttis inconsistent with North Carolina’s health planning process.

These contentions are addressed below.

Need for Policy AC-3

Novant raises three points in support of its contention that Policy AC-3 is not needed: (1)
relatively few AC-3 CON applications are filed; (2) AMCs can file Petitions with the SHCC for
special need determinations; and (3) the CON law contains a provision exempting from CON
review new institutional health services to be used solely for research.

Rather than support its contentions, Novant’s first point demonstrates that Policy AC-3 is not
being abused by the four AMCs operating in the State. NCBH and the other AMCs have only
relied on the policy to address specific needs of the AMCs to follow their missions to educate
and train future physicians.

Below is a list of just some of the benefits of Policy AC-3:

e Ensures opportunities for training programs and_collaboration between the clinical
enterprise and the research and training missions of AMCs - Preservation of the policy
allows for the expansion of capital and the acquisition of technology when necessary to
support large increases in faculty, students and research. These increases can occur
outside of the timeline and availability of resources in the State Medical Facilities Plan
which can inhibit an AMC’s ability to serve its mission and purpose. AMCs must
provide state-of-the-art facilities and equipment to train tomorrow’s clinicians, whether
that be through training laboratories, simulation labs or at the patient’s bedside; in order
to accomplish this the appropriate facilities and resources must be planned and developed
to accommodate additional faculty and students, which are determined by AMC
leadership and not State Health Planners. Therefore, contrary to Novant’s assertion,
these needs cannot be met by petitions to the SHCC seeking a special need determination.
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For example, even if such a petition were granted, the delay in waiting until the following
year to file a CON application to meet that need would jeopardize the ability of the AMC
to fulfill the needs identified in Policy AC-3.

Ensures AMCs can meet the impending demands of healthcare reform - The recent
Healthcare Reform legislation is expected to provide coverage to an additional 32 million
people in the United States. However, there are serious concerns that there will not be
enough doctors to serve all of the people that will be covered. AMCs have continued to
see increases in their medical school enrollment and resident placements. Over the next
decade the biggest demand is expected to be for more primary care physicians. The
AMC s in North Carolina will have to ensure that the faculty and resources are in place to
train additional primary care physicians; these physicians are important components to
the medical home, chronic disease management and accountable care organization pilot
programs outlined in the Healthcare Reform bill.

Allows AMCs to accommodate the growing demand for clinical research ~ As noted
above, AMCs such as WFUBMC are at the forefront of medical research, In order for
new knowledge to be translated to main stream clinical practice it must first be
transitioned to the clinical arena. While the exemption provision in G.S. 131E-179 for
research activities is useful for projects where medical center faculty are conducting

-research activities which do not involve regular patient care, the statute prohibits those

resources from being used for clinical care, unless a CON is granted. It is not always
practical to designate resources and technology separately for exclusive clinical and
research use. This would be inefficient and cost prohibitive to the AMCs and prevent or
inhibit many effective patient studies that are comingled with a patient’s care plan.
Allows for adequate training tools for future physicians - One of the primary tools for
training medical students and residents is to involve them in the patient care process,
whether it be for primary care, surgery, or any of the myriad other specialties offered at
an AMC. This training is not just for patients who are participating in a research study,
but all patients being served in the AMC. Indeed, a resident who is trained only through
research-related patient studies likely would not be qualified to care for other types of
patients at the conclusion of his or her residency. Policy AC-3 allows AMCs to expand
those educational opportunities without being limited to non-clinical research projects.

Allegations of Unfair Advantage

Novant’s contention that AMCs have an unfair advantage really goes to the heart of its complaint
— it does not agree with the CON Section’s recent decision approving NCBH’s CON application
to expand surgery services under Policy AC-3. Indeed, on the first page of its Petition, Novant

admits

that its Petition was “prompted” by the NCBH application, and that the application

“illustrates how Policy AC-3 is subject to being misused.” WFUBMC strongly disagrees with
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Novant’s characterization of NCBH’s CON application and the CON Section’s Required State
Agency Findings approving that application.

The SHCC planning process is not the appropriate forum to litigate a CON Section decision.
North Carolina law clearly provides that such decisions are subject to appeal, and as noted in the
Petition, Novant has appealed that approval. If Novant’s position is correct, then NCBH’s
project will not be developed, and its concerns will have been addressed. However, whether
NCBH’s proposal should be developed should be a decided in the administrative appeal process
after a full contested case hearing, not in the SHCC based upon Novant’s self-serving
characterization of NCBH’s application and the CON Section’s decision.

Notwithstanding, NCBH feels that it must respond to some of the most self-serving allegations in
the Petition:

e In contending that the NCBH Application did not comply with the requirements of Policy
AC-3, Novant’s Petition quotes #wo lines of a letter contained in the Application from
William P. Applegate, M.D., President of WFUHS and Dean of Wake Forest University
School of Medicine, certifying that the project is “[n]ecessary to complement a specified
and approved expansion of the number of types of students, resident or faculty,” as
required in Policy AC-3. Novant also complains that the Application did not include a
recruitment policy, and therefore Dr. Applegate’s certification could not be independently
verified. Setting aside Novant’s unsupported questions regarding Dr. Applegate’s
truthfulness, his letter, a copy of which is attached as Exhibit 3, contains much more
information about the reasons why the service is needed than the Petition would lead one
to believe. The Application also contains letters from numerous other Wake Forest
University School of Medicine faculty members, confirming the need for the additional
ORs to accommodate faculty growth and to improve training opportunities.

e With regard to Novant’s contention that the NCBH Application failed to adequately
address the “20-mile” provision contained in Policy AC-3, the Petition seems to imply
that Novant or the other non-AMCs within 20 miles of NCBH are in a position to
perform the types of surgeries proposed in the NCBH Application. This representation
ignores the entire premise of the Application, which explained that:

The unmet need that prompted the development of the proposed project is the
continued and increasing demand for OR block time due to high growth in
current and future faculty recruitment of 80+ surgeons at NCBH, the
continued increase in the volume of ambulatory surgery and procedures
performed at NCBH, and the need to expand training programs for surgical
faculty, residents, fellows and nurses. (Petition Exhibit I, Agency Findings, p.
8.)
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The fact of the matter is, none of the other hospitals located within 20 miles of NCBH are
AMCs, and none have medical school faculty on staff or provide medical student or
residency training unless it is in conjunction with one of the AMCs. Other than Novant,
none of the hospitals within that 20-mile area have opposed the NCBH Application or
contended that they could meet the need for the services proposed in the Application.

e Novant contends that three operating rooms purchased by WFUHS from the Plastic
Surgery Center of North Carolina should have been used to meet the needs addressed in
the CON Application. However, those operating rooms cannot meet the research and
educational needs of NCBH, as explained to the CON Section. Further, those operating
rooms are not part of NCBH. As discussed below, the CON law does not require an
AMC to demonstrate existing and future utilization of other facilities. The CON Section
understands this fact and has consistently applied the law in this fashion.

The fact of the matter is, the NCBH Application contained extensive information regarding the
need for the proposed project, which is explained in detail in the Agency Findings attached to
Novant’s Petition. In addition, during the CON Section’s review of the NCBH Application,
NCRBH also addressed most of the written comments (attached to Novant’s Petition as Exhibit J)
raised by Novant about the Application in its Response to Comments filed with the CON
Section. A copy of that Response is attached as Exhibit 4.

The notion that AMCs are (and NCBH specifically is) abusing Policy AC-3 also is inconsistent
with Novant’s assertion that Policy AC-3 CON applications are rarely filed and therefore, the
policy is no longer needed. The AMCs cannot be abusing the policy if they are rarely relying on
it. In fact, NCBH has not regularly relied on Policy AC-3 in its CON applications. Prior to the
application which Novant has appealed, NCBH’s most recent Policy AC-3 CON application was |
filed in 2003, to acquire a 3.0T MRI scanner and a PET/CT scanner. See Required State Agency
Findings, Exhibit 5 hereto. Those Findings also belie the assertion on page 10 of Novant’s
Petition that “Policy AC-3 applications are rarely disapproved.” As shown in the Findings,
NCBH'’s Policy AC-3 CON application was disapproved. Novant is aware of this fact, as it filed
comments opposing the 2003 application and also intervened in NCBH’s contested case appeal
of the denial of its CON. That contested case ultimately was settled, and NCBH was approved
for the CON.?

These issues all were considered by the CON Section in its Findings, and are the subject of the
current contested case. NCBH anticipates that there will be extensive discovery in the case, as
well as a contested case hearing lasting well over a week. That is the proper forum for

2 Novant did not seek to amend the SMFP at that time, presumably because unlike NCBH’s most recent Policy AC-
3 CON application, it was satisfied with the CON Section’s initial decision.
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addressing Novant’s complaints, not a change in Policy AC-3 that would have statewide
implications which have no bearing on the dispute between Novant and NCBH in that case.

Alleged Inconsistency with North Carolina’s Health Planning Process

Contrary to Novant’s assertions, Policy AC-3 clearly is consistent with North Carolina’s health
planning process. As noted in Novant’s Petition, the policy has been in effect in some form for
over 27 years. It also is implicitly supported in the CON law. As the SHCC may be aware, the
CON Section has promulgated rules related to its review of CON applications for various
services. A number of those rules require the applicant to demonstrate that similar services
provided by existing and approved facilities in the applicant’s service area historically have met
specific utilization thresholds, and will continue to meet those thresholds after the proposed
project is developed. However, the General Assembly has exempted AMCs from the
requirements of these rules. Specifically, the CON law provides that:

(b) The Department is authorized to adopt rules for the review of particular
types of applications that will be used in addition to those criteria outlined in
subsection (a) of this section and may vary according to the purpose for which a
particular review is being conducted or the type of health service reviewed. No
such rule adopted by the Department shall require an academic medical center
teaching hospital. as defined by the State Medical Facilities Plan, to demonstrate
that any facility or service gt gnother hospital is being appropriately utilized in
order for that academic medical center teaching hospital to be approved for the
issuance of a certificate of need to develop any similar facility or service. 3

G.S. 131E-183(b). Thus, the General Assembly recognized that in the CON process, AMCs may
have needs related to a proposed service that cannot be met by other facilities, and determined
that an AMC need not take those other facilities’ utilization into account in order to demonstrate
the need for its proposal. Policy AC-3 is entirely consistent with this legislative determination.

REQUESTED ACTION

Novant’s Petition clearly is an effort to seek a new forum to challenge the CON Section’s
determination approving NCBH’s most recent CON application. If the SHCC seriously believes
that Novant’s contentions related to that application should be considered in making a
determination, then the SHCC and the Medical Facilities Planning Section must review the entire
application, as well as the other information the CON Section reviewed in making its
determination to approve the application. WFUBMC submits, however, that the SHCC should

3 The underlined portion was added to G.S. 131E-183(b) by the General Assembly in 1991. See Exhibit 6, 1991
Session Laws, C. 692, p. 1065, attached hereto.
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not become enmeshed in Novant’s appeal of the CON Section’s approval of NCBH’s Policy AC-
3 application, as that is neither the mandate of the SHCC nor sound health planning policy. '

As discussed above, Novant’s Petition to eliminate or revise the SMFP is without merit.
Furthermore, under the clear instructions contained in the SMFP, Novant’s Petition is untimely,
because it seeks the deletion or revision of a policy which will have statewide effect but the
Petition was not filed before the deadline for such petitions. Therefore, the SHCC need not and
should not consider Novant’s contentions, but should deny the Petition as untimely.

WFUBMC thanks the SHCC for its careful consideration of these comments.
Very truly yours,

WAKE FOREST UNIVERSITY BAPTIST MEDICAL CENTER

/M ) /e Y

John D. McConnell, M.D.
Chief Executive Officer

cc w/eng.: Members of the Acute Care Committee
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EXHIBITS TO WFUBMC RESPONSE AND COMMENTS

1. Case Mix Index — Inpatient Discharges from NC Hospitals
2. Inpatient Discharges from Outside Home County

3. Letter in NCBH Application from William P. Applegate, M.D., President of WFUHS and
Dean of Wake Forest University School of Medicine

4, NCBH Response to Comments filed with CON Section

5. Required State Agency Findings, Project LD. No. G-6816-03/ North Carolina Baptist
Hospital/ Acquire one 3.0T MRI scanner and one PET/CT scanner pursuant to Policy
AC-3 in the 2003 SMFP for radiation therapy treatment planning/ Forsyth County

6. 1991 Se_ssion Laws, C. 692, p. 1065
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Inpatient Discharges From Qutside Home County - All NC Hospitals
Federal Fiscal Year 2009 (Oct 1, 2008 - Sept 30, 2009) EXHIBIT

2

Percent From Quiside
Hospital Name From Home County Qutside Home County Total Home County
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Hospital Name From Home County Qutside Home County Total Home County
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EXHIBIT
WAKE FOREST 3

UNIVERSITY

HEALTH SCIENCES

. Office of the President William B. Applegate MD, MPH, FACP
President ,

Dean, Wake Forest University
School of Medicine

Jahuary 15, 2010

Craig Smith, Chief

Certificate of Need Section

Division of Health Service Regulation

NC Department of Health and Human Services
27014 Mail Service Center

Raleigh, NCH 27569%-2704

Re: Policy AC-3 Certification
Dear Mr. Smith:

The purpose of this letter is to certify that the expansion of ambulatory care surgical facilities on the
. North Carolina Baptist Hospital West Campus proposed in a certificate of need application to be
. submitted by North Carolina Baptist Hospital on January 15, 2010 is:

“Necessary to complement a specified and approved expansion of the number of types of
students, residents, or facuity”

With the support of North Carolina Baptist Hospital, the Wake Forest University Schoot of Medicine and
Wake Forest Health Sciences has begun an expansion of the clinical and research faculty within the
Division of Surgicai Sciences. The expansion is driven by four factors:

» The increasing specialization of clinical and surgical practices at academic medical centers

« The increasing involvement of faculty research, especially clinical trials involving new diagnostic,
surgical and therapeutic tools and techniques

¢ The increasing demand for surgical services

» The changing paradigms for surgical training

Over the last three years, we have successfully recruited 36 new clinical faculty within the Division of

Surgical Sciences, which has largely contributed to the operating room capacity issues on the NCBH

cémpus. The current number of surgeons practicing within the Division is 113; however, we now project

to add a total of 51 faculty in the Division of Surgical Sciences, including 39 clinical FTEs by 2020, Itis
. anticipated that by 2020 there will be a total of 193 surgical faculty within the Division of Surgical

Medical Center Boulevard | Winston-Salem, NC 27157 | p 336.716.4424 | 13364.716.3368
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Sciences. Pertinent to the expansion of surgical capacity on the West Campus, we anticipate significant
additions in the specialties essential to meeting the demands of our patients and research as outlined -
below:

Emergency | 4 7l 6 o 6 29 4 33
General 25 & 29 [3 0 ] 31 4 35
Hypertension . 0 8 8 0 2 2 0 10 10
Neurosurgery . 7 4 11 6 4 10 13 8 21
‘Ophthalmology 6| - 0 16 5 1 o 4 20 a1 20
ENT 11 1 12 3 1 4 14 2 16
Piastics & 4 10 3 3 6 a2 7 i6
Urstogy 8 3 11 3 2 8 14 5 18
Vascular 8 0 8 3 o 3 1 ol 1

In the recruitment of these additional facuity, the Wake Forest University School of Medicine will be
competing with its peers across North Carolina and the nation. We must be able to offer our facuity the
facilities, equipment and training essential to academic medical center practice in the 21% century or we
will not be competitive.

The expansion of the ambulatory surgery capacity and facilities on the NCBH West Campus will also
aliow the Wake Forest University School of Medicine to enhance the training and education of our
medical students, facuity and fellows. The simulation and robotics training rooms proposed on the West
Campus will simulate high-acuity conditions and utilize scenarios and associated instructor feedback to
provide a safe yet lifelike learning environment for students and faculty to acquire essential skilis
required in surgical care. There is a great need to expand our teaching facifities for our surgical residents
and medical students to ensure they have an appropriate environment to practice the fundamental skills
of operating outside the clinical field in a laboratory setting where operations can he simulated. NCBH
serves as a national training site for the National Training Robotics program and it is critical that Wake
Forest be able to continue to provide this program and meet the reguirements of the Accreditation
Council of Graduate Medical Education. NCBH will also seek future accreditation as a nationally '
accredited Institute of Robotic Surgery through the Society of Urologic Robotics Surgery.

. The expansion of the surgical capacity on the West Campus proposed in the certificate of need
application to be submitted January 15, 2010 is essential to the recruitment and retention of these new
faculty as well as our existing faculty. !therefore certify the proposed project as “Necessary to
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complement a specified and approved expansion” of the faculty of the Wake Forest University Health
Sciences. Thank you for your consideration of this letter. If there is further information | can provide,

please let me know.

Sincerely,

william B. Applegatgé, MD, MPH, MACP
President, Wake Forest University Health Sciences
Dean, Wake Forest University School of Medicine
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EXHIBIT

o Response to.Comments on North Carolina Baptist Hospital . 4
PROJECT ID # G-8460-10

NCBH Policy AC-3 OR CON Application

North Carolina Baptist Hospital (“'NCBH”) is responding to the comments made by Novant Health,
Ine. on the above-referenced application to acquire 7 incremental operating rooms, 2 procedure
rooms, one simulation. operating room and one robotic surgery training room.

Please note that in no way does NCBH intend for these comments 1o change or amend ifs
application which was filed on January 15, 2010. These responses are submitted fo rebut
comments submitted to the CON Section regarding the application. If the CON Section considers
‘any of these responses to be amending NCBH's application, those responses should not be
considered. ‘ '

Novant Comment: Novant contends that NCBH provides insufficient documentation and
explanation needed to demonstrate compliance with the SMFP Policy AC-3 Requirement for the
Necessity to Support an Expansion of Students, Residents or Faculty

e ~:NCBH Response: In its comments, Novant is in error when it suggests that CON Policy AC-3

o imposes a higher burden:of proof on academic medical centers than other providers. The fact is that
that the infent of this policy section is not to apply a higher burden of proof, but rather to apply a
different burden of proof for teaching hospitals. NCBH provided a letter from the Dean of the Wake
Forest University Medical School certifying the number of clinical and research faculty that are
currently practicing and those proposed to be recruited over the next decade. This alone would .
satisfy this requirement.

However, it should be noted that NCBH continually demonstrated throughowt its CON application
that the training Tequirements and surgical needs are unique to NCBH and could not currently be
served by the non-AMC providers in Forsyth or contiguous counties in about four different
Tocations throughout the CON application. Specifically, NCBH provided written documentation in
Section III (1) (a) regarding its status as the only academic medical center in western North
Carolina. It stated, “As an academic medical center, NCBH serves a much higher acuity level of
patients than other regional health care providers and is a major tertiary/quaternary referral center that
provides specialty and subspecialty care such as orthopedics/sports medicine, trauma and burm,
diagnostic neurology, neonatal and perij:latal medicine, and oncology services.”

With the scope of services offered at NCBH, it is absolutely essential to have capacity to meet the
highly specialized surgical needs of the patients in our 24 county service area. NCBH accepts
referrals from other health care providers within the service area, the state, as well as nationally and
internationally. These providers expect NCBH, regarded as a leader in innovative surgical
applications and research, to be able to meet their patient needs in specialty and sub-specialty care.

37 1



Response to Comments on North Carolina Baptist Hospital
PROJECT ID # G-8460-10
NCBH Policy AC-3 OR CON Application

Approximately 70% of the patients for whom NCBH provides surgical services for come from
outside of Forsyth County. For quantitative data and demonstration of this fact, please refer to the
patient origin tables on pages 70-77 of the CON application. In addition, please refer to the
response on page 64 of the CON application, question 2 in Section III as quoted below.

Document that the facility is needed at the proposed site as opposed to
ancther area of the service area.

Given the combination of facilities and services required to provide the surgical
services, simulation operating rooms, training facilities, equipmen, and the foct that
the resources are already in place at NCBH, the clinical model the Surgical Services
department has developed, and the deep involvement of Wake Forest University
researchers, NCBH has concluded that expanding the campus to accommodate the
outpatient surgery center on the NCBH campus would benefit our patients and their
families, our clinicians, and our researchers far more than establishing the expanded
OR and training capacity at another off-campus location. Since all Wake Forest
University Faculty provide clinies and have their offices housed on the NCBH
campus it would not make serise to relocate services off campus away from where
Ffaculty currently practice. '

In addition on page 80 of the CON application, NCBH states that it “serves a unigue patient
population by functioning as the regional referral facility for tertiary, quaternary care. The extremely
high acuity levels of tertiary care patients require a facility that has intensive resources, medical
expertise and staffing in order to provide appropriate care. According to NC Hospital Association
data, NCBH has one of the highest Case Mix Severity Indexes of any acufe care hospital in the State.”

As also noted in the NCBH application discussion of alternatives, the location of the proposed OR
project was chosen on the NCBH campus as opposed to any off-site location. This is necessary
because the Wake Forest University faculty hold clinics and have academic responsibilities housed
o this campus and utilizing off-campus operating rooms would make these physicians less
efficient.

Novant Comment: Novant states the faculty recruitment plans “seem like a modest and
manageable rate of growth in surgical faculty that may also be offset by future retirements of
surgical faculty™.
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Response to Comments on North Carolina Baptist Hospital
PROJECT ID # G-8460-10
NCBH Policy AC-3 OR CON Application

NCBH Response: In the Policy AC-3 OR application, NCBH documented the fact that the project
is necessary to support a “specified and approved expansion” of the number of faculty at the
associated professional school. NCBH shared specifics of the WEUHS approved recruitment plans
by specialty and detailed the research and clinical effort of these incremental faculty. The
additional 39 clinical surgical FTE’s when added to the current 113 surgeons on staff represent a
35% growth in faculty and will create a significant need for additional OR capacity. This growth is
incremental to the continued volume growth that is experienced due to the recent facuity additions.

In its comments, Novant is in error when attempting to exclude certain incremental faculty from the
NCBH need calculations by deeming that they would not perform surgeries at the proposed surgery
center. The fact is WFUHS has not indicated that these additional surgeons would perform only
outpatient surgery. Furthermore, there is nothing in the NCBH application that would suggest that
only the West Campus OR need is being calculated. On the contrary, NCBH demonstrated a total
need for additional ORs, and then clearly documented the caseload that would shift to the proposed
outpatient setting. The surgical volumes generated by these additional faculty members would be a
mix of inpatient and outpatient cases, which is consistent with the methodology used by NCBH in
its volume projections.

The comments provided by Novant on the NCBH AC-3 application, are in erfor and attempt to
understate the need demonstrated by NCBH in various ways. In particular, the comments include
the following misrepresentations:

- Novant stated that 14 of the incremental surgeons would not perform procedures in the
proposed West Campus OR location and should therefore be excluded from any future need,
despite the fact that these surgeons will clearly increase overall NCBH OR caseload (p. 4
Novant comments). The fact is NCBH pointed out that the existing surgical suites are
operating at 110% utilization and the benefit of shifting much of the ambulafory surgical
procedures to the new facility would be to provide the space necessary for the new surgeons
to have surgical time in the inpatient ORs.

- Novant believe that potential retirement of current faculty should reduce the future FTE
additions despite the fact that the historical growth rate would obviously account for any
routine atfrition (p. 4 Novant comments).

- Novant suggests that NCBH should plan for 1 additional FIE each for Plastics, General,
Vascular, Urological and ENT surgeons, for a total of 5 additional surgeons, resulting in a
need for 4 ORs despite the fact that 39 incremental surgeons are proposed as detailed in the
application (p. 5 Novant comments).

. Novant declared that it would be more appropriate to request and build enough ORs for 2.5
new surgeons each year, despite the fact that this approach would add cost to the project due
to the inefficiencies of revising construction plans on an annual basis (p. 5 Novwarit
comsments). :

- Finally, Novant stated that this application was flawed because it suggested that all of the
additional surgical faculty would perform only outpatient surgeries on the West Campus,
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Response to Comments on North Carolina Baptist Hospital
PROJECT ID # G-8460-10
NCBH Policy AC-3 OR CON Application

despite the fact that they clearly will perform inpatient and outpatient surgeries, substantially
increasing overall need for incremental surgical capacity at NCBH (p. 5 Novant comments).

Novant’s comments are in error, misrepresent the facts of the application and ignore prudent heaith
planning. NCBH clearly documents the specified and approved incremental WFUHS faculty that
support the need for this OR expansion under Policy AC-3.

Novant Comment: Novant makes several comments regarding the NCBH surgical growth rates
used in the NCBH Application. : '

NCBH Response: Novant is in error when it states that there must have been a rapid decrease in
inpatient and outpatient surgical case volumes for the last quarter of FFY 2009, which is inaccurate
and represents a misunderstanding of growth rate comparisons. There were in fact several errors
found in FMCs comments beginning on page 8.

The facts are that when using surgical volumes reported in NCBH License Renewal Applications,
the compound annual growth rate (CAGR) for FFY 2005-FFY 2009 is actually 3.0% for inpatient
surgical cases and 4.5% for outpatient surgical cases, not .8% for inpatient cases as reported in the
FMC comments. In error, FMC used the annual growth rates for FFY 2008-FFY 2009 as the CAGR
for FFY 2005- FFY 2009. See the corrected tabie below:

Corrected NCBH Annual Surgical Growth

CAGR
FFY 2005
FFY FFY FFY FFY FFY -FEY
NCBH 2005 2006 2007 2008 2009 2008
Inpatient Cases 11,847 11,900 12,208 13,251 13,357 3.0%
Annual
Growth Rate $.4% 2.6% 8.5% 0.8%
Ambulatory Cases 15,656 15,842 {1 16,717 17,999 18,693 4.5%
Annual :
Growth Rate 1.2% 5.5% 7.7% 3.9%

Source: NCBH LRA

By utilizing fiscal year data, Novant contends that NCBH actually overstated the historical inpatient
growth rate. In the NCBH application we reported a CAGR of 2.10%. The Novant comments
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include a lengthy discussion and analysis of which data period and which growth rates if suggests
‘should have been used by NCBH. Many of these comments are incorrect, and the resulting
conclusions are not logical. For example, Novant claims that the rate of growth since the end of FY
2009 must have “dropped precipitously” in the last quarter of 2009. It should be noted that when
comparing two different twelve month timeframes, the number of cases will never be the same. .
From July 2008 — June 2009, NCBH OR case volumes totaled 32,129, For the twelve months from
October 2008 — September 2009, NCBH reported OR case volumes of 32,050, The variance
between the lotals is 79 cases; a mere 79 cases does not have a material impact on NCBH’s
application as Novant suggests. Please refer to the table below to demonstrate the difference:

NCBH Annual Surgieal Growth Comparisen

NCBH FY 2009 FEY 2009 § Difference
Inpatient Cases 13,446 13,357 §9
Ambulatory Cases 18,683 | 18,693 -10
Total 32129 32,056 79

Tt is important to consider that volumes will fluctuate from period to period and therefore growth
rates can change simply due to the math involved. Because financial projections and volume
projections were being completed on an NCBH fiscal year period, NCBH felt it was most '

appropriate to use a growth rafe calculated on 2 consistent fiscal year basis.

Novant states in error on page 8 of its comments that “two years of data, such as that used by
NCBH on pages 46 and 55 of its application, is not typically enough to establish a trend o1 a reliable
growth rate for use in estimating future surgical cases...”. It is ciear from Novant’s analysis that
they did not read or understand NCBH’s methodology for developing interim and project year
growth rates. The fact is that NCBH’s growth rates, as demonstrated in the table below, were
developed utilizing a combination of quantitative and qualitative data: :

GROWTH RATE

P oP
Interim Years 4.50% 5.00%
Project Years 5.00% 5.50%

The fact is NCBH stated clearly on page 54 of its CON application that broad based planning
discussions took place to “address the issues the Division of Surgical Sciences were experiencing

-
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as it relates to current OR capacity, block scheduling, the increased number of faculty and planned

- recruitment efforts.” The planning process and subsequent development of the mterim and project
year growth rates included a review of historical growth rates for surgical case volumes,
assessment of current and future capacity constraints and proposed growth methodologies to project
future OR demand. Population growth of our 19~county service area and the growth rates reported
in the Pediatrics ED and Cancer Center Expansion Certificate of Need applications were considered
as well. The projections were vetted through senior leadership and growth rates that reflected all of
these variables were developed (outlined on page 54 of the CON application).

In addition, on page 55 of the CON application, NCBH states that “using the historical growth rates
along with assumptions for future growth including primarily faculty recruitment, NCBH
calculated inpatient and outpatient surgical case volumes for FY 2010 through FY 2015 in the
following table utilizing an inpatient growth rate of 5% for the project years and an outpatient
growth rate of 5.5% for the project years.”

Novant Comment: Novant states that NCBH failed to acknowledge the recent purchase of Plastic
Surgery Center of North Carolina by Wake Forest University Health Sciences, which is responsible’
for teaching, research and physician clihical care.

NCBH Response: Novant is in error when contends that Wake Forest University Health Sciences
and NCBH are related entities. The fact is, Wake Forest University Health Sciences (“WFUHS") is
a legal entity separate from NCBH with no common parent organization and the boards of which
are distinct and separate with no crossover membership. No change in legal structure has taken
place that would alter this historical relationship for CON purposes. NCBH relied on the State CON
definitions provided in the rules to ensure that it was compliant with the application requirements,
and as such did not include an unrelated entity in its application. ' ‘

Plastic Surgery Center of North Carolina is owned by Wake Forest University Health Sciences
(WFUHS. As such these operating rooms are owned by WFUHS, and as noted by Novant in their
comments have not been used for NCBH surgical cases. Historically, the Department of Plastic
Surgery has not represented a substantial portion of the outpatient surgical activity identified m the
Top 20 CPT listing in the NCBH CON application. Based on discussion with WFUHS leadership,
any volumes that would be performed in these operating rooms would not have been historically
perforined in the NCBH operating rooms, and therefore would not impact the volume projections.
In addition, due to the off-campus location of these ORs, it would not be feasible to use them in
support of teaching needs. Based on these discussions, the Plastic Surgery Center of North Carolina
ORs are not a viable alternative for consideration nor was it appropriate for NCBH to include them
in its inventory of operating rooms. NCBH has no control of how these ORs are used and would

42 6



Response to Comments on North Carolina Baptist Hospital
PROJECT ID # -8460-10
NCBH Policy AC-3 OR CON Application

have no more control over their use than Novant would have over physicians on their medical staff
who may own surgical suites. ’

Novant Comment: Novant states on page 11 that volumes for the Davie County Hospital
Replacement project ORs were not taken into consideration.

NCBH Response: The fact is that the Davie County Hospital OR volumes were factored into the
growth projections. Please refer to the Rules Section and the response to 10A NCAC 14 C.2103
Performance Standard Requirements Table I1.7 on page 35 of NCBH’s CON application. NCBH
was very conscientious when developing its OR methodology to ensure that the future OR volume
for Davie County and Lexington Memorial Hospital were sustainable and mutually exclusive from
the volumes projected for the NCBH campus.,

Novant comment: Novant states on page 6 of its comments that the evaluation of need for ORs on
the NCBH campus should be adjusted for an additional two operating rooms that might be added to
the Forsyth County inventory under a demonstration project (applications proposed for a March 15,
2010 filing date).

NCBH Response: The fact is that the Single Specialty Demonstration Project approved in the 2010
State Medical Facilities Plan in no way anticipates in which county or which specialty of surgery
will be awarded the CON and it has not material impact on this application’s CON review. The
demonstration project covers both Guilford County and Forsyth County, and the resuiting approved
project may well be outside Forsyth County. Furthermore, there is a good chance that the
successful application will be one that has no impact on NCBH case volumes. And finally, the
CON is likely to be contested, putting the operational date of the ORs in question. Finally, NCBH
cannot not be expected to defer planning for OR services until the resolution of that CON
application process, while its affiliated surgical staff move forward with faculty expansion. It should
also be noted that this demonstration project cannot be legally considered by the Agency in this
review.

" Novant Comment: Novant states in their concluding comments that 2 less costly project, with a
significantly smaller compliment of new ORs and greater relocation of existing ORs seéems to be the
more reasonable course at this point in time.

NCBH Response: In its concluding comments, Novant notes that the last NCBH CON application
under SMFP Policy AC-3 was filed in May 2003. This is accurate, and proves that NCBH only
seeks approval under this policy when there is a strong need for a project to support research or
medical education. The fact is that as one of the state’s few teaching hospitals, NCBH has a
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responsibility to ensure adequate facilities to support its affiliated medical school. There are no
specific limits to the magnitude of investment that may be needed in support of an academic
medical center mission. In fact, Duke University was recently approved for $261,849,601 for a
Cancer Center expansion under an AC-3 exemption. Clearly, Novant’s suggestion that this $38
million request is excessive under the AC-3 policy is inaccurate and inapplicable. NCBH has
justified the need for the proposed ORs and the facility is appropriately sized to meet that need.
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EXHIBIT
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ATTACHMENT - REQUIRED STATE AGENCY FINDINGS

FINDINGS
C = Conforming
CA = Conditional
NC = Nonconforming
NA = Not Applicable

DECISION DATE: October 28, 2003

FINDINGS DATE: October 29, 2003

PROJECT ANALYST: Martha J. Frisone

CHIEF: Lee B. Hoffiman

PROJECT 1L.D. NUMBER: (G-6816-03/ North Carolina Baptist Hospital/ Acquire one 3.0T

MR scanner and one PET/CT scanner pursuant to Policy AC-3
in the 2003 SMFP for radiation therapy treatment planning/
Forsyth County

REVIEW CRITERIA FOR NEW INSTITUTIONAL HEALTH SERVICES

G.S. 131B-183(a) The Department shall review all applications utilizing the criteria outlined in this
subsection and shall determine that an application is either consistent with or not in conflict with
these criteria before a certificate of need for the proposed project shall be issued.

(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, operating rooms, or
home health offices that may be approved.

NC

North Carolina Baptist Hospital (Baptist) proposes to acquire a 3.0T
MRI scanner and a PET/CT scanner pursuant to Policy AC-3 in the
2003 State Medical Facilities Plan (2003 SMEP) for radiation therapy
(RT) treatment planning (i.e., simulation). In Section I1.1, page 24,
the applicant states

“NCBH proposes to purchase a General Electric Signa 3.0T
magnetic resonance imaging scanner [0 be used primarily as
a MRI-simulator for RT treatment planning. This system will
include the following features:
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o 3.0 Tesla system will perform whole body imaging using
a wide variety of pulse sequences.

s  Production of high resolution thin slices.

» Includes chemical-shift spectroscopy imaging.

e Radiation therapy simulation software, including CT-MRI
fusion sofiware and laser Iracking system for MRI
simulation.

NCBH also proposes to purchase a General Eleciric
Discovery ST PET/CT scanner to be used as a CT — simulator
and PET/CT simulator for RT treatment planning. This
system will include the following features.

High system sensitivity for both PET and CT.

o Large 70cm bore with short tunnel length (which is
optimal for radiation therapy patient positioning).

o 2-D and 3-D imaging capabilities.

o Four slice CT for thinner images also important for
radiation therapy planning and rapid attenuation
correction.

o Radiation therapy simulation software package, including
PET / CT fusion software and laser tracking system for
CT simulation. '

The proposed equipment will be located on the first floor of
the OQutpatient Comprehensive Cancer Center (OCCC), now
under construction on the WFUBMC campus.”

Construction of the outpatient cancer center was approved in Project
LD. #G-6376-01.

Policy AC-3 in the 2003 SMFP states

“Exemption from the provisions of need determinations of
the State Medical Facilities Plan shall be granted to
projects submitted by Academic Medical Center Teaching
Hospitals designated priov to January I, 1990 which
projects comply with one of the following conditions:
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(i)  Necessary to complement a specified and approved
expansion of the number or types of students,
residents or faculty, as certified by the head of the
relevant associated professional school,; or

(ii} Necessary to accommodate patients, staff or
equipment for a specified and approved expansion
of research activities, as certified by the head of
the entity sponsoring the research; or

(iii) Necessary to  accommodate  changes in
requirements of specialty education accrediting
bodies, as evidenced by copies of documents issued
by such bodies.

A project submitted by an Academic Medical Center
Teaching Hospital under this Policy that meets one of the
above conditions shall also demonstrate that the Academic
Medical Center Teaching Hospital’s teaching or research
need for the proposed project cannot be achieved
effectively at any non-Academic Medical Center Teaching
Hospital provider which currently offers the service for
which the exemption is requested and which is within 20
miles of the Academic Medical Center Teaching Hospital.”

By letter dated February 17, 1983, the Medical Facilities Planning
Section, DFS, notified Baptist that it is designated as an Academic
Medical Center Teaching Hospital.

Regarding a “specified and approved” expansion of the number or
types of students, residents or faculty, in Section I11.2, pages 65-
68, the applicant states .

“As a consequence of obtaining the proposed bioanatomic
imaging devices (PET /CT and MRI scanners to be used for
radiation therapy simulation devices), there will be an
expansion of education and training programs in three
areas: clinical oncology, radiation physics, and radiation
biology.
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o The Department of Radiation Oncology is submitting

an application to the National Institutes of Health in
response to PAR-03-083, ‘Institutional Clinical
Oncology Research Career Development Program’.
The Program trains physicians (primarily recent
graduates of radiation, medical, surgical or pediatric
oncology residencies/fellowships) to perform clinical
oncology research that develops and tests scientific
hypotheses in specified areas of cancer research.
The Program will be two to three years in length, and
we anticipate recruiting two to three individuals per
year for a maximum of 7 trainees at any given time. The
Program Director will be W. Robert Lee, M.D., Vice-
Chairman, Department of Radiation Oncology, and
Director of the Radiation Oncology Residency Training
Program.

e The Department of Radiation Oncology, Section of

Radiation Physics ... and Section of Radiation Biology

. will be submitting an application this summer for a
T32 Research Training Program Grant. ... The Grant
will fund pre-doctoral graduate students ... and post-
doctoral vesearch fellows ... in basic cancer research,
including translational research, (i.e., the movement of
laboratory discoveries into patient and population
research,) The main areas of training and research
will be as follows:

> Radiation Biology — two areas will be emphasized,
the development of novel strategies to combat
radiation resistance and the pathogenesis of
radiation-induced brain injury.

o Radiation Physics — four areas will be emphasized,
including multimodality imaging, tumor volume
determination, tumor control and normal tissue
complication probabilities, and radiation dose
distributions. ...

Pre-doctoral training will be two fo three years in length
and post-doctoral training will be two to three years in
length. We anticipate recruiting one to two individuals per
year for a maximum of 6 trainees at any given time. ...
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Please see the letter of support from William B. Applegate,
M.D., M.P.H. Dean and Senior Vice President for Health
Sciences attesting to the necessity of this project to
complement a specified and approved expansion of the
number or types of students, residents or faculty in Exhibit
[

Exhibit 9 includes an April 29, 2003 letter addressed to the President
and CEO of Baptist from William B. Applegate, M.D., M.P.H, Dean
and Senior Vice President for Health Sciences, Wake Forest
University School of Medicine, which states

“Because the application is being submitted under the
academic teaching hospital research exemption, I thought it
would be of benefit to expand on the superb opportunities for
oncology research and education that will be afforded to the
School of Medicine with the acquisition of this technology.

I have recently completed my annual review of all
departments and sections in the School, including the
Department of Radiation Oncology and the Sections of
Radiation Physics and Radiation Biology. Dr. Robert Lee,
Vice Chair of Radiation Oncology, is about to submit a K12
application to the National Institutes of Health and National
Cancer Institute to support clinical fellows in oncology, most
of whom will be in Radiation Oncology. The two (or three)
year fellowships will be thematically structured with one of
the major themes being bioanatomic radiation treatment
planning and treatment delivery. The gpplication has been
motivated by the anticipation of the acquisition of the MRI-
CT-PET simulators.  Furthermore, Drs. Dan Bourland
(Physics Section Head) and Mike Robbins (Radiation B iology
Section Head) are going to submit a T32 training grant to the
NIH/NCI later this summer lo support graduate and post-
graduate positions in Radiation Physics and Biology.”

Dr. Applegate is the “head of the relevant associated professional
school.” However, the letter does not demonstrate that any of the
proposed expansions of the number of students, residents or faculty
have actually been approved, as required by the policy. In particular,
the letter states that funding for the proposed expansion of students
has yet to be applied for, and thus has not been approved by the
National Institute of Health (NIH) or the National Cancer Institute
(NCI). Alternatively, the applicant does not demonstrate that an
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approval has been obtained to expand the number of students in the
event that the grant approvals are not obtained. Therefore, the
applicant failed to adequately demonstrate compliance with the first
condition in the policy.

~ Regarding a “specified and approved” expansion of research
activities, in Section I11.2, pages 68-69, the applicant states

“ds outlined in the discussion related to Criterion 1, each
of the three areas of training program expansion revolves
around research. Basic radiation biology and physics
research will be translated into clinical trials of safety
(Phase I studies) and efficacy (Phase II studies) as well as
randomized Phase I[II studies in which bicanatomic
treatment planning approaches are compared to standard
methods. Conduct of these Phase I, I, and Il clinical
trials will be facilitated by the Clinical Research Program
of the Comprehensive Cancer Center of Wake Forest
University. ... At any given time, the Cancer Center has
approximately 50 investigator-initiated studies open, which
accrue approximately 600 patients year per year.
Financial support for the clinical trials will come from the
Cancer Center, grants from the National Cancer Institute
and similar NIH funding agencies, non-profit associations,
foundations, and societies, and industry-.... For example,
Varian now sponsors research in bioanatomic imaging and
treatment with Dan Bourland, Ph.D. as principal
investigator. A letter of support from Varian documenting
their commitment to research sponsorship is included in
Exhibit 17."

Exhibit 17 includes a May 2, 2003 letter signed by the Manager,
Research Partnerships, Varian Medical Systems, Oncology Systemns,
which states

“Varian Medical Systems enthusiastically and fully supports
the CON application by North Carolina Baptist Hospital
(NCBH) for two radiation treatment planning simulator
devices that use advanced imaging: 1) an MR-Simulator and
2) a PET-CT-simulator. ...

The acquisition and installation by NCBH/WFUHS of the
MR-simulator and PET-CT-simulator is essential to the
development of a strong and long-term collaboration in the
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area of bioanatomic imaging and freatment. In support of
this promising educational and research initiative, Varian
Medical systems currently sponsors the WFUHS Department
of Radiation Oncology with a research grant of $150,000 per
year. This grant, titled Bioanatomic Radiation Treatment for
Brain and Lung, is directed by J. Daniel Bourland, PhD,
Associate Professor and Head, Physics Section. ...

Future funding of bioanatomic research at WF UHS is
anticipated as subsequent research projects are proposed by
Dr. Bourland and his faculty.”

Varian Medical Systems is finding current research performed by the
Department of Radiation Oncology. However, the letter does not
document that an expansion of this research has been approved by
Varian Medical Systems and that the proposed equipment is needed
for that expansion, Further, the applicant did not document that NIH
or NCI kave approved grants to fund any proposed research in this
area. Therefore, the applicant did not adequately demonstrate that the
proposed MRI and PET/CT scanners are “Inlecessary to
accommodate patients, staff or equipment for a specified and
approved expansion of research activities, as certified by the head
of the entity sponsoring the research” as required by Policy AC-3.
{(Emphasis added.)

With regard to the requirement to demonstrate the teaching or
research need cannot be achieved at a non-academic medical center
teaching hospital, in Section I1.1, pages 25-26, the applicant states

“While MRI and PET scanners exist in non-teaching
hospitals, appropriate and optimal use of the proposed MRI
and PET/CT scanners as radiation therapy simulation and
bioanatomic treatment planning devices is not possible in a
non-teaching setting for the following reasons:
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Most non-teaching hospitals do not have PET or PET/CT
scanners . The CT component of the PET / CT scanner is
essential for image co-registration, that is, the precise
superimposition of anatomic CT images with anatomic
MRI and PET images and biologic MRI spectroscopic
and PET images/information. The CT component also
provides rapid attenuation correction.

Most non-teaching hospitals do not have volume of
patients or resources to justify the ancillary equipment
and software necessary to perform MRI spectroscopy.
Non-teaching hospitals with MRI spectroscopy, are
limited to single-voxel spectroscopy, which is adequate
for qualitative diagnostic information. The 2-dimensional
and 3-dimensional quantitative biologic information
needed for bioanatomic radiation therapy treatmen!
planning are not currently provided in the non-teaching
hospital setting.

To perform the full range of bioanatomic imaging with
PET, there must be a capability to synthesize a wide
variety of radiopharmaceuticals other than standard
FDG-18 (e.g, C-11 methionine and thymidine for
proliferation imaging, F-18 misonidazole for hypoxia
imaging, and others). To synthesize these specialized
imaging agents, a cyclotron and radiochemicals to
develop and implement safe processes for quality
assurance is needed.  There are no non-teaching
hospitals in North Carolina that have a cyclotron. They
rely on vendors or teaching hospitals like Wake Forest
that have their own cyclotron to purchase FDG-18."

A multidisciplinary team of physicists and physicians is
necessary to ufilize the anatomic and biologic
information from MRI and PET/CT scanners for
bioanatomic radiation therapy simulation, treatment,
planning, and freatment delivery. This includes
subspecialized physicists, including diagnostic radiology
physicists specializing in MRI and PET physics, and
radiation oncology physicists specializing in molecular
imaging and treatment planning. It also includes
subspecialized physicians, including disease-site oriented
diagnostic radiologists (in CT, MRI), nuclear medicine
radiologists (in PET), and radiation oncologists. ... The
number and diversity of individuals involved and the
integration of multiple disciplines would be difficult to
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recruit and maintain in a cost-effective manner in a non-
teaching hospital.”

In addition, in Section 111.2, page 64, the applicant states

“the project cannot be implemented through the use of MR
and PET/CT scanners at other facilities within 20 miles of
Winston-Salem. In fact, the proposed equipment with both
the MRI and PET/CT simulation modules are not available
anywhere in the State of North Carolina at the present time.”

There are no existing or approved PET or PET/CT scanners located
within 20 miles of Baptist. Therefore, there is no other facility in the
designated area that could meet the teaching or research need for the
PET scanner at this fime. However, the applicant makes only general
and unsupported statements regarding the ability of other hospitals to
meet the teaching or research need for the proposed MRI scanner.
The applicant fails to identify the hospitals, located within 20 miles of
Baptist, that currently offer MRI services. Further, the applicant fails
to document that these hospitals cannot effectively meet the research
need for the proposed MRI scanner. For example, the applicant fails
to document that the research need for the proposed MRI scanner
cannot be effectively met using the existing MRI scanner located at
Forsyth Medical Center (FMC), which is Jocated less than two miles
from Baptist. Particularly since FMC currently serves as a clinical
training site for Wake Forest University School of Medicine residents
and is a tertiary hospital.

In summary, the applicant did not adequately demonstrate that the
acquisition of the MRI or PET/CT scanner is consistent with Policy
AC-3 in the 2003 SMFP.  Therefore, the application is
nonconforming with this criterion.

Repealed effective July 1, 1987.
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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.

NC

Baptist proposes to acquire a 3.0T MRI scanner and a PET/CT
scanner for radiation therapy (RT) treatment planning (ie.,
simulation). Baptist currently owns and operates one PET scanner,
five MRI scanniers, one CT simulator and one conventional simulator.
The applicant proposes to replace the existing CT simulator with the
proposed PET/CT scanner. Thus, upon completion of the project,
Baptist would own and operate one PET scanner, six MRI scanners
(one used for simulation), one PET/CT scanner (used for simulation)
. and one conventional simulator.

Population to be Served
In Section I1L.5(d), page 83, the applicant states

“NCBH currently has the capability to perform conventional
and CT simulation procedures for treatment planning within
its Department of Radiation Oncology. Projected patient
origin for the proposed equipment is projected to be very
similar to the existing patient origin.”

The following table illustrates current patient origin for radiation
oncology services and projected patient origin for the proposed MRI
and PET/CT scanners, as reported by the applicant in Section IIL4(b),
pages 74-76, and Section IL.5(c), pages 78-83.
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COUNTY ) % OF FOTALPATIENTS
CURRENT . ..FROJECTED
RADIATION PropOSED MRI
ONCOLOGY & PET/CT
SCANNERS

Forsyth 24.5% 24.5%
Davidson 11.5% 11.5%
Surry : 6.2% 6.2%
Guilford 5.8% 5.8%
Wilkes 4.6% 4.6%
Catawba 3.3% 3.3%
Iredell 2.8% 2.8%
Rowan 2.6% 2.6%
Stokes 2.6% 2.6%
Yadkin 2.5% 2.5%
Randolph 2.4% 2.4%
Davie 1.8% 1.8%
Campoll, VA 1.1% 1.7%
Henry, VA 1.6% 1.6%
Rockingham 1.4% 1.4%
Caldwell 1.3% 1.3%
Burke 0.8% 0.8%
Grayson, VA 0.8% 0.8%
Pafrick, VA 0.8% 0.8%
Alleghany 0.7% 0.7%
Ashe 0.6% 0.6%
Gaston 0.4% 0.4%
Mecklenburg 0.3% 0.3%
Walauga 0.3% 0.3%
Alexander 0.2% 0.2%
 Piitsylvania, VA 0.2% 0.2%
Other NC and VA Counties ¥ 15.1% 15.1%
Other States 3.2% 3.2%
Total 100.0% 100.0%

(1) The applicant identifies the other North Carolina counties in Section HL4(b),
pages 74-76, and Section ITL5(c), pages 78-83. The percentage of total patients
from any one of these counties is 1% or less.

The applicant adequately identifies the population it proposes to
serve.

Need for the Proposed MRI and PET/CT Services

In Section IL.1, pages 17-27, the applicant describes the proposal and
explains why it believes the proposed MR1 and PET/CT scannets are
needed as follows.
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“This application is for a GE Signa 3T magnetic resonance
imaging (MRI) scanner and a GE Discovery S1-8 computed
fomographic positron emission tomography (PET/CT)
scanner to be used as radiation therapy (RT) simulation
devices. Simulation is the initial step and most essential
component of the treatmeni planning process necessary 10
accurately administer radiation therapy for cancer (and
certain benign diseases). ... Therefore, accurate definition
of the target volume, (i.e., the areas of gross and microscopic
involvement of cancer), is essential to achieving local tumor
control and a cure. Prior to CT and MRI scanners, target
volume definition for RT was crude ... CT and MRI began
the era of so~called anatomic RT treatment planning. CT has
the advantages of being able to image the soft tissues of the
neck, visceral structures and other soft tissues of the chest,
abdomen, pelvis, and bone cortex with high resolution. MRI
is complementary to CT and provides high resolution images
of the brain, spinal cord, spine, muscles, and internal
structure of the bones. ... CT scanners adapted specifically
for the RT treatment process are called ‘CT-simulators’ and
are now common place in most modern radiation therapy
departments.

MRI-simulators are less common except in large radiation
oncology departments in medical centers where high volumes
of diseases best imaged by MRI are treated with radiation
therapy. The application of MRI and PET/CT to simulation
in treatment planning is relatively recent. ...

In 2000, the Duke University Medical Center Department of
Radiation Oncology applied for and oblained an MRI
scanner to be used as a MRI-simulator, the first and only
knmown instance of this in North Carolina. The proposed
project would introduce for the first time in North Carolina,
an R/F (existing), MR and PET/CT simulator within the same
Department of Radiation Oncology.”

In Section IIL.1(a), pages 56-63, the applicant states
“NCBH has identified the following areas of unmet need that

necessitate the inclusion of each of the proposed project
COMPORnENIs ...
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Molecular and Biclogic Imaging

Advanced imaging modalities that better show tumor
anatomy and demonstrate tumor biology are needed for
radiation therapy treatment planning and delivery in order to
improve the local tumor control rate, increase the cure rafe,
decrease  treatment-related-side-effects, and reduce the
overall burden of cancer. ... Molecular imaging provides
three~dimensional information about cancer that cannot be
provided by non-invasive methods like CT and MRI, or by
invasive approaches such as histopathologic analysis such as
biopsy or surgical resection. Examples of molecular imaging
include magnetic resonance spectroscopy and positron
emission tomography. ...

Current Imaging Modalitics Do _Not Adequately Image
Tumor Anatomy

Magnetic resonance spectroscopy is a biochemical analysis
of a region (called a voxel) of tissue otherwise imaged by a
conventional MRI scan. ... Unlike MRI, which produces
high resolution anatomic images, MRS generates chemical
spectra that reflect the quantity of certain metabolites in
novimal and cancerous tissues. MRS can detect the presence
of cancer in structures and tissues that appear anatomically
normal on MRI, and conversely can disprove the presence of
cancer of structures/tissues that are anatomically abnormal
on a MRI scan. Therefore, MRS and MRI are complementary
imaging modalities. ...

Positron emission tomography is a method of measuring
metabolic, biochemical, and functional activity in living
tissue via electronic detection of short-lived positron emitting
radiopharmaceuticals. PET is able to detect the presence of
cancer for wnearly all human fumors .., often when
conventional anatomic CT' or MRI images appear normal.
PET and MRS are complementary imaging modalities, and
both are emerging as important imaging technologies for
radiation therapy treatment. ...
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Current Imaging Modalities Do Not Image Tumor Biology

Presently, the radiation therapy treatment planning process is
entirely anatomically based on either CT or MRI scans.
Tumor biology is completely ignoved. It has been known for
nearly three decades that certain biologic characteristics of
tumors, such as hypoxia, arve associated with radiation
resistance. The dose of radiation needed to kill a hypoxic
cancer cell is three-fold greater than that needed to kill an

oxic one. .. PET using the radiopharmaceutical F-18
misonidazole is one method of non-invasively imaging tumor
hypoxia. ... Hypoxia is quite common in human tumors.

The implication for radiation therapy is two-fold. First, areas
of hypoxia should receive up fo 3 times more radiation dose
than non-hypoxic regions. Using the combination of PET
and MRS, the degree of hypoxia for a given tumor can be
defined, and radiation dose then administered in proportion
10 the degree of hypoxia. ... Second, patients with hypoxic
tumors might benefit from the administration of drugs ... that
increase the likelihood that a hypoxic cancer cell will be
killed by a given dose of radiation.

Another method of intensifying radiation dose besides
intensity modulated radiation therapy (IMRT) is with the use
of Gamma Knife stereotactic radiosurgery (SRS). ...

Future Demand for Bioangtomic Radiation Therapy
Treatment Planning

We believe the combination of anatomic and biologic
imaging of cancer for radiation therapy treatment planning
using MRI, MRS, and PET/CT will become the new standard
of care for all patients with potentially curative cancer in
whom radiation will play a role in their management.
Bioanatomic imaging better defines the extent of gross and
microscopic tumor, facilitates selective radiation dose
escalation with techniques such as IMRT and SRS, and
permils the selection of biologically specific drugs, all of
which contributes to an individualized approach to the
radiotherapeutic management of cancer, rather than the
somewhat generic methods currently in use. This should
translate into improved local tumor control, survival, and
quality of life. Furthermore, we envision that bioanatomic
imaging will be of great value to other members of the
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oncology treatment team, including the surgeon, who will be
better able to define the complete tumor volume of a given
cancer for surgical resection, and the medical oncologist,
who will be able to identify biologically specific targets for
drug treatment.

Increased Accuracy of Treatment Planning Leads fo
Improved Patient Experience

As discussed previously, implementing MRI Simulation and
PET/CT Simulation technology for treatment planning will
allow physicians to locate tumors with pinpoint accuracy.
The improved accuracy of fumor definition translates info
improved focus of radiation oncology treatment delivery.
NCBH anticipates that this will not only improve the
outcomes of patients, but will also improve the quality of
patient care and the patient’s radiation oncology treatment
experience. The side affects [sic] often associated with
radiation therapy will be greatly reduced because physicians
will be able to reduce radiation exposure to healthy cells
while increasing the strength of radiation to malignant cells.
Destraying malignant tumor sooner and reducing the side
effects of radiation exposure will allow patients to recover
from treatment more rapidly.” (Emphasis in original.)

In Section TI1.1(b), pages 64-65, the applicant states

“Cancer is the second leading cause of death in the United
States, following heart disease. ... At the North Carolina
level, 39,600 new cancer cases and 16,500 cancer deaths are
expected in 2003 ... It is anticipated that the cancer
affliction on the population will only increase in the coming
years with the aging of the baby boomer segment of the
population. Estimates from the Solucient database indicate
that 15,914 new cancer cases occurred in 2002 in the
Medical Center’s 26-county service area alone (21 North
Carolina counties and 5 Virginia counties). Therefore, it is
increasingly important that new technologies are discovered
to treat and potentially cure this powerful disease.

The disease sites of focus for the new equipment will be
primary and metastatic brain, breast, esophagus, head and
neck, pancreas, prostrate, and lung cancer. Data on analytic
cancer cases (newly diagnosed cancer cases) submitted to the
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Cancer Registry database indicates that NCBH is a leader in
diagnosing these types of cancers. According o ihis
database, NCBH diagnosed the following new cancer cases
in 2001:

Lung: 293 cases

Breast: 253 cases

Prostate: 183 cases

Central Nervous System (including brain): 141 cases
Head and Neck: 96 cases

Pancreas: 72 cases

Esophagus: 20 cases”

o0 0000 O

Further, in Section IIL2, pages 65-69, the applicant states

“ds a consequence of obtaining the proposed bivanatomic
imaging devices (PET /CT and MRI scanners to be used for
radiation therapy simulation devices), there will be an
expansion of education and training programs in three
areas: clinical oncology, radiation physics, and radiation
biology.

As outlined in the discussion related to Criterion 1, each of
the three areas of training program expansion revolves
around research. Basic radiation biology and physics
research will be translated into clinical trials of safety
(Phase I studies) and efficacy (Phase Il studies) as well as
randomized Phase I studies in which bioanatomic
treatment planning approaches are compared to standard
methods. Conduct of these Phase I, II, and II clinical
trials will be facilitated by the Clinical Research Program
of the Comprehensive Cancer Center of Wake Forest
University. ... At any given time, the Cancer Center has
approximately 50 investigator-initiated studies open, which
accrue approximately 600 patients year per year.
Financial support for the clinical trials will come from the
Cancer Center, grants from the National Cancer Institute
and similar NIH funding agencies, non-profit associations,
foundations, and societies, and industry .... For example,
Varian now sponsors research in bioanatomic imaging and
treatment with Dan Bourland, Ph.D. as principal
investigator.”
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Baptist provides adequate arguments for the value of the clinical
research anticipated to be performed on the proposed MRI and
PET/CT scanners. However, the applicant fails to demonstrate that
its plan to purchase new equipment, which results in increasing the
number of units it operates, is Iess costly or more effective than
relocating its existing PET scanner and one of its existing MRI
scanners to the Outpatient Comprehensive Cancer Center. Further,
the applicant fails to demonstrate that its plan to increase the
number of MRI and PET scanners it owns is less costly or more
effective than replacing its existing PET scanner with a PET/CT
scanner and one of its existing MRI scanners with equipment
configured to perform simulations.

In addition, the applicant does not adequately demonstrate that all of
the persons it projects to serve need the proposed services because it
did not demonstrate the reasonableness of the projected number of
procedures to be performed, as discussed separately below for each
item of equipment. :

Proiected Utilization of the Proposed PET/CT Scanner

The following table illustrates projected utilization of the proposed
PET/CT scanner, as reported by the applicant in Exhibit 13.

ProrosED PET/CT SCANNER

YEAR YEAR YEAR

ONE Two THREE
“Radiation Volume” 397 433 472
“Surgical Volume” 193 232 258
Funded Research 78 104 130
Unfunded Research 78 104 130
“Radiclogy shift (PET only, not CT)” 76 152 230
Total 822 1,023 1,220

As shown in the above table, the applicant projects that the proposed
PET/CT scanner will perform 1,220 procedures during Year Three.
Regarding the assumptions and methodology used to project
utilization of the proposed PET/CT Scanner, in Section 1V.3(a}, page
89, the applicant states

“In order to develop both the MRI and PET/CT Simulator
utilization projections, a detailed analysis occurred of the
anticipated need for radiation oncology treatment planning,
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surgical oncology treatment planning, and funded and
unfunded research. In addition, ... a small proportion of
diagnostic procedures would be relocated from the
Department of Radiology to relieve the capacity pressure on
their existing machines. ...

Please see the detailed tables in Exhibit 13.  The
inpatient/outpatient split is 8% inpatient and 92% oulpatient
for external beam procedures on both PET/CT and MRI
Simulators and 20% inpatient and 80% ouipatient for both
PET/CT and MRI Simulations. Projections by type of
procedure for each machine were based on NCBH's
anticipated capacity and anticipated demand for the new
technology.”

However, the applicant did npot adequately document the
reasonableness of its assumptions regarding the number of
procedures to be performed by the proposed PET/CT scanner. In
particular, the applicant did not provide the following:

» The detailed analysis which the applicant states is the basis for
projected utilization of the proposed scanner.

s The specific assumptions, statistical data or methodology used
to project the number of PET/CT procedures to be performed,
such as:

1) historical utilization data for the existing simulator(s);

2) projected number of new cancer cases diagnosed and
treated at Baptist through Year Three; and

3) projected number of cancer patients who will need RT
treatment planning through Year Three.

Further, the 1,220 procedures projected to be performed during Year
Three includes 230 “Radiology Shift (PET only, not CT) " procedures
currently being performed on the existing PET scanner. However, the
applicant fails to document the basis for assuming these patients who
are served on the existing PET scanner need the services offered on
the proposed PET scanner.

Projected Utilization of the Proposed MRI Scanner

The following table illustrates projected utilization of the proposed
MRI scanner, as reported by the applicant in Exhibit 13.
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PROPOSED MR1 SCANNER

YEAR ONE YEAR YEAR

TwWo THREE
“MRI Sim Volume” 419 520 623
“Surgical Volume” 245 277 306
Funded Research 78 104 130
Unfunded Research . 78 104 130
Gamma Knife® Tx Planning 306 300 300
“Radiclogy Diagnostic” 48 187 411
Total 1,168 1,502 1,900

As shown in the above table, the applicant projects that the proposed
MRI scanner will perform a total of 1,900 procedures during Year
Three. Regarding the assumptions and methodology used to project
utilization of the proposed MRI Scanner, in Section IV.3(a), page 89,
the applicant states

“In order to develop both the MRI and PET/CT Simulator
utilization projections, a detailed analysis occurred of the
anticipated need for radiation oncology treatment planning,
surgical oncology treatment planning, and funded and
unfunded research. In addition, ... a small proportion of
diagnostic  procedures would be relocated from the
Department of Radiology to relieve the capacity pressure on
their existing machines. ...

Please see the detailed tables in Exhibit 13.  The
inpatient/outpatient split is 8% inpatient and 92% outpatient
for external beam procedures on both PET/CT and MRI
Simulators and 20% inpatient and 80% outpatient for both
PET/CT and MRI Simulations.  Projections by type of
procedure for each machine were based on NCEH's
anticipated capacity and anticipated demand for the new
technology.”

However, the applicant did not adequately document the
reasonableness of its assumptions rtegarding the number of
procedures to be performed by the proposed MRI scanner. In
particular, the applicant did not provide the following:

e The detailed analysis which the applicant states is the basis for
projected utilization of the proposed scanner. _

e The specific assumptions, statistical data or methodology used
to project the number of MRI procedures to be performed, such
as:
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1) historical utilization data for the existing simulator(s);

2) projected number of new cancer cases diagnosed and
treated at Baptist through Year Three; and

3) projected number of cancer patients who will need RT
treatment planning through Year Three.

Further, the 1,900 procedures projected to be performed during Year
Three includes 411 “Radiology Diagnostic” procedures currently
being performed by one of the five existing MRI scanners. However,
the applicant fails to document that patients who are served by the
existing MRI scanners need the services offered on the proposed
MRI scanner.

In summary, Baptist provides adequate arguments for the value of the
clinical research anticipated to be performed on the proposed MRI
and PET/CT scanners. However, the applicant did not adequately
document the reasonableness of the projected number of procedures
to be performed with either scanner and therefore, failed to
demonstrate that all persons proposed to be served need the services
to be offered with the new equipment. Consequently, the application
is nonconforming with this criterion.

In the case of a reduction or elimination of a service, including the relocation of a
facility or a service, the applicant shall demonstrate that the needs of the population
presently served will be met adequately by the proposed relocation or by alternative
arrangements, and the effect of the reduction, elimination or relocation of the service
on the ability of low income persons, racial and ethnic minorities, women,
handicapped persons, and other underserved groups and the elderly to obtain needed
health care. '

NA

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.

NC

Tn Section IL5, pages 29-32, the applicant states that it considered
the following alternatives:

Maintain the status guo — The applicant states



Baptist
Project I.D. #G-6816-03
Page 21

“Presently, bioanatomic imaging is not performed
routinely for a number of reasons. First, the MRI and PET
scanners are too busy with one to two week delays in
scheduling procedures not being uncommon. Presently, in
order for a patient to have bicanatomic imaging for RT
simulation and treatment planning, they would first have to
undergo CT simulation in the Department of Radiation
Oncology, followed by an MRI scan in the MRI Center on a
different day and then a PET scan in the PET Center on yet
another separate day.  This would come at great
inconvenience to the patient whose conditions often leave
them in a state of physical and emotional weakness, and the
staff in Radiation Oncology who must be present at the
time of the MRI and PET images to make sure the patient is
properly set up. In this regard, conventional MRI and PET
scanners that are not specifically radiation therapy
simulation devices do not have the proper immobilization
systems, laser light alignment systems, and the [flatter and
wider table tops that are necessary for a proper patient set-
up. As a consequence, non-radiation therapy simulation
devices increase the potential for image registration
inaccuracies which may increase the potential for errors in
the treatment planning and delivery process, perhaps
necessitating the use of larger trealment volumes,
irradiation of more normal tissue, and possibly greater
side effects of treatment.”

Obtain only one type of simulator — The applicant states.

“MRI and PET/CT are complementary rather than
overlapping imaging modalities for radiation therapy
treatment planning. These modalities are often used in
concert to create a more complete picture, thus allowing
for enhanced treatment of disease. As stated previously,
there are certain situations in which MRI imaging has an
advantage over CT (superior imaging of the brain, spine,
spinal cord, muscles and internal structures of the bone). ...

While PET does not have the same high degree of
resolution as MRI, the range of tumor biology and
physiology ~ that  can  be  imaged by  PET
radiopharmecuticals is essentially endless ... The biologic
information obtained from PET is displayed anatomically,
unlike the biologic data from MRI spectroscopy, which
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requires further processing before it can be converted into
anatomic data. Therefore, MRI and PET are both essential
components of the bioanatomic imaging process,
complementary for both the anatomic and biologic
information they provide for RT simulation and treatment
planning. Obtaining either the MRI or PET would allow
for improved treatment planning over the status quo but
would not achieve the goal of the proposed project which is
to study and research the applications of conventional MRI
and PET/CT simulation used in combination.”

Obtain a 1.5T MRI scapner rather than a 3.0T scanner — The
applicant states

“The proponents in the Department of Radiation Oncology
have determined, in consultation with colleagues in the
Department of Radiology and other institutions, that the
3.0T is most suited for the intended purpose in the
proposed project for the following reasons: First, the
higher magnet size in the 3.0T is believed to allow for
greater MRI spectroscopic capabilities. Second, the 3.0T
provides a more accurate image with a wider variety of
chemical measures than is possible on the 1.5T. Third, it is
believed that the 3.0T is quickly becoming the standard of
care in all MRI applications and particularly in cancer
diagnosis and management purposes. Finally, the relative
cost of the 3.0T has dropped since its introduction.”

Obtain a “conventional” PET scanner rather than a PET/CT
scanner — The applicant states

“The proposed project with a PET/CT simulator will allow
NCBH to remove its existing CT simulator from operation,
thus increasing cost-efficiency of equipment and space by
obtaining a technology that will perform, [sic] PET/CT
simulations and CT simulations. The PET/CT machine is
necessary to achieve the goals of the project and allow the
capability of performing PET/CT simulations that would
not be possible with a conventional PET machine.”

However, the applicant fails to demonstrate that its plan to
purchase new equipment, which results in increasing the number
of units it owns and operates, is less costly or more effective than
relocating its existing PET scanner and one of its an existing MRI
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scanners to the OQutpatient Comprehensive Cancer Center. Further,
the applicant fails to demonstrate that its plan to acquire additional
equipment is less costly or more effective than replacing the
existing PET scanner and one of its existing MRI scanners with
equipment configured to perform simulations.

Further, the application is not conforming with all other applicable
statutory and regulatory review criteria. See Criteria (1), (3), (5}, (6),
(18a), 10A NCAC 14C 2700, and 10A NCAC 14C .3700. Therefore,
the applicant did not adequately demonstrate that it proposed the least
costly or most effective alternative. Consequently, the application is
nonconforming with this criterion. '

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.

NC

In Section VIIL1, pages 129-130, the applicant projects that the total
capital cost of the project will be $6,080,546, including $585,025 for
upfit costs, $5,272,321 for fixed equipment, $75,000 for movable
equipment, $15,000 for furniture, $98,000 for consultant fees, and
$35,200 for miscellaneous costs (CON filing fee, information
systems anid signage). In Section IX, page 137, the applicant states
that there will be no start up or initial operating expenses because the
project “is an expansion of an existing service.” In Section VIIL3,
page 132, the applicant states that 100% of the capital cost will be
funded with Baptist’s accumulated reserves. Exhibit 31 contains a
May 7, 2003 letter signed by the chief financial officer for Baptist,
which states

“The North Carolina Baptist Hospitals, Inc. agrees to make
available from its accumulated reserves a total of 6,080,546
for the capital costs incurred in the acquisition of an MRI
Simulator (83,117,615) and PET/CT Simulator (§2,962,931)
for Radiation Oncology Treatment Planning.”

Exhibit 32 contains the audited financial statements for Baptist. As
of June 30, 2002, Baptist had $57,634,000 in cash and cash
equivalents, $59,221,000 in short-term investments, $252,840,000 in
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total assets, and $677,566,000 in net assets (total assets less total
liabilities). The applicant adequately demonstrated the availability of
sufficient funds for the capital needs of the project.

In Section X.10, Form B-1, the applicant projects the following
revenues and operating costs for the proposed MRI and PET/CT
scanners during each of the first three years of operation following
completion of the project, as itlustrated in the following table.

ProPOSED 3.0T MRISCANNER Prorosep PEY/CT SCANNER
YEAR ONE YEARTWO | YEAR THREE YEAR ONE YEARTWO | YEARTHREE
(Gross Revenues $1,876,656 $2.299.338 $2,719,157 $2,601,226 $3.018,558 $3,410,038
Net Revenues 91,137,757 $1,381,136 31,622,644 $1,560,596 $1,781,226 $1,084,711
Operating Costs $850,053 $1,270,034 $1,367,428 $1,140,136 $1.600,990 $1,709.426
Profit (Loss) $287,704 $111,102 $255,216 420,460 $180,236 $275,285

As shown in the above table, the applicant projects that revenues will
exceed operating costs for each scanner during Years One, Two and
Three. However, the applicant did not adequately document the
reasonableness of the projected number of procedures to be
performed by the proposed MRI and PET/CT scanmers. See
Criterion (3) for discussion. Consequently, revenues and operating
costs, which are based on the projected number of procedures to be
performed, are unsupported and unreliable.

Further, the applicant did not adequately demonstrate that all
revenues and operating costs associated with the proposed MRI and
PET/CT scanners are included in its projections. In Exhibit 13, the
applicant projects that the proposed scanners, which will be located
in the Department of Radiation Oncology, will perform some
diagnostic MRI and PET procedures currently performed by existing
MRI scanners and the PET scammer located in the Department of
Radiology. These diagnostic procedures are in addition to the MRI
and PET/CT simulation procedures projected to be performed with
the proposed scammers. In Section IV.3, page 89, the applicant states
that these diagnostic procedures “are excluded from the financial
statements because these proceduves curvently ave performed at
NCBH, are a minority of the procedures in the utilization projection
for this project and are an extended benefit and not a primary driver
of the need in this application.” However, costs and revenues
associated with the procedures to be “shifted” from the Department
of Radiology should be included in Form B-1 and Form B-la since
they are proposed 1o be perforimed on the new equipment.
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In summary, the applicant did not adequately demonstrate that the
financial feasibility of the proposal is based on reasonable projections
of revenues and operating costs for operation of the new equipment.
Therefore, the application is nonconforming with this criterion.

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

NC

Baptist proposes to acquire a 3.0T MRI scanner and a PET/CT
scanner pursuant to Policy AC-3 in the 2003 SMFP for radiation
therapy treatment planning. However, the applicant did not
‘adequately demonstrate the need the population projected to be
served has for the proposed scanners. See Criteria (1), (3) and (4) for
discussion. Therefore, the applicant did not adequately demonstrate
that acquisition of the proposed MRI and PET/CT scanners would
not result in an unnecessary duplication of existing MRI and PET
services and the application is noncorforming with this criterion. -

(7N 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.

C

The following tables illustrate the incremental staff for the proposed
MRI and PET/CT scanners, as reported by the applicant in Section

VIL.2, page 119.
MRI SCANNER

POSITION # 0F FULL-TIME EQUIVALENT POSITIONS
YEAR ONE YEAR TWO YiaR THREE
Radiation Therapist 2 3 3
Staff Nurse 1 1 -1
Scheduler 1 1 1
Total 4 5 5

PET/CT SCANNER

POSITION # oF FULL-TIME EQUIVALENT POSITIONS
YEAR ONE YEAR TWO YrAR THREE
Radiation Therapist 2 4 4
Radiation Onc. Engineer 1 i 1
Total 3 5 5
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0 n Section VIL.2, page 120, the applicant states “Present staff in the Radiation
Oncology Department for the existing CT Simulator will be used for the
PET/CT Simulator.” In Section L13, page 11, the applicant states that the
existing CT simulator “will be replaced by the PET/CT Sinmlator.”

In Section VIL3, pages 120-121, the applicant states

“NCBH acknowledges that there is a national shortage of
Imaging Technologists including Computerized Tomography
(CT), Positron Emission Topography [sicl, Nuclear Medicine,
Magnetic Resonance Imaging (MRI) and Radiation
Therapists. While NCBH has from time to time had one or
two imaging technologist positions open due to natural
turnover on [sic) in its diagnostic machines, as a regional
tertiary and quaternary referral center, it has not experienced
the shortages present in community hospitals. ... Nonetheless,
for informational purposes, in the event that NCBH finds it
necessary to recruit externally for any of the new positions, it
will pursue the following strategies either individually or in
concert. Traditionally, NCBH has made an effort to hire and
train any needed FTE's that arises as the result of expanded
or additional services. NCBH will continue this effort to hire
from within the organization. NCBH is also actively involved
with the ‘Code Blue’ area health care recruitment program
and has recruiting relationships with Forsyth Technical
Community College and other area schools. If these methods
prove to be unsuccessful, the Department of Radiation
Oncology at NCBH will use ‘word of mouth’ to advertise for
the position and will also utilize area newspapers. If the
above methods fail, NCBH will use a professional recruiting
firm.”

In Section V.3(c), page 101, the applicant states

“The Medical Directors of the proposed MRI simulator and
PET/CT simulator will be Dr. Edward Shaw, Chairman,
Department of Radiation Oncology and Dr. Dan Bourland,
Section Head, Radiation Physics, Department of Radiation
Oncology. The medical directorship will be a shared
responsibility because of the dual clinical and radiation
physics/imaging  expertise  required to  oversee  the
bicanatomic  radiation therapy Simulation, treatment
planning, and treatment delivery process.”
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Exhibit 2 contains curriculum vitae for Dr. Shaw and Dr.
Bourland. Both are board certified and have training and
experience in MRI and PET services. The applicant adequately
documented the availability of sufficient health manpower and
management personnel to provide the proposed services. Therefore,
the application is conforming with this criterion.

(8)  The applicant shall demonstrate that the provider of the proposed services will make
available, or otherwise make arrangements for, the provision of the necessary
ancillary and support services. The applicant shall also demonstrate that the
proposed service will be coordinated with the existing health care system.

C

In Section IV.5, page 95, the applicant states “As a current provider
of radiation oncology services, NCBH already provides all the
necessary ancillary and support services, including registration,
billing and medical records. The administrative services do not
require expansion as a direct result of the proposed project.”
Further, in Section 118, page 42, the applicant states that Baptist
already provides the support services required by 10A NCAC 14C
2704(a), including anesthesiology, radiology, oncology, neurology,
internal medicine, orthopedics, neurosurgery, pathology and surgery.
In addition, in Section ILS, pages 51-52, the applicant states that it
will provide the support services required by 10A NCAC 14C 3704,
including a system for responding to medical emergencies, a source
for radioisotopes, and a clinical oversight committee for PET
services.

In Section V.2, page 98, the applicant states “ds an academic
medical center and a regional referral center for lertiary care,
NCBH receives fransfers from many providers throughout its 20
county service area and the Southeast.” Exhibit 23 contains a list of
health care facilities with which Baptist has a transfer agreement. In
Section V.3, page 99, the applicant states “NCBH has developed
strong veferral relationships with the medical community, including
physicians. As part of the planning process Jor the proposed project,
NCBH has solicited and obtained support from WFUHS physicians
who will refer patients to the MRI simulator and PET/CT simulator.”
Exhibit 9 contains letters from WEUHS physicians supporting the
proposed project.

In summary, the applicant adequately demonstrated that it will
provide ail necessary ancillary and support services and that the
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proposal will be coordinated with the existing health care system.
Therefore, the application is conforming with this criterion.

An applicant proposing to provide a substantial portion of the project's services to
individuals not residing in the health service area in which the project is located, or in
adjacent health service areas, shall document the special needs and circumstances
that warrant service to these individuals. "

NA

When. applicable, the applicant shall show that the special needs of health
maintenance organizations will be fulfilled by the project. Specifically, the applicant
shall show that the project accommaodates:

(a) The needs of enrolled members and reasonably anticipated new members of
the HMO for the health service to be provided by the organization; and

NA
{b) The availability of new health services from non-HMO providers or other
HMOs in a reasonable and cost-effective manner which is consistent with the
basic method of operation of the HMO. In assessing the availability of these
health services from these providers, the applicant shall consider only
whether the services from these providers:

) would be available under a contract of at least 5 years duration;

(i1} would be available and conveniently accessible through physicians
and other health professionals associated with the HMO;

(iii)  would cost no more than if the services were provided by the HMO);
and

(iv)  would be available in a manner which is administratively feasible to
the HMO.

NA
Repealed effective July 1, 1987.
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
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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.

NA.

The applicant shall demonstrate the contribution of the proposed service in meeting
the health-related needs of the elderly and of members of medically underserved
groups, such as medically indigent or low income persons, Medicaid and Medicare
recipients, racial and ethnic minorities, women, and handicapped persons, which
have traditionally experienced difficulties in obtaining equal access to the proposed
services, particularly those needs identified in the State Health Plan as deserving of
priority. For the purpose of determining the extent to which the proposed service
will be accessible, the applicant shall show:

(a) The extent to which medically underserved populations currently use the
applicant's existing services in comparison to the percentage of the
population in the applicant's service area which is medically underserved;

C

In Section VL2, page 108, the applicant states “NCBH
provides access to care lo all patients including those listed
above and does not discriminate based on age, race, national
or ethnic origin, disability, sex, income, or ability fo pay.” In -
Section VI1.10, page 114, the applicant reports the following
payor mix for the entire hospital.

F1sCAL YEAR 2002 PAYOR MIX
PAYOR CATEGORY % OF
TOTAL
Self Pay, Indigent, Charity Care 3.2%
Medicare 39.5%
Medicaid 19.7%
Commercial Insurance (includes managed care contracts) 37.0%
Other 0.6%
TOTAL 100.0%

The applicant demonstrated that medically underserved
populations currently have adequate access to Baptist's
existing services.

(b) Its past performance in meeting its obligation, if any, under any applicable
regulations requiring provision of uncompensated care, community service,
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or access by minorities and handicapped persons to programs receiving
federal assistance, including the existence of any civil rights access
complaints against the applicant;

C

An examination of the licensure and certification files i the
Division of Facility Services for North Carolina Baptist
Hospital indicates there have been no civil rights access
complaints filed against the facility.

That the elderly and the medically underserved groups identified in this
subdivision will be served by the applicant's proposed services and the extent
to which each of these groups is expected to utilize the proposed services;
and

C

In Section V12, page 108, the applicant states “NCBH
provides access to care to all patients including those listed
above and does not discriminate based on age, race, national .
or ethnic ovigin, disability, sex, income, or ability to pay.

The NCBH policies and philosophy of access will extend to
the proposed project.” In Section VL.12, pages 116-117, the
applicant projects the following payor mix for the proposed

MRI and PET/CT scanners.
PROYOSED MRI SCANNER
FiscaL YEAR 2006 PAYOR MIX
PAYOR CATEGORY % OF
TOTAL
Self Pay, Indigent, Charity Care 2.4%
Medicare 17.5%
Medicaid 5.9%
Commercial Insurance (includes managed care contracts) 73.2%
Other 1.0%
TOTAL , 100.0%
PrOPOSED PET/CT SCANNER
Fiscal YEAR 2006 PAvoR MIX
PayYor CATEGORY % OF
TOTAL
Self Pay, Indigent, Charity Caze 1.0%
Medicare 32.5%
Medicaid 8.5%
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Commercial Insurance (includes managed care coniracts) 56.3%
Other 1.7%
TOTAL - 100.0%

The applicant demonstrated that medically underserved
populations will have adequate access t0 the proposed health
services. '

(d) That the applicant offers a range of means by which a person will have
access to its services. Examples of a range of means are outpatient services,
admission by house staff, and admission by personal physicians.

C

Tn Section VL7, page 111, the applicant states “Physicians on
the medical staff at the hospital currently refer patients to the
existing radiation oncology services at NCBH. This will
continue with both the MRI and PET/CT Simulators....
Please see Exhibit 26 for a list of the external and internal
(WFUHS) physicians that most frequently refer patients to the
Department of Radiation Oncology.” Exhibit 26 consists of
two lists of physicians. One is identified as the “Top Internal
Referring Physicians for FY 2002” and the other as the “Top
External Referring Physicians for FY 2002.” Further, in
Section I1.8, page 47, the applicant states “ds part of an NCI
designated cancer center and one housed in an academic
medical center teaching hospital, this service [PET/CT
scanner} will naturally serve as a regional resource. v

(14) The applicant shall demonstrate that the proposed health services accommodate the
clinical needs of health professional training programs in the area, as applicable.

C

In Section V.1, page 97, the applicant states “NCBH has established
relationships with many clinical training programs in the Southeast
and continues to provide teaching opportunities for these schools.
With the proposed project, NCBH will be able to provide additional
training support to the numerous clinical programs utilizing
educational opportunities at the hospital.” Exhibit 22 containg a list
of area health professional training programs with which Baptist has
an existing relationship. The applicant adequately demonstrates that
the proposed services will accommodate the clinical needs of area
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health professional training programs and the application 1Is
conforming with this criterion.

(15)  Repealed effective July 1, 1987.
(16)  Repealed effective July 1, 1987,
(17)  Repealed effective July 1, 1987,
(18) Repealed effective July I, 1987.

(18a) 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 a service on which competition will not have a favorable impact.

NC

The applicant did not adequately demonstrate that the proposal will
have a positive impact upon the cost effectiveness of the proposed
services. See Criteria (3) and (5).

(19)  Repealed effective July 1, 1987.

(20)  An applicant already involved in the provision of health services shall provide
evidence that quality care has been provided in the past.

C

North Carolina Baptist Hospital is accredited by the Jomnt
Commission of Accreditation of Health Care Organizations and
certified for Medicare and Medicaid participation. According to the
files in the Licensure and Certification Section, DFS, no incidents
occurred, within the eighteen months immediately preceding the date
of this decision, for which any sanctions or pensalties related to
quality of care were imposed by the State. Therefore, the application
is conforming with this criterion.

(21)  Repealed effective July 1, 1987.
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The Department is authorized to adopt rules for the review of particular types of applications
that will be used in addition to those criteria outlined in subsection (a) of this section and
may vary according to the purpose for which a particular review is being conducted or the
type of health service reviewed. No such rule adopted by the Department shall require an
academic medical center teaching hospital, as defined by the State Medical Facilities Plan, to
demonstrate that any facility or service at another hospital is being appropriately utilized in
order for that academic medical center teaching hospital to be approved for the issuance of a
certificate of need to develop any similar facility or service. ‘

NC

In Section IL1, page 17, Baptist states that the proposed 3.0T MRI and
PRT/CT scanners will be used primarily for “radiation therapy (RT)
simulation.” However, the applicant also proposes to use the proposed MRI
scanner and the proposed PET/CT Scanner for a significant number of
routine diagnostic procedures. Thus, the Criteria and Standards for Magnetic
Resonance Imaging Scanner, promulgated in 10A NCAC 14C 2700, and the
Criteria and Standards for Positron Tomography Scanner, promulgated in
10A NCAC 14C 3700, are applicable to this review. The applicant does not
propose to use the proposed PET/CT scanner to perform routine diagnostic
CT scaps and therefore, the Criteria and Standards for Computed
Tomography Equipment are not applicable.

The application is not conforming with all applicable Criteria and Standards
for Magnetic Resonance Imaging Scanner or Positron Tomography Scanner
as discussed below.

CRITERIA AND STANDARDS FOR MAGNETIC RESONANCE
IMAGING SCANNER '

2702 INFORMATION REQUIRED OF APPLICANT

2702(a) This rule states “An applicant proposing to acquire an MRI
scanner, including a Mobile MRI scanner, shall use the
Acute Care Facility/Medical Equipment application form.”

-C-  The applcant used the Acute Care Facility/Medical
Equipment application form.

2702(b) This rule states “Except for proposals to acquire mobile
MRI scanners that serve two or more host facilities, both
the applicant and the person billing the patients for the
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MRI service shall be named as co-applicants in the
application form.”

The applicant fails to state whether or not it will be the
entity billing the patients for the proposed MRI service.

This rule states “An applicant proposing fo acquire a
magnetic resonance imaging scanner, including a mobile
MRI scanner, shall also provide the following additional
information: (1) documentation that the MRI scanner shall
be available and staffed for use at least 66 hours per week,
with the exception of a mobile MRI scanner.”

In Section I1.8, page 37, the applicant states “The proposed
scanner will be staffed and available from 6:45 AM to 4:45
PM, Monday through Friday, for a total of 50 hours per
week, with all other hours available and covered with on-
call arrangements.” The applicant proposes to staff the
MRI scanner for only 50 hours per week, the rule requires
at least 66 hours per week. Therefore, the application is
nonconfornying with this rule.

This rule states “dr applicant proposing to acquire a
magnetic resonance imaging scanner, including a mobile
MRI scanner, shall also provide the following additional
information: ... (2) projections of the annual number of
procedures to be performed for each of the first three years
of operation after completion of the project.”

The applicant provides projections of the annual number of
procedures to be performed for each of the first three years
of operation after completion of the project in Exhibit 13.
However, see Criterion (3) for discussion of the
reasonableness of these projections.

This rule states “An applicant proposing to acquire a
magnetic resonance imaging scanner, including a mobile
MRI scanner, shall also provide the following additional
information: ... (3) the average charge to the patient,
regardless of who bills the patient, for each of the 20 most
frequent MRI procedures to be performed for each of the
first three years of operation after completion of the project
and a description of items included in the charge; if the
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professional fee is included in the charge, provide the
dollar amount for the professional fee.”

In Section X.2, page 147, the applicant provides the charge
to the patient for the 20 most frequent MRI procedures to
be performed on the proposed MRI scanner for only the
first year of operation following completion of the project.
However, the rule requires that the applicant provide
charges for each of the first three years of operation
following completion of the project, not just one year.
Therefore, the application is nonconforming with this rule
because the applicant did not provide each procedure
charge for operating years two and three.

This rule states “dn applicant proposing to acquire a
magnetic resonance imaging scanner, including a mobile
MRI scanner, shall also provide the following additional
information: ... (4) Iif the proposed MRI service will be
provided pursuant to a service agreement, lhe dollar
amount of the service contract fee billed by the applicant to
the contracting party for each of the first three years of
operation.”

The applicant does not propose that the MRI sexvice will be
provided pursuant to a service agreernent.

This rule states “An applicant proposing to acquire a
magnetic resonance imaging scanner, including a mobile
MRI scanner, shall also provide the following additional
information: ... (5} documentation of the need for an
additional MRI scanner in the proposed MRI service area
and description of the methodology used fo project need,
including all assumptions regarding the population fo be
served.”

The applicant did not provide sufficient information fto
document the need for the proposed MRI scanner for the
population it proposes to serve. Further, the applicant did
not adequately describe the methodology used fo project
need, including all assumptions regarding the population to
be served. See Criterion (3) for a detailed discussion.
Therefore, the application is not conforming with this rule.
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This rule states “dn applicant proposing to acquire a
magnetic resonance imaging scanner, including a mobile
MRI scanner, shall also provide the following additional
information: ... (6) letters from physicians indicating their
intent to refer patients to the proposed magnetic resonance
imaging scanner.”

The applicant provides lefters from area physicians
indicating their intent to refer patients to the proposed MRI
scanner in Exhibit 9. ‘

This rule states “dn applicant proposing fo acquire a
mobile MRI scanner shall provide copies of letters of intent
from, and proposed contracts with, all of the proposed host
Jacilities of the new MRI scanner.”

The applicant does not propose to acquire a mobile MRI
scanner.

This rule states “Anm applicant proposing to acquire a
dedicated fixed breast MRI scanner shall: (1) provide a
copy of a contract or working agreement with a radiologist
or practice group that has experience interpreting images
and is trained to interpret images produced by an MRI
scanner configured exclusively for mammographic studies;
(2) document that the applicant performed mammograms
continuously for the last year; and (3) document that the
applicant's  existing mammography equipment is in
compliance with the U.S. Food and Drug Administration
Mammography Quality Standards Act.”

The applicant does not propose to acquire a dedicated fixed
breast MRI scanner.

2703 REQUIRED PERFORMANCE STANDARDS

2703 (a)

This rule states “An applicant proposing fo acquire a
mobile magnetic resonance imaging (MRI) scanner shall:
(1) demonstrate that at least 2900 MRI procedures were
performed in the last year on each of its existing mobile
MRI scammers operating in the Health Service Area(s),
(e.g., HSA 1), in which the proposed mobile MRI scanner
will be located [Note: This is not the average number of
procedures performed on all of the applicant's mobile MRI
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scanners.],; (2) demonstrate annual utilization in the third
vear of operation is reasonably projected to be at least
2900 MRI procedures on each of its existing, approved and
proposed mobile MRI scanners o be operated in the
Health Service Area(s), (e.g., HSA 1), in which the
proposed equipment will be located [Note: This is not the
average number of procedures performed on all of the
applicant's mobile MRI scarmers.]; and (3) document the
assumptions and provide data supporting the methodology
used for each projection required in this Rule.”

The applicant does not propose to acquire a mobile MRI
scanner.

This rule states “dn applicant proposing fo acquire a
magnetic resonance imaging (MRI) scanner for which the
need determination in the State Medical Facilities Plan
was based on the wuitilization of fixed MRI scanners, shall:
(1) demonstrate that its existing MRI scanners, except
mobile MRI scanners, operating in the proposed MRI
service area in which the proposed MRI scanner will be
located performed an average of at least 2900 MRI
procedures per scanner in the last year; (2) demonstrate
annual utilization in the third year of operation is
reasonably prajected to be an average of 2900 procedures
per scanner for all existing, approved and proposed MRI
scanners or mobile MRI scanners to be operated by the
applicant in the MRI service area(s) in which the proposed
equipment will be located; and (3) document ‘the
assumptions and provide data supporting the methodology
used for each projection required in this Rule.” '

The applicant did not apply pursuant to a need
determination in the 2003 SMFP. Rather, the applicant
applied pursuant to Policy AC-3: Exemption from Plan
Provisions for Certain Academic Medical Center Teaching
Hospital Projects.

This rule states “dn applicant proposing to acquire a
magnetic resonance imaging (MRI} scanner for which the
need determination in the State Medical Facilities Plan
was based on utilization of mobile MRI scanners, shall: (1)
if the applicant does not own or lease an MRI scanner or
have an approved MRI scanner, demonstrate annual
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utilization in the third year of operation is reasonably
projected to be at least 2080 MRI procedures per year for
the proposed MRI scanner; (2) if the applicant already
owns or leases an MRI scanner or has an approved MRI
scanner, demonstrate annual utilization is reasonably
projected to be an average of 2900 MRI procedures per
scanner for all existing, approved and proposed MRI
scanners or mobile MRI scanners (o be operated by the
applicant in the MRI service area(s) in which the proposed
equipment will be located; and (3) document the
assumptions and provide data supporting the methodology
used for each projection required in this Rule.”

The applicant did not apply pursuant to a need
determination in the 2003 SMFP. Rather, the applicant
applied pursuant to Policy AC-3: Exemption from Plan
Provisions for Certain Academic Medical Center Teaching
Hospital Projects.

This rule states “dAn applicant proposing to acquire a
magnetic resonance imaging (MRI) scanner for which the
need determination in the State Medical Facilities Plan
was based on the absence of an existing or approved fixed
MRI scanner in the MRI service area shall: (1)
demonstrate annual utilization of the proposed MRI
scanner in the third year of operation is reasonably
projected to be at least 2080 MRI procedures per year;
and, (2) document the assumplions and provide data
supporting the methodology used for each projection
requived in this Rule.”

The applicant did not apply pursuant to a need
determination in the 2003 SMFP. Rather, the applicant
applied pursuant to Policy AC-3: Exemption from Plan
Provisions for Certain Academic Medical Center Teaching
Hospital Projects.

2704 REQUIRED SUPPORT SERVICES

2704(a)

This rule states “dn applicant proposing io acquire «
magnetic resonance Imaging scanner, including a mobile
MRI scanner, shall make available through written
affiliation or referral agreements the following services:
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(1) anesthesiology,
(2) radiology,

(3) oncology,

(4) - neurology,

(3) internal medicine,
(6) orthopedics,

(7) REUrOSUTZEYY,

8)  pathology, and
%) surgery.”

In Section I1.8, page 42, the applicant states that all of the
services listed above are currently available at Baptist.

This rule states “An applicant proposing o acquire a
mobile MRI scanner shall provide referral agreements
between each host site and at least one other provider of
MRI services in the proposed MRI service area 10
document the availability of MRI services if patients
require them when the mobile unit is not in service at that
host site.” '

The applicant does not propose to acquire a mobile MRI
scanmer.

2705 REQUIRED STAFFING AND STAFF TRAINING

2705(a)

This rule states “An applicant proposing to acquire an MRI
scanner shall demonstrate that one board certified
diagnostic radiologist shall be available to provide the
proposed services who has had:

(1) training in magnetic resongnce Imaging as an
integral part of his or her residency training
program; or

(2)  six months of supervised MRI experience under the
direction of a qualified diagnostic radiologist; or

(3) at least six months of fellowship training, or ifs
equivalent, in MRI; or

(4) an appropriate combination of MRI experience and
fellowship training equivalent to Subparagraph
(@)(1), (2) or (3) of this Rule.”

In Section 118, page 43, the applicant states “Due fo the
unique application of the technology (for use in radiation
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oncology treatment planning), Dr. Ed Shaw and Dr. Dan
Bourland will share the medical directorship. They will
work in concert with the Medical Director of Magnetic
Resonance Imaging, Dr. Kerry Michael Link and Dr. Allen
Elster, Chair of the Department of Radiology.” Exhibit 2
contains curriculum vitae for Dr. Shaw, Dr. Link, and Dr.
Elster. These physicians are board certified and have
training and experience in MRI services.

This rule states “dn applicant proposing fo acquire a
dedicated fixed breast MRI scanner shall provide
documentation that the radiologist is trained and has
experience in interpreting images produced by an MRI
scanner configured exclusively to perform mammographic
studies.” -

The applicant does not propose to acquire a dedicated fixed
breast MRI scanner.

This rule states “The applicant shall provide evidence of
the availability of two Sfull-time MRI
technologist-radiographers and that one of these
technologists shall be present during the hours of operation
of the MRI scanner.”

In Section IL8, page 44, the applicant states “Due fo the
unique application of the technology, NCBH proposes fo
train radiation therapists and require AART certification
for each, making them in effect the equivalent to an "MRI
Technologists [sic]. At least one of these AART certified
radiation therapist or “MRI technologist equivalents’ will
be present for the operation of the scanner.”

This rule states “An applicant proposing to acquire an MRI
scanner shall demonsirate that the following staff training
is provided: (1) certification in cardiopulmonary
resuscitation (CPR) and basic cardiac life support.”

In Section I1.8, page 44, the applicant states "4/l radiation
therapists at NCBH are certified in CPR and basic cardiac
life support (BCLS).” Exhibit 10 contains a copy of the job
description which documents that CPR and BCLS
certification are required. Exhibit 11 contains copies of
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staff training policies for Baptist that document that
training in CPR and BCLS is provided.

This rule states “An applicant proposing to acquire an MRI
scanner shall demonstrate that the following staff training
is provided: ... (2) an organized program of staff education
and training which is integral to the services program and
ensures improvement in technique and the proper training
of new personnel.”

FExhibit 11 contains copies of staff training policies for
Baptist that document that the hospital has an organized
program of staff education and training.

This rule states “4n applicant proposing -to acquire a
mobile MRI scanner shall document that the requirements
in Paragraphs (a) and (c) of this Rule shall be met at each
host facility.”

The applicant does not propose to acquire a mobile MRI
scanner.

AND STANDARDS FOR POSITRON EMISSION

TOMOGRAPHY SCANNER

3702 INFORMATION REQUIRED OF APPLICANT

3702(a)

-C-

3702(b)(1)

This rule states “4n applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall use the
Acute Care Facility/Medical Equipment application form. “

The applicant used the Acute Care Facility/Medical
Equipment application form.

This tule states “dn applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall provide the
following information for each facility where the PET
scanner will be operated: (1) The projected number of
procedures to be performed and the projected number of
patients to be served for each of the first three years
Jollowing completion of the proposed project. Projections
shall be listed by clinical area (e.g., oncology, cardiology),
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and all methodologies and assumptions used in making the
projections shall be provided.”

-NC- The applicant provides the projected number of procedures to
be performed for each of the first three years of operation
following completion of the project. However, the applicant
failed to provide the projected number of patients for each of
the first three years of operation as required by this rule.
Further, the applicant did not provide all of the assumptions
and methodology used in making its projections as required
by this rule. See Criterion (3) for detailed discussion.
Therefore, the application is nonconforming with this rule.

3702(b)(2)  This rule states “An applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall provide the
following information for each facility where the PET
scanner will be operated: ... (2) Documentation that all of
the following services were provided, at each facility where
the PET scanner will be operated, continuously throughout
the 12 months immediately prior to the date on which the
application is filed:

(4)  nuclear medicine imaging services;

(B} single photon emission computed fomography
(including brain, bone, liver, gallium and thallium
stress);

(C}  magnetic resonance imaging scans;

(D) computerized tomography scans;

(E)  cardiac angiography;

(F) cardiac ultrasound, and

(G)  neuroangiography.”

-C-  In Section I1.8, page 46, the applicant states that all of the
services listed above were provided continuously throughout
the 12 months immediately prior to the date on which the
application was filed. See also the letter in Exhibit 7 which
states that all of these services were provided continuously
throughout the 12 months immediately prior to the date on
which the application was filed.

3702(b)(3)A) This rule states “dn applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall provide the
Jollowing information for each facility where the PET
scanner will be operated: ... (3) Documentation that the
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Jacility will: (4) establish the clinical PET unit, and any
accompanying equipment used in the manufacture of
positron-emitting radicisotopes, as a regional resource
that will have no administrative, clinical or charge
requivements that would impede physician referrvals of
patients for whom PET testing would be appropriate. ”

In Section 1.8, page 47, the applicant states “As part of an
NCI [National Cancer Institute] designated cancer center and
one housed in an academic medical center teaching hospital,
this service will naturally serve as a regional resource. There
are no known administrative, clinical ov charge requirements
planned that would impede physician referrals of patients Jor
whom PET testing would be appropriate.”

3702(6)(3)(B) This rule states “An applicant proposing 1o acquire a PET

NC-

scanner, including a mobile PET scanner, shall provide the
following information for each facility where the PET
scanner will be operated: ... (3) Documentation that the
Jacility will: ....(B) provide scheduled hours of operation
for the PET scanner of a minimum of 12 hours per day, six
days a week, except for mobile scanners.”

In Section I1.8, page 47, the applicant states “The PET/CT
Simulator will operate from 6:45 AM— 9:00 PM (14.25 hours
per day) from Monday — Friday. The PE T/CT Simulator will
be available during the non-scheduled hours on an on-call
basis subject to patient need and demand.” The applicant
proposes to staff the PET/CT scanner for scheduled hours
of operation only five days per week. However, the rule
requires that the applicant provide scheduled houss of
operation for a minimum of six days per week. Therefore,
the application is nonconforming with this rule.

3702(b)(3)(C) This rule states “drn applicant proposing to acquire a PET

seanner, including a mobile PET scanner, shall provide the
following information for each facility where the PET
scanner will be operated: ... (3) Documentation that the
Jacility will: ... (C) implement a referral system which shall
include a feedback mechanism of providing patient
information to the referring physician and facility.”
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In Section IL8, page 47, the applicant states "Referring
physicians and facilities will receive a copy of the resulls
report following completion of the procedure.”

This rule states “dn applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall provide the
following information for each facility where the PET
scanner will be operated: ... (4) A description of the
protocols that will be established to assure that all clinical
PET procedures performed are medically necessary and
cannot be performed using other, less expensive,
established modalities.”

In Section I1.8, page 48, the applicant states “The profocols
that are currently utilized at NCBH will extend fo these
services and they are attached in Exhibit 12. In addition, the
Clinical Oversight Committee will be charged with ensuring
that appropriate policies are in place and adhered to and that
clinical PET procedures performed arve medically necessary
and cannot be performed using other, less expensive,
established modalities. The proposed Clinical Oversight
Committee policy and the Admission policy for the PET
Simulator are provided in Exhibit 12.” Exhibit 12 contains a
copy of the Positron Emission Tomography Center Procedure

. Manual for Clinical Patients,

This rule states “An applicant proposing to acquire a
mobile PET scanner shall provide copies of letters of intent
from and proposed contracts with all of the proposed host
facilities at which the mobile PET scanner will be
operated.”

The applicant does not propose to acquire a mobile PET
scanper.

This rule states “An applicant proposing o acquire a
mobile PET scanner shall demonstrate that each host
facility offers or contracts with a hospital that affers
comprehensive cancer services including  radiation
oncology, medical oncology, and surgical oncology.”

The applicant does not propose to acquire a mobile PET
scanner.
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This rule states “An applicant shall document that all
equipment, supplies and pharmaceuticals proposed for the
service have been certified for use by the U.S. Food and
Drug Administration or will be used under an institutional
review board whose membership is consistent with U.S.
Department of Health and Human Services' regulations.”

Exhibit 8 contains a letter from the U.S. Food and Drug
Administration notifying General Electric that the proposed
PET/CT scanner has been certified for clinical use.

This rule states “4n applicant shall document that each
PET scanner and cyclotron shall be operated in a physical
environment that conforms fo federal standards,
manufacturers specifications, and licensing requirements.
The following shall be addressed: (1) quality control
measures and assurance of radioisotope production of
generator or cyclotron-produced agents.”

In Section 118, page 49, the applicant states “NCBH owns a
cyclotron that is operated by PET Net. Quality control
measures and assurance production and testing are curvently
in place.”

This rule states “dn applicant shall document that each
PET scanner and cyclotron shall be operated in a physical
environment that conforms fo federal standards,
manufacturers specifications, and licensing requirements.
The following shall be addressed: ... (2) quality control
measures and assurance of PET tomograph and associated
instrumentation.

In Section IL8, page 49, the applicant states “NCBH will
conduct daily quality control measures of the equipment fo
include phantom studies, flooding of detectors and any other
measures recommended by the equipment manufacturer.”

This rule states “An applicant shall document that each
PET scanner and cyclotron shall be operated in a physical
environment thalt conforms to federal standards,
manufacturers specifications, and licensing requirements.
The following shall be addressed: .. (3) radiation
protection and shielding.
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In  Section IL8, page 49, the applicant stafes
“NCBH s/WFUHS’s experience with FDG will assist in
ensuring that proper radiation protection and shielding is in
place for the proposed equipment. Patient waiting areas and
open service areas will be located sufficiently far from the
FDG so that there is no significant increase in radiation fo
individuals.”

This rule states “An applicant shall document that each
PET scanner and cyclotron shall be operated in a physical
environment that conforms fo federal standards,
manufacturers specifications, and licensing requirements.
The following shall be addressed: .. (4) radioactive
emission to the environment.

In Section IL8, page 49, the applicant states “Handling of
radioactive materials will be strictly adhered to as directed

. by North Carolina and federal codes.”

This rule states “An applicant shall document that each
PET scanner and cyclotron shall be operated in a physical
environment that conforms to federal standards,
manufacturers specifications, and licensing requirements.

" The following shall be addressed: ... (5) radioactive waste

disposal.

In Section 11.8, page 50, the applicant states “Syringes,
needles, gloves and other contaminated articles will be stored
in an appropriate lead container and allowed to decay for
nine half-lives or until normal background levels are
achieved, at which time they will be discarded as regular
biologic waste.”

3703 PERFORMANCE STANDARDS

3703(a)(1)

This rule states “dn applicant proposing to acquire a
dedicated PET scanner, including a mobile dedicated PET
scanner, shall demonstrate that: (1) the proposed dedicated
PET scanner, including mobile dedicated PET scanners, .
shall be utilized at an annual rate of at least 1,220 PET
procedures by the end of the third year following
completion of the project.”
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Tn Section 11.8, page 50, and Exhibit 13, the applicant projects
that the proposed PET/CT scanper will perform 1,220
procedures in Year Three. However, the applicant did not
provide sufficient information to demonstrate that the
proposed PET/CT scanner will perform at least 1,220 PET
procedures in Year Three. See Criterion (3) for a detailed
discussion. Therefore, the application is not conforming
with this rule.

This rule states “dn applicant proposing fo acquire a
dedicated PET scanner, including a mobile dedicated PET
scanner, shall demonstrate that: ... (2) its existing
dedicated PET scanmers, excluding those used exclusively

for research, performed an average of 1,220 PET

procedures per PET scanner in the last year.”

Tn Section 11.8, page 50, the applicant states that the existing
PET scanner performed 1,383 procedures during Fiscal Year
2002 (July 1, 2001 to June 30, 2002), which was the last full
fiscal year of operation prior to submission of the application.

This rule states “An applicant proposing fo acquire a
dedicated PET scanner, including a mobile dedicated PET
scanner, shall demonstrate that: ... (3) its existing and
approved dedicated PET scanners shall perform an
average of at least 1,220 PET procedures per PET scanner
during the third year following completion of the project.”

In Fiscal Year 2002, the existing PET scanner performed
1,383 procedures and the applicant projects that it will
perform 2,256 procedures in Year Three (FY 2007). Thus,
the applicant projects that the number of procedures to be
performed on the existing PET scanner will increase an
average of 12.6% per year [2,256 — 1,383 = 873; 873 {1,383
= 0.63; 63% / 5 years = 12.6% per year]. However, the
applicant does not provide the assumptions or methodology
used to project utilization of the existing PET scanner to
demonstrate that the projected increases are reasomable.
Particularly, given the additional procedures to be performed
on the new PET scanner, including some existing routine
diagnostic procedures that are proposed to be shifted to the
new PET scanner. Therefore, the application is
nonconforming with this rule.
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This rule states “The applicant shall describe the
assumptions and provide data to support and document the
assumptions and methodology used for each projection
required in this Rule.”

The applicant did not adequately describe the assumptions or
provide data to support and document the assumptions and
methodology used for each projection required in this rule.
See Criterion (3) for a detailed discussion. Therefore, the
application is nonconforming with this rule.

3704 SUPPORT SERVICES

3704(a)

3704(b)

This rule states “An applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall document
how medical emergencies within the PET scanner unit will
be managed at each facility where the PET scanner will be
operated.”

In Section I1.8, page 51, the applicant states “A radiation
therapist with specialized training as a technologist who is
licensed by the State of North Carolina to handle
radioisotopes will always be present at the PET Simulator.
This radiation therapist will be immediately available fo
manage any medical emergency and activate the local
hospital code procedures if necessary. An emergency crash
cart appropriate to the Department of Radiation Oncology
will be located within close proximity fo the PET/CT
Simulator.”

This rule states “dn applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall document
that radivisotopes shall be acquired from one or more of
the following sources and shall identify the sources which
will be utilized by the applicant: (1) an off-site medical
cyclotron and radioisotope production facility that is
located within tweo hours transport time to each facility
where the PET scanner will be operated; (2) an on-site
rubidium-82 generator; or (3) an on-site medical cyclotron
for radio nuclide production and a chemistry unit for
labeling radioisotopes.”

In Section IL.8, page 51, the applicant states “WFUBMC
owns a cyclotron that is managed by PET.NET
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Pharmaceuticals. PET.Net has a national network of
facilities and is able to supply NCBH with pharmaceutical
radioisotopes in the unlikely event that the NCBH cyclotron is
not operational.”

This rule states “dn applicant proposing to acquire an on-
site cyclotron for radicisotope production shall document
that these agents are not available or cannot be obtained in
an economically cost effective manner from an off-site
cyclotron located within 2 hours total transport time SJrom
the applicant's facility.”

The applicant does not propose to acquire an on-site
cyclotron. There is already a cyclotron located on the campus
of Wake Forest University Baptist Medical Center.

This rule states “dAn applicant proposing to develop new
PET scanner services, including mobile PET scanner
services, shall establish a clinical oversight committee at
each facility where the PET scanner will be operated
before the proposed PET scanner is placed in service that
shall: (1) develop screening criteria for appropriate PET
scanner utilization; (2) review clinical protocols; (3)
review appropriateness and quality of clinical procedures;
(4) develop educational programs; and (3) oversee the data
collection and evaluation activities of the PET scanning
service.”

The applicant does not propose to develop new PET scanner
services. PET scanner services have been provided at Baptist
since 1990.

3705 STAFFING AND STAFF TRAINING

3705(@)(1)

This rule states “An applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall document
that the scanner will be staffed by the following personnel:
(1) One or more full-time nuclear medicine imaging
physicians who:

(4)  are licensed by the State to handle medical
radioisotopes;
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(B)  have specialized in the acquisition and
interpretation of nuclear images, including
tomographic studies, for at least one year,

(C)  have acquired knowledge about PET through
experience or postdoctoral education; and

(D) have had practical training with an operational
PET scanner.

In Section 11.8, page 53, the applicant states “Dr. Ed Shaw
and Dy, Dan Bourland, will serve as co-medical Directors for
the PET Simulator. ... In addition, Dr. Kathryn Morton,
Section Chief for Nuclear Medicine/PET Services practices
full-time for WFUHS and Medical Director for the fixed
diagnostic PET, will support his project and possesses all the
qualifications set forth in 3705 (4-D).” Exhibit 2 contains
curriculum vitae for each physician identified by the
applicant in response to this rule. These physicians are
board certified and have training and experience in PET
services.

This rule states “An applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall document
that the scanner will be staffed by the following personnel:
... (2) Engineering and physics personnel with training and
experience in the operation and maintenance of PET
scanning equipment.

In Section 118, page 53, the applicant states *‘The purchase of
the equipment includes vendor supplied maintenance of the
PET scanning equipment for the first year. The radiation
oncology engineer will have specified training to maintain the
equipment after year one. Dr. Dan Bourland will be the lead
physicist for the PET Simulator. In addition fo Dan
Bourland, Ph.D., WFUBMC employs three physicists who
will be available to provide consultations and maintenance as
needed for the PET/CT Simulator.” Exhibit 2 contains a
copy of Dr. Bourland’s curriculum vitae, which documents
that he has training and experience in the operation of PET
scanners.

This rule states “An applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall document
that the scanner will be staffed by the following personnel:

(3) Radiation safety persomnel with iraining and
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experience in the handling of short-lived positron emitting
nuclides.

In Section IL.8, page 53, the applicant states “All of the staff
will be radiation therapists with training in nuclear medicine
including specific training in the handling of short-lived
positron emitting nuclides.  All staff will be required {o
participate in continiing education related {o the safe
handling of radicactive materials  and other safety
considerations.”

This rule states “An applicant proposing fo acquire g PET
scanner, including a mobile PET scanner, shall document
that the scanner will be staffed by the following personnel:
.. (4) Nuclear medicine technologists certified in this field
by the Nuclear Medicine Technology Certification Board
or the American Registry of Radiologic Technologists with
training and experience In positron emission computed
tomographic nuclear medicine imaging procedures.”

In Section IL8, page 54, the applicant states “the radiation
therapists who will administer the radioisotope and operate
the machine will be certified or registry eligible with the
American Registry Radiologic Technology (ARRT) which is
the equivalent training of a nuclear medicine technologist.”

This rule states “dnm. applicant proposing to acquire a
cyclotron shail document that the cyclotron shall be staffed
by radiochemists or radiopharmacists who: (1) have at
least one year of training and experience in the synthesis of
short-lived positron emitting radioisotopes; and (2) have at
least one year of training and experience in the testing of
chemical, radiochemical, and radionuclidic purity of PET
radiopharmaceutical synthesis.”

The applicant does not propose to acquire a cyclotron.

This rule states “An applicant proposing to acquire a PET
scanner, a mobile PET scanner, or a cyclotron, shall
document that the personnel described in Paragraphs (a)
and (b) of this Rule shall be available at all times that the
scanner or cyclotron are operating.”
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In Section 1.8, page 54, the applicant states “The personnel
described in Paragraph {a) will be available at all times that
the scanner is operating.”

This rule states “dr applicant proposing to acquire a PET
scanner, including a mobile PET scanner, shall document
that a program of continuing staff education will be
provided that will insure training of new personnel and the
maintenance of staff competence as clinical PET
applications, techniques and technology continue to
develop and evolve.”

In Section 1.8, page 54, the applicant states “all staff are
subject to continuing staff education requirements. The
NCBH PET department has established competencies as
required by the Joint Commission on Health Care
Accreditation. These competencies are reviewed within 30
days of initial employment, 90 days, and then annually
thereafter.” Exhibit 11 contains copies.of staff training
policies for Baptist that document that the hospital has an
organized program of staff education and training.
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CHAPTER 692
Sl - SENATE BILL 816

AN ACT TO MAKE TECHNICAL AND CLARIFYING AMENDMENTS TO THg
CERTIFICATE OF NEED STATUTES,

The General Assembly of North Carolina enacts:

G.S. , Secdon 1, (.S, 131E-176 reads as rewritten;
131E-176 "8 13iE-176,. Definitiony. . .
As used in this Article, unless the context clearly requires otherwise, the following
terms have the meanings specified: ‘

: ‘Ambulatory surgical facility’ means a facility designed for the
provision of an ambulatory surgical program. An ambulator
surgical facility serves patients who require .focal, regional gr
general anesthesia and a period of post-operative observation, An
ambulatory surgical facility ‘may-only admit patients for a period of
less than 24 hours and must provide at least one designated
operating room and at least one designated recovery room, have
avaifable the necessary equipment and trained personnel to handle
emeigencies, provide adéquate quality assurance and assessment b
an evaluation and review committee, and maintain, adequate
medical records for each patient, An afbulatory surgical facitity
may be operated as a part of a physician or dentists office,
provided the facitity is Hcensed under .8 Chapter 131E, Article
6, Part D, but the petformance of incidental, limited ambulatory
surgical pracedures which do not constitute an ambulator surgical
program as defined in subdivision (1a) and which are pert}t’)rmed in

. a ghysician’s or dentist’s office does not make that office an
ambulatory surgical facility. it ’

(la) "*Ambuiatory surgical program’ means a formal program for
providing on a same-day basis those surgical procedures which
réquire local, regional or general anesthesla and & period of
post-operative observation to patieats whose admission for more
than 24 hours is determined, prior to surgery, to be medicaliy
unnecessary, .

(2} ' *Bed capacity’ means ﬂ)acc used exclusively for inpatient care,
Including space designed or remodeled for jicensed inpatient beds
even 1hougﬁ temporarily not used for such purf)oses. The number
of beds to be counted in any patient room shall be the maximum
number for which adequate square footage is provided as
established by rules of the Department except that single beds in
single rooms are counted even if the room containg inadequate
square footage. The term *bed capacity” also refers to the rumber
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of dialysis stations in kidney disease treatment centers, including
freestanding dialysis units, )

‘Capial expenditure’ means an expenditure which under generally
accepted accounting principles is not properly chargeable as an
expense of operation and maintenance,

‘Certificate of need' means a2 written order of the Department
setting forth the affirmative findings that a proposed project
sufficiently satisfies the plans, standards, and criteria prescribed for
such lijmjat:,ts by this Article and by rules of the Department as
provided in G.S. 131E-183{a) and which affords the person so
designated - as the legal proglonem of the proposed project the
ugponunity to proceed with the development of such project.
sCertified cost estimate’ means an, esttmate of the total cost of a
certified by i feht

project
H Jeds .. rs 41 h P | 3
heslth—serviceto-the—Pepartment-end-whieh—is

POty

: i 3
a, Preliminary plans and specifications; :
b. Estimates of the cost of equipment certified by the
manufacturer or vendor; and .
L3 Estimates of the cost of management and administration of

the project.

‘Change in bed capacity’ means (i) any relocation of health service
facility beds, or dialysis stations from one licensed facility or
campts to another, or (i) any redistribution of health service
facility bed capacity amang the categories of health service facility
bed as defined in .8, 131E-176 {9¢), or (iif} any increase in the
fumber of health service facility beds, or dialysis stations in kidney
disease treatment centers, including freestanding dialysis units,

‘Chermical dependency treatment acility’ means a public or private

facility, or unit in a facility, which is engaged in providing 24-hour

a day treatment for chemical dependency or substance abuse. This

treatment may include detoxification, administration of a

therapeutic regimen for the treatment of chemically de endent or

substance abusing persons and related services, The factlity or unit
may be:

a. y A umit within a general hospital or an attached or
freestanding unit of a general hospital licenséd under Articie
§, Chapter 131E, of the General Statutes,

b. A unit within a psychiatric hospital or an attached or
freestanding unit of a Spsg.rchiatric hospitai licensed under
Article 1A of General Statutes Chapter 122 or Article 2 of
General Statutes Chapter 122C,

c. A freestanding facility specializing in trestment of persons
who are substance abusers or chemically dependent licensed
under Avticle 1A of General Statutes C{apter 122 or Article

2 of General Statutes Chapter 122C; and may be identified
as ‘chemical dependency, substance abuse, ajcoholism, or
drug abuse treatment uaits; ‘residential chemical
dependency, substance abuse, alcoholism or drug abuse
facilities,’” ‘social setting detoxification facilities’ and
‘medical detoxification facilities,” or by other names if the
purpose is to provide lreatment of chemically dependent or

1067
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substance abusing rpcrsons, but shall not inciude halfway
houses ar recovery farms.
‘Chemical dependency treatmen! beds’ means beds that arg
Heensed for detoxification or for the inpatient treatment of
chemical dependency. Residential treatment beds for the treatmeng
of chemical dependency or substance abuse are chemicy
dependency treatment beds but those residential treatment beds
that were developed and operated without a cectificate of need
shall not be counted in the inventory of chemical dependency
ireatment beds in the State Health Plans prepared by the
Department pursuant to G.S. 131E-177(4} after July 1, 1987, The
State Health Plans prepared after July 1, 1987, shali also contain
no limitation on the proportion of the overall inventory of
chemical dependency treatment beds located in any of the types of
chemical dependency treatment facilities identified in subdivision
5a).
‘Department’ means the North Carolina Department of Human
Resources,
To ‘devetop’ when used in connection with health services, means
10 undertake those activities which will resuit in the offering of
institutional health service not provided in the previcus i2-month
reforting period or the incurring of a fiaancial abligation in
relation to the offering of such a service.

g&),(‘)) Repealed by Session Laws 1987, ¢, 514, 5. 1.

‘Heaith service' ineans an organized, interrelated medical,
diagnostic, therapeutic, andior rehabilitative activity that is integral
to the clinical management of a sick, injuced, or disabled person,
‘Haalth service’ does not include administralive and other activities
that are not integral to clinical management.
‘Health service facility’ means a hospital; psychiatric facility;
rehabilitation [acility; Jong term care facilily; kidney disease
treaiment  center, including  freestanding hemodialysis  units;
intermediate care facifity for the mentally retarded; home health
agency office; chemical dependency (reatment facility; and
ambulatory surgical facitity,

‘Health service facility bed’ means a bed ticensed for use in a

health service facility In the categories of () acule care beds; {ii}

psychiatric beds; (iii} rehabilitation beds; {iv}) hnermedinte—nurg

Efteer—sicH } 3 pursing  care  beds; (v§

intermediate care beds for the mentelly retarded; and (vi) chemical

dependency treatment beds.

‘Health maintenance organization {(HMQO)' means a public or

private organization which has received its certificate of authority

uttder Article 67 of Chapter 58 of the Genera! Statutes and which
either Is a qualified health maintenance organization under Section

1310{d) of the Public Health Service Act or:

a. Provides or otherwise makes available 10 enrolled
?articipams health care servicesy including ot lenst the
ollowing basic health care services: usual physician services,
hospilalization, laboratory, X ray, emergency and preventive
services, and out-of-area coverage;

b, [s compensated, except for copayments, for the provision of
the basic health care services listed above to enrolled

(12)

(13

(13
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participants by a payment which is paid-on a periodic basis
without regard 10 the date the health eare services are
provided and which is fixed without regard to the freguency,
extent, ar kind of hezlth service actually provided; and

c. Provides physicians' services primarily 8) directly through
physicians who are either employees or partners of such
organizations, or {if} through arrangements with individual
physicians or one or more groups of physicians organized on

pp, 2 BrOUD practice or individual practice basis.

anl 5 an e b3 35 Py £i
ST Yl g e ey —meansin TTILPRROCEt DAY ate - noRProdt

&, e 3. =) i Liny that 3
Lorporattan ineerporaicd—in—this—Siate thet—enpepes—in-repional
‘Home' health agency’ means a private organization or public
agency, whether owned or operated by one or more persons or
legal entitics, which furnishes or offers to furnish home heaith
services. -

‘Home health services’ means items and. services furaished to an
individual by a home health agency, or by others under
arrangements with such others made by'the agency, on a visiting
basis, and except for paragraph e. of this subdivision, in a place of
temporary or permanent residence used as the individual's home
as fotiows:

a, Part-time or intermittent nussing care provided by or under
the supervision of a registered nurse;
b. Physical, occupational or speech therapy;

3 Medical social services, home health aid services, and other
therapeutic services: )
d. Medical supplies, ather than drugs and biclogicals and the

use of medical appliances;
€ - Any of the loregoing items and services which are provided
On an outpatient basis under arrangements made by the
home health agency at a hospital or aursing home facifity or
rehabilitation center and the furnishing of which involves
the use of equipment of such a nature that the items and
services cannot readily be made available 10 the individual
in his home, or which are furnished at such facility while he
is there to receive any such item eor service, but not
including transportation of the individual in comnection with
any such item or service.
‘Haspital’ means a public or private institution which is primarily
engaged in providing (o inpatients, by or under supervision of
phystcians, diagnostic services and therapeutic services for medical
disgnosis, treatment, and care of injured, disabied, or sick ersons,
or rehabilitation services for the rehabilitation of injured, disabled,
or sick persons. The term includes all facilities licensed puisuant
te G.5. 131E-77 of the Gereral Statutes.
‘Hospice’ means any coordinated program of home care with
rovision -for inpaticet care for termiaaliy ill patients and their
amilies, This care is provided by a medicaily  directed
interdisciplinary team, directly or through an agreemeni under the
direction of an identifiable hospice administration, A hospice

program of care provides paliative and supportive medical and
other health services to meet the physical, psychological, social,

1059
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fin

(Ldc)
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spiritual and special needs of patients and their families, which are
experienced during the final stages of terminal illness and during
dying and bereavement.

Repealed by Session Laws 1987, ¢, 511, 5. |, effective July 1, 1987,
‘Intermediate care facitity for the mentaily retarded' meang
facilities licensed pursuant to Article 2 of Chapter 122C of the
General Statutes for the purpose of providing health and
habilitative services based on the developmental model and
principles of normalization for persons with mental retardation,
autism, cerebral palsy, epilepsy or retated conditions,

i l' p o o

e-meats-the-provision-eli-heaith-related
| esre—and-services—oa-a-tegular-basis—o—individuely-whe—de—et

*Long term care facility’ means a heallh service facility whose bed
complement of health service facility beds is composed prineipaily
£ ol , p )

o ; 3 tepmedinte nursing care facility beds
erboth: beds.

Repealed by Session Laws 1987, ¢. 511, 5. 1,

‘New institational health services’ means:

a: The constriction, development, or other establishment of a
new health service facility,

b. The abligation by any person of any capital expenditure on

behalf of or for a heaith service facility as defined in

subsection(9b) of this section exceeding two million dollars

($2,000,000}, other than one to acquire an existing healtly

service facility or to replace such a facilily desiroyed or

irreparably damaged by accident or patural disaster. The
cost of anmy studies, surveys, designs, plans, workin
drawings, specHications, and other activities, including sta
effort and consuiting and other services, essential to the
acquisition, improvement, expansion, or replacement of any

plant or equipment with respect to which an expenditure s

made shall be included in determining if the expenditure

exceeds two mitlion doblars {$2,000,000);

Any change in bed capacity as defined in G.8.131E-176(5);

The offecing of diaiysis services .or home health services by

or on behalf of a health service facility If those services were

not offered within the previous 12 months by or on behalf of
the facility;

e, A change in a project that was subject to certificate of need
review and for which a certificate of need was issued, if the
change is proposed during the development of the project or
within one year afler the project was cempleted. For
purposes of this subdivision, a change in a project is &
change .of more than fifteen percent (13%) of the approved
capital expenditure amouit or the addition of a health
service thal is to be located in the facility, or portion
thereof, that was constructed or developed in the project;

f The offering of a health service by or on behalf of a health
service facility if the service was not offered by or on behalf

s
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of the health service facility in the previous 12 months and if
the annual operating costs of the service equal or exceed
one million dollars ($1.000,000), or the expansion of an
existing health service when an annnal operating cost of one
million dollars ($1,000,000) is directly associated with the
offering of the expanded portion of the service;

F. to k. Repealed by Session Laws 1987, ¢. 511, 5. L.

: The purchase, lease, or acquisition of any health service
facility, or portion thercof, or a controlling interest in the
nealth service facility or portion thereof, if the health service
facility was developed under a certificate of need issued
pursuant to G.S. 131E-180;

m.  Any conversion of nowhealth service fachity beds to health
service facility beds;

n. The coastruction, development, or other establishment of a
hosplce if the operating budget thereof is in excess of one
hundred thousand doltars ($160,600).

& [he. opening of an additional office by ap existing home

t engy within it yige a as_defined rule
adopted he Depact t; or the aing of any office by
an_egisting home health ageney ouiside iis service area as

- defined by rules adopted by the Department, .

‘North Carelina State Health Coordinating Council’ means the

Council that prepares, with the Department of Human Resources,

;l}c State Me(fical Facilities Plan, a compozent of the State Health

an.

Mursisg care’ means:

a.  Skilled nuesing care and related services for residents whe
require medical or nursing care;

b,  Rehabilitaty ices the rehabiiitation of injured
disabled, or sick persons: or

& Health-related care and services provided on & regulac basis
to_individuals who because of their mental or physical

ndition require care and services above the level of m
nd board, whic I ma vailable to them onl
through institutional facilities, ‘

These are services which are not primarily for the care and

treatment of mental diseases,

To ‘offer,” when used in connection with health services, means

that the health service facility or health maintenance organization

holds itself out as capable of providing, or as having the means

for the provision of, specified health services, .

‘Person’ means an individual, & trust or estate, a partnership, a

corporation, including associations, joint steck compaaies, and

insurance companies; the State, or a political subdivision or
agency or instrumentality of the State.

‘Project’ or ‘capital expenditure project’ imeans a proposal to

undertake a capital exﬁenéilure that results in the offering of a

new institutional health service as defined by this Article. A

project, or capital expenditure project, or propesed project may

refer to the project from its earliest planming stages up through
the point at which the specified new institutional health service
may be offered, [n the case of facility construction, the point at
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b
e which the new institutional health service may be offered mug
i take place after the facility is capable of being fully ficensed and
S operated for its intended use, and at that time it shall be
I3 considered a health service facility.
7 (21)  ‘Psychiatric facility’ means a public or private facility licensed

pursuant to Article 2 of Chapter 122C of the General Statutes
and which is primarily engaged in providing to inpatients, by or
under the supervision of & physician, psychiatric services for the
diaprosis and treatment of mentaily ill persons,

e {22)  ‘Rehabilitation facitity’ means 2 public or private inpatient facitity
e which is operated for the primary purpose of assisting in the
f'v""" rehabilitation of disabled, persons through an integrated J)rogram
3 of medical and other services which are provided under

’ competeat, professiortal supesvision,

_ ) Hed-n : . :

. chobilitation toosfor it hebilitat Hﬂj?"‘ﬁl.eﬂr'e ﬁ":

Nﬂlﬁkﬁ&fﬁﬁﬁﬁ:

(24)  ‘State Health Plan’ means the plan prepared by the Department
of Human Resources and the North Carofina State Healih
Coordinating Council and approved by the Governor,

{25y  ‘State Medica! Facilities Plan’ means a com[})onez\z of the State -

5 Health Plan ﬁrepared by the Department of Human Resources T

o and the North Carolina State Health Coordinating Council, and regal
A approved by the Governor,

i (26} gepeaied by Session Laws 1983 (Regular Session, 1984), £.1002, 5. . "5(1»

a

g27) Repealed by Sesston Laws 1987, obta

§.5. ec. 2, G.g‘ 131E-177 reads as rewritlen: ficen

131E-177 “§ 131E-177. Department of Human Resources is designated State Health Planning pop!

and Development Agency; powers and dalies, ming

The Department of Human Resources is designated as the State Health Planning up i

and Development Agency for the State of North Carolina, and Is empowered to St

exercise the following powers and duties: com

- () To establish standards and criteria or plans required to carry out De
. the provisions and purposes of this Asticle and to adopt rules ha

. i pursuant to Chapter 150B of the General Statutes, to carry out ane

- the purposes and provisions of this Article; be tl

! (2} Adopt, amend, and repeal such rules and regulations, consistent s

i with the laws of this State, as may be required by the federal st

i government for grants-in-aid for heakh service facitities and Dep
e health planning which may be made available by the federal
3, government.  This section shall be liberally construed in order
8 that the State and its citizens may benefit from such grants-in-aid;
(3 Define, by rule, procedures for submission of periodic reports by

persons or health service facilities subject 10 agency review under
this Article;

{4) Develop policy, criteria, and standards for health service facilities
planning, conduct slatewide inventories of and make

: determinations of need for health service facilities, and develop a (e
! : State Health Plan; fices
’ (5) [mplement, by rule, criteria for project review; for
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(6) Have the power {0 grant, deay, ot withdraw a certificate of need
and o impose such sanctions as are provided for by this Article,
(7 Solicit, accepl, hold and administer on behalf of the State any

gams or bequests of money, securitles or property (o the
epartment for use by the Department th-gystema-pgencies
in the administration of this Article; and
8 Repealed by Session Laws 1987, ¢. 51 1,5 L
Establish and collect fees for submitting applications  {or
certificates-of-need, which fees shall be based on the total cost of
the project for which the apF!icam is applying. This fee may not
exceed filteen thousand dollars ($15,000) and may not be less
than four hundred doltars (8400.00).

{(10)  The amhorily to review all i recording mediv
any_person ot health service facility subj 0_Agency Feview

under this Articie which pertain {0 construction and acquisition

agtivities, staffing or costs and _charges for patient care, inchiding
imited construgtion contract fiitectural contracts,

comsultant _coptracts, purchase orders, cancelled  checks,

aeoounting and financial record ipstruments, foan and

security agreements, staffing_records, utliization statistics and any

other_tecords the Department deems 10 be_reasonably necessary
ine compliance with this Artic

The Secretary of Human Resources <hall have final decision-making authority with
vegard to all functions described in this section.”

Sec. 3. (.S, 131E-178 reads as rewriltem

ng 131E-178, Activilies requiring cevtificate of need.

{a) Ne person shall ofter or develop a new institutional health service without first
obtaining a certificate of need from the Department; provided, howevet, no hospital
ficensed pursuant to Article 5 of this Chapter that was established 1o serve a minority

pulation that would not otherwise have been served and that continues to serve a

minority population may be re uired to obtain & certificate of need for transferring
ap to 65 beds to sk i nursing care facility beds.
- (b} No person shall make an acquisition by donation, lease, transfer, or
comparable arrangement without first obtaining a certificate of need from the
Deé)ariment, if the acquisition would have been a new institutional health service if it
had been made by gurchasc. In determining whether an acquisition would have been
a new institutional heaith service the fair market value of the asset shail be deemed to
be (he purchase price. :

(¢) No person shall incur an obligation for a capital expenditure which is a new
institutional health service without hrst obtaining a certificate of need from the
Department. An obligation for a capital expenditure s incurred when:

(1} An enforceable contract, excepting contracts which are expressly
cottingent upon issuance of a certificate of need, 5 entered into
by a person for the construction, acquisition, fease or findncing of
a capital assel;

) A person takes formal action te commit fuads for a construction
Froject undertaker as his own CONractor; or

(3) n the case of donated property, the date on which the gift is
completed.

, {d) Where the estimated cost of a proposed capital expendituse is certified by a
ficensed architect or engineer to be equal o of less than the expenditure minimum
for capital expenditure, such expen iture shall be deemed not to exceed the
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expenditure minimum for capital expenditures regardless of the actual amouny
expended, provided that the following conditions are metl:

1§} The certified estimated cost is prepared in writing 60 days op
more before the obligation for the capial expenditure is incurreq
Certified cost estimates shall be available for inspection ar the
facility and sent to the Department upon its request,

(@Y. The facility on whose behaif the expenditure was made notifies
the Department in writing within 30 days of the date on whick
such expenditure is made if the expenditire exceeds the
expenditure minimum for capitai expenditures. The notice shatl
include a copy of the certified cost estimate.

{¢) The Department may grant certificates of need which permit capily)
expenditures only for predevelopment activities, Predevelopment activities include
the preparation of architecturat designs, plans, working drawings, or specifications,
the preparation of studies and surveys, and the acquisition of a potential site,"

Sec. 4, G.8. 131E-179 reads as rewritten:

"§ 131€-179. Research activities. .

{a) Notwithstanding any other provisions of this Article, a health serviee facility
may offer new institutional health services to be used solely for research, or incur tha
obligation of a capital expenditure solely for research, without 4 certificate of need, if
the Department grants an exemption. The Department shall grant an exemption if
the heakh service facility files a notice of intent with the Department in accordance
with rules promulgated by the Department and if the Department finds that the
offering or obligation will not:

(1 Affect the charges of the health service facility for the provision
of medical or other patient care services othér than serviceg
which are included ia the research;

2 Substantinlly change the bed capacity of the facility; or
3 Substantiatly change the medical or other patient care services of
the facility,

{b} After a health service facility has received an exemption pursuant to
subsection {(a) of this section, it shall not offer the new institutional health services, or
use 2 facility acquired through the capital expenditure, in a manner which affects the
charges of the facility for the provision of medical or other patient care services,
other than the services which are included in the rescarch and shall not charge
Faticn‘:s for the use of the service Tor which an exemption has been granted, without
irst obtaining a certificate of need from the Bepertnient: Department: provided,

wever, that any facility or service quired_or deyeloped under the exemplion

provided by this section shafl pot be subject to the foregoing restrigtions on_ s yse if
the facilily or service could otherwise be offered or developed without g certificate o
need.

{c) Any of the activities described in subsection {a} of this scction shall be deemed
to be solely for research even if they include patient care provided on an occasional
and irregular basis and nof as.a pact of the research program."

Sec. 5. G.S, 131E-181 reads as rewritten:
“§ 131E-181. Naturc of certificate of need, :
- (a8) A certificate of need shall be valid only for the defined scope, physical
location, and person named in the application. A certificate of need shall nol be
transferred or assigned ‘except as provided in 13{E-189(c).

{b) A recipient of a certificate of need, or any person who may subsequently
acquire, in any manaer whatsoever perrnitted by law, the service for which that
certificate of need was issued, is required to matcrially comply with the
representations made in its application for that certificate of necd. The Department
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chall require any recipient of a certificate of need, or its successor, whase service is in

gueration to submit

10 the Department evidence that the recipient, o its successor, 1§

in malerial compliance with the representations made in its application for the
cerlificate of need which granted the recipient the right to operate that service. In

getermining whether the recipient of a certificate of need, or its successor, 18

operating & service

application for that

10 the recipient, or |
H

2

3

¢} Whenever 2
gpplication for the
capital expenditure

Department of Commerce’s

which materially differs from the representations made in its
cerlificate of necd, the Department shall constder cost increases
ts successor, including, but not fimited 10, the foliowing:
Any increase in the consumer price index;
Any increased cost Incurred because of Governmeat
requirements, including federal, State, or any political subdivision
thereof; and
Any increase in cost due to professional fees or the purchase of
services and supplies. - '
certificate of need is issubd more ghin 12 months after the
certificate of need began review, the Department shall adjust the
amount proposed by increasing it to reflect any inflation in the
onstruction Cost Index that has occurred since the date

when the application began review; andl the Department shall use this recalculated

capital expenditure
P Set. 6.

amount in the certificate of need issued for the project.”
G.5. 131E-183(b) reads as rewritten:

“(b} The Department is authorized 10-adopt rules for the review of particutar

types of applicatio

s that will be used in addition 'to those criteria outlined in

eubsection (a) of this section and may vary according 1o the purpose for which a

particular feview Is
le adop

-ihe Department shall require an ademic medical cente
i edical Facilities Plan, to

spita defined b

ic J king hes|
gertificate of need 10 deveion ag@( similar facility or service.”
‘ Sec. 7. .5, [3LE-185 reads as rewritten:

being conducted of the {ype of health service reviewed, No such
teachin

emonstrate that any
¢ in-grder for ¢
he_issuang [ a2

5 131E-185. Review process.
La) Repealed by Session Laws 1987, c. 511, 5. L. !

21) Except as provided in subsection (c) of this section, there shall be a time limit -
of 90 days for review

of the applications, beginning on the day established by rule as

the day on which applications for the particular service in the service area shall begin

review,

®

@

Any person may file written comments and exhibits concerning d
roposal under review with the Department, not later than 45 30
days after the date on which the application begins review. These
wrillen comments may include:
a. Facts relaling to the service area proposed in the
application; S -
b, Facis relaling to the representdtions made by the ap‘})liéan't
in its application, and its ability to perform or [ulfill the
representations made; ) '
c. Discussion and argument regarding whethef, in light af the
material contained in tiic application and other welevant

factual matecial, the application complies with retévant
review criferia, plans, and standards. - ' ‘
Ad-least-15-but-re No more than 30 20 days from the conciusion
of the written conument period, the Depatiment shall ensure that

a pubtic heariny is conducted at a place withie the approptiate
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health service aren st-whiek-orab-presentetions if one or more of
the following circumstances apply; the review fo be conducted js
competitive; the proponent proposes 1o spend five million dollars

S.000.000) or more: a_written request for_a public hearing

received before the end of the written comment period from an
d a h

art defined in G.S. 131E-188{g); . &_apenc
determin al a hearing is in the public interest. At such public
hearing oral arguments may be made regarding the application or
pplications under review; and this public hearing shall inciude
€

he following:

An opportunity for the proponent of zach application under

review 10 respond (o the wrillen commeats submitted to the

Department about its application;

b.  An opportunity for any affected person as defined in G.S.
1315—158((:), except one of the proponents, to present
comments regarding the applications under review;

¢, An opportunity for a vepresentative of the Department, or
such other person or persons who are designated by the
Pepartment to conduct the hearing, to question ecach
proponent of applications under review with regard to the
contents of the afplication;

The Department shall maintain a recording of #he gny required

public hearing on eseh an application until such time as the

Department’s finai decision is isswed, or until a final agency

decision is issued purseant 10 a contested case hearing, whichever

is laler; and any person may submit a written synopsis or
verbatim stalement that contains the oral presentation made at
the hearing.

The Departmen! may contract or make arrangements with a

person or persons located within each health service area for the

conduct of such public hearings as may be necessary. The

Department shall publish, in cach heaith service area, notice of

the contracts that it executes for the conduet of those hearings, ¥

o=

by esg-eonttined-ta-tHisrtele:

Within 15 days from the beginning of the review of an application
or applications proposing the same service within the same
service area, the Department shall publish notice of the deadiine
for receipt of written comments, of the time and place scheduied
for the public hearing regarding the application or applications
under review, and of the name and address of the person or

agency that will preside,

The Department shall maintain alf written comments submitted to
it during the writtea comment stage and any written submissions
received at the public hearing as part of the Department's file
respecting each application or group of applications under review
by it, he application, writlen comments, and public hearing
comments, (ogether with all documents that the Department used
in arriving at its decision, from whalever source, and any
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documents that reflect or sat out the Department's final analysis
of the application or aé[:pfécations under review, shall consifute
the Department’s record for the application or applications weder
review,

ticle a certificate of need
application within the review period,

g criteria for determining

H the Department finds that

met for a particular project, it may extend the review period for a
ed 60 days and provide notice of such extension to all applicants,”

Sec. 8. G.S. 131E-188 reads as rewritien;
*§ 131E-188, Administrative and fudicial review,

{2) After a decision of the

need or exemption, any affected person, as defined in sebsection

shall be entitled to a contested case hearing under Article 3 of Ch
‘General Statutes,

the Department makes its decision, When a
send notification of the petition to the
reviewed with (he application for a certifi

petition.

A contest(ed) case shall be conducted in accordance w
1

2)
&)

@
(=)

The administrative law judge or hearin
deadlines in subdivisions 2) through (4)

hearing officer makes his recommended decision
pelition is filed,

030 ;ia;f by giv

s
1) As-g-eos

Department to jssue, deny or withdraw a certificate of
() of this section,
apler 150B of the
A petitior for a contested case shall be filed within 10 days alter

petition is filed, the Department shall
toposent of each application that was
cate of need that is the subject of the

ith the following timetable:

Ar sdministrative jaw judge or a hearing officer, as appropriate,

shall be assigned within 15 days after a petition is fited.

The parties shait complete discovery within 90 days after the

assignment of the adminisirative law judge or hearing officer.

The hearing 2t which sworn testimony is taken and evidence is

presented shall be held within 45 days afler the end of the

discovery period,

The administrative taw judge or hearing officer shall make his

recommended decision within 75 days after the hearing.

The Department shail make its final decision withia 30 days of

receiving the reeo isons: official record of th case

from the Office of Administrative H ri

g officer assigned to a case may extend the

s0 long as the administrative jaw judge or
in the case within 270 days after the

The Department may extend the deadline in subdivision (5) for up
all parties written notice of the extension,
i ") H

3 GHHot-precedent-to-pro eding-with On or before the date of filing a
petition for a contested case hearing on the a

of need, the

hew institutional he

pproval of an applicant for a certilicate

petitioner shalt deposit a bond wilh the clerk of superior court where the
alth service that is the
located, The bond shall be secured by cash

subject of the petition is proposed to be

ar its equivalent in an amount equal to

the subject of the pelition, but may nof be less than five thousand dollars {£5.000

end may not exceed fifty thousand doliars {3350,000),
approval for a cestificate of need and is contestin

5 0ot required to file a bond under this subsection,

he new institutional health service that is
action against a bond filed under this
uaty where the bond was fifed, Upon
ase was frivolous or fited to delay the

The applicant who received approvat for ¢
the subject of the petition may bring an
Subsection in the superior court of the co
linding that the petition for a contested ¢

A petitioner who received
g only a condition in the certificate
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applicant, the court may award the applicant part or alt of the bond filed under this
subsection, ‘

b? Any affected person who was'a party in a contested case hearing shall be
entitfed to judicial review of all or any portion of any final decision of the
Department in the following manner, The appeal shall be to the Court of ApJ)eals a3
provided in G.8. 7A-2%(a). The procedure for the ap(fmal shall be as provided by the
rules of appellate gmcedurc. The appeal of the final decision of the Department shali
be taken within 30 days of the receipt of the written notice of decision required by
G.S. 131E-187 and notice of appeal shall be filed with the Division of Facility
Services, Department of Human Resources and with all other alfected persons who
were parlies {o the contested hearing, R

(bl% Before filing an appeal of a decision by the Department granting a certificate
of need, the affected person shall deposit a bond with the Clerk of the Court of
Appeals. The bond shall be secured by cash or its equivalent in an amount equal to
five percent SS%) of the cost of the praposed new institutional health service that is
the subject of the appeal, but may not be less than five thousand dollars ($5,000) and
may not exceed fifty thousand dollars ($50,000). A holder of a certificate of need
who is appealing only a condition in the certificate is not required to file a bond
under this subsection.

If the Court of Appeals finds that the appeal was frivolous or filed to delay the
applicant, the court shall remand the case to the superior court of the county where a
bond was filed for the contested case hearing on the certificate of need. The superior
court may award the holder of the certificate of need part or all of the bond. The
court shall award the holder of the certificate of need teasonable attorney fees and
casts incurred in the appeal to the Court of Appeals,

{c) The term “affected persons’ includes: the applicant; the health systems agency
for the health service area in which the proposed project is to be located; health
systems agencies serving contiguous health service areas or located within the same
standard metropolitan statistical area; any person residing within the geographic area
served or to be served by the applicant; any person who regularly uses health service
facilities within that geographic area; health service facilities and health maintenance
organizations {HMOs) located in the health service area in which the profect is
proposed 1o be located, which provide services simifar to the services of the facility
under review; health service [facilities and HMOs which, prior to receipt by the
agency of the proposal being reviewed, have formally indicated an intention to

rovide simitar services in the future; third parly payers who reimburse health service
?aci!‘ities for services in the health service area in whith the project is Froposc{-} to be
{ocated; and any ageney which establishes rates for health service facilities or HMOs
tocated in the health service area in which the project is proposed to be located."
Sec. 9. (0.8, 131E-190 reads as rewritien:
“§ 131E-190., Enforcement and sanctions.

{a} Only those new institutional health services which are found by the
Department to be needed as provided in this Article and granted certificates of need
shail be offered or developed within the State.

(b} No formal commitments made for financing, construction, or acquisition
regarding the offering or development of 2 new institutiona! health service shall be
made gy any person uniess a certificate of need for such service or activities has been
granted,

{c) Nothing in this Article shall be construed as terminating the P.L. 92-603,
Section 1122, capital expenditure program or (he contract between the State of North
Carolina and the United States under that program. The sanctions available under
that program and coniract, with regard io the determination of whether the amounts
attributable 10 an applicable project or capital expenditure project shoutd be included
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or excluded in determining payments to the proponent under Titles V, XVIII, and
XX of the Soctal Security Act, shall remain available to the State,

d} If any person proceeds to offer ar develep a new institutiongl health service
without having first obtained a certificate of need for such services, the penalty for
such violation of this Article and rules hereunder may include the withholding of
federal snd State funds under Titles V, XVIIL, and XIX of the Social Security Act for
reimbursement of capital and operating expenses related to the provision of the new
institutional health service.

{e} The Medheal-Care-Commission Department may revoke or suspend the license
of anty person who proceeds to offer or develop a new institutional health service
without having first obtained a certificate of need for such services.

{f) The Depariment may assess a c¢ivil penalty of not more than twenty thousand

(}80) against any person who knowingly offers or develops any new
institutional health service within the meaning of this Article without a certificate of
need issued under this Article and the rules pertaining thereto, or in violation of the
terms or_conditions of such a certificate, whenever | termines a_violation has
geenrred_and each time the service is provided in violation of this provision. In
determining the arnount of the penalty the Department shall consider the degree and
extent of harm caused by the violation and the cost of rectifying the damage. A
person who is assessed a penalty shall be notified of the penalty by registered or
certified mail. The notice shall state the reasons for the penalty, [f a petson fails to
par,a penalty, the Department shall refer the matter to the Attorney General for
collection. For the purpose of this subsection, the ward “person® shall not include an
individual in his capacity as an officer, director, or emaployee of a person as otherwise
defined in this Article,

{g) No agericy of the State or any of its political subdivisions may appropriate or
grant funds or financially assist in any way a person, applicant, or factlity which is or
whose project is in violation of this Article.

(h) U any person proceeds to offer or develop a new imstitutional health service
without having fitst obtained a certificate of need for such services, the Secretary of
Human Resotrces or any pecson aggrieved, as defined by G.5, 1508-2(6), may bring a
civil action for injunctive relief, temporary or permanent, against the persen offering,
developing or operating any new institutional health service, The action may be
brought in the superior court of any county in which the health service facility is
tocated or in the superior court of Wake County.

{i} 1f the Depariment determines that the recipiont of a certificate of peed, or its
successor, is. operating a service whick materialiy differs from the representations
made in its application for that cettificate of need, the Department may bring an
action in Wake County Superior Court or the superior court of any county in which
the certificate of need is to be utilized for injunctive relief, temporary or permanent,
requiring the recipient, or its successor, to materially comply with the representations
in its application, The Department may also bring an action in Wake County
Superior Court or the superior courl of any county in which the certificale of need is
to }l)>e atilized to enforce the provisions of this subsection and G.8. [3E-181{b) and
the rules adopted in accordance with this subsection and G.8. 131E-181({b)."
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