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a certificate of public need to establish liver transplantation services at it existing tertiary
care facility in Norfolk, Virginia. In support of its Petition for Appeal, Sentara Norfolk

General Hospital states as follows:

PARTIES

1. Sentara Norfolk General Hospital ("SNGH" or the "Appellant”) is a licensed
inpatient acute care hospital serving the tertiary and trauma care needs of the
greater Tidewater region. SNGH currently provides organ transplantation
services including kidney, heart, lung and heart-lung transplantation and seeks
to provide liver transplant services as well. SNGH is the only transplant provider
in its health planning region, HPR V. which includes the Greater Tidewater, the
Peninsula, The Northern Neck and the Eastern Shore.

2. Randolph L. Gordon, M.D., M.P.H. is the State Health Commissioner for the
Commonwealth of Virginia. The Commissioner is the executive officer of the
Board of Health and is charged with the responsibility of supervising and
managing the Department of Health (the "Department") in accordance with the
policies, rules and regulations of the Board of Health.

3. The Eastern Virginia Health Systems Agency ("EVHSA") is a regional health
planning agency as set forth in § 32.1-102.1. The Commissioner is required to
consider the recommendation and the reasons therefor of the regional health

planning agency on applications for certificates of public need ("COPN"). The



EVHSA staff recommended that SNGH's project be denied. The EVHSA Board
voted to recommend approval of the project. The Adjudication Officer
considered both the report of the EVHSA staff and the recommendation of the
EVHSA Board in making his findings conclusions and recommendations on the

project.

CASE DECISION APPEALED FROM
SNGH appeals from the November 3, 1897 decision of the Commissioner
denying its application for a COPN to establish liver transplantation services as
part of the successful organ transplantation program that currently exists at the
hospital. The Commissioner, in the case decision, "decline[d] to adopt
Adjudication Officer Perry's recommendation” that SNGH's COPN request be
approved, but left intact the Adjudication Officer's findings of fact and

conclusions of law.

JURISDICTION AND VENUE

SNGH tirﬁely filed a Notice of Appeal from the Case Decision. A copy of the
Notice of Appeal is attached as Exhibit A.

Jurisdiction for this action exists under Virginia Code §§ 9-6.14:16.

Venue for this action lies in the Circuit Court for the City of Norfolk in accordance

with Virginia Code §§ 9-6.14:5.



10.

11.

12.

13.

Pursuant to Virginia Code § 32.1-102.9, the judge designated to preside over the
appeal of an administrative case arising under the COPN laws shall be
designated by the Chief Justice of the Supreme Court of Virginia from a circuit
other than the circuit where the project will be located. A copy of the Request for
Designation of Judge pursuant to § 32.1.102.9 is attached as Exhibit B.

Virginia Code § 9-6.14:21 provides a basis for an award of attorneys' fees if
SNGH substantially prevails on the merits of this case and the agency's position

is not substantially justified.

STATEMENT OF FACTS

On July 31, 1996, SNGH submitted a certificate of public need ("COPN")
application to add to its complement of transplant services the ability to perform
liver transplants. |

The application was reviewed for completeness and accepted into the COPN
review cycle commencing on September 10, 1996.

The Eastern Virginia Health Systems Agency ("EVHSA") held a public hearing
on SNGH's application on September 16, 1996.

The EVHSA Board met on November 12, 1996 to consider SNGH's application
for establishment of liver transplantation services. Although the EVHSA staff
recommended that the project be denied, the EVHSA Board voted to recommend

approval of the COPN, finding that the project would improve the availability and



geographical accessibility to liver transplant services for local residents and that
having a liver transplant service would round out the complement of transplant
services that are presently provided at SNGH.

14. By letter dated February 28, 1997, the state staff of the Department of Health,
Division of Certificate of Public Need ( DCOPN or "State Staff’) transmitted its
recommendation on the project. The State Staff recommended the project be
denied because:

(1) No substantial need for the proposed new service has been
demonstrated.

(i) A single facility waiting list. as now exists with only one liver transplant
program in the organ procurement organization's area, permits better
management of patients on the waiting list and decreases waiting list
mortality.

(i)  Establishment of a liver transplant program at SNGH has a considerable
probability of reducing volume at the Medical College of Virginia Hospital
("MCV") to a level that would harm training programs now in operation at
MCV.

15.  Aninformal fact finding conference ("IFFC") was held before Raymond Perry,
Adjudication Officer, on May 20, 1997. At the IFFC, SNGH presented evidence
including compelling medical testimony of the need of the population in SNGH's

service area for improved access to liver transplant services, as well as evidence



16.

17.

18.

19.

that the project fully complied with the provisions of the State Medical Facilities
Plan and all twenty statutory criteria for issuances of COPNs.

University Health Services and the Medical College of Virginia Hospitals
(collectively referred to as "MCV") sought to establish good cause standing.' The
Commissioner found that MCV did not have standing; thus, MCV is not a party to
this matter.

The Adjudication Officer reviewed the evidence, testimony, the reports of the
EVHSA staff and the DCOPN staff, and exhibits submitted for the record. The
Adjudication Officer made a written report including findings of fact, conclusions of
law and a recommendation for approval of SNGH's COPN request. A copy of the
Adjudication Officer's report is attached as Exhibit C.

Specifically, the Adjudication Officer found that “the main popuiation of PD 20 is
approximately two hours driving time from Richmond, the location of MCVH that
provides the closest liver transplant program.... The population is estimated to be
1.7 million by the year 2000. A significant proportion of this population two hours
drive or more from a liver transplant service. The proposed project would assure
liver transplant services within two hours of this population.”

The Adjudication Officer also found that "there are currently no liver transplant
programs in HPR V. SNGH is the singular transplant service providerin HPR V....
SNGH has been providing some transplant services for twenty-five years. It has

met the volume and survival standards for the other transplant services it provides.
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21.

22.

23.

SNGH can be expected to be able to meet the volume and survival standards for
liver transplant services."

The Adjudication Officer also found that the costs and charges associated with
providing liver transplant services at SNGH would be low. Specifically, he noted
that "when compared to other transplant service providers in the state, SNGH was
determined by the DCOPN staff to have typically low costs and charges. SNGH's
costs were determined to be approximately 77% of the combined average of
Fairfax. UVAH and MCVH. Additionally, SNGH's case mix [measuring the seventy
of iliness] was determined to be 118% [higher] of the average for the group."
Based on the evidentiary record, the Adjudication Officer determined that existing
providers of services would not be harmed by a program at SNGH because "in
1996, all three liver transplant programs in Virginia substantially exceeded the
volume requirements of the SMFP."

The Adjudication Officer found the improvement in geographic access compelling
noting that "there is no liver transplantation service in HPR V at the present time.
Residents in need of liver transplantation must travel outside of the area for liver
transplant services. The proposed project will make liver transplantation
geographically available to a significant population that now must travel more than
two hours diving time to get to the nearest provider.”

The Adjudication Officer also recognized improved financial access, an important

aspect of the project; noting that "SNGH has a long tradition of providing health
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25.

services to persons who cannot afford to pay. This is true of its general hospital

services as well as its transplant services. It is reasonable to expect that approval

of the proposed project will increase financial accessibility to liver transplant
services for a significant population.”

The Adjudication Officer concluded that "in view of the fact that no other transplant

program is within HPR V, one can conclude that the availability of a liver transplant

program at SNGH would reduce the travel time and therefore the cost of services
for residents of its services area who now must travel out of the area for services.

There is an ample number of potential liver transpiantation patients to allow the

development of a liver transplantation program at SNGH."

The Adjudication Officer concluded that SNGH's project should be approved

because:

(i) the proposed project is consistent with all of the pertinent standards for
reviewing transplant services in the SMFP;

(ii) the applicant is physically located so that it is accessible to a substantial
population in eastern Virginia and northeastern North Carolina that does
not reside within two-hours' driving time of the transplant center at the
Medical College of Virginia;

(iii) the proposed project was recommended for approval by the Eastern
Virginia Health Systems Agency for the reason of improving area

residents' access to liver transplant services;



(iv) the number of liver transplant patients from Eastern Virginia appears to be
increasing and, coupled with the projected short start-up of the SNGH
liver transplant service, no significant impact on liver transplant volume at
the MCVH transplant center should occur in the first three years; and

(V) the SNGH liver transplant program and the MCVH liver transplant
program will both be served by the LifeNet Organ Procurement
Organization, permitting collaborative participation in developing mutually
acceptable rules and guidelines to assure proper organ allocation policies
and procedures among patients and between institutions.

26. The Commissioner, upon review of the report filed by Adjudication Officer Perry.
declined to adopt Mr. Perry's recommendation that the project be approved, but
left standing the findings and conclusions supporting approval of the project. The
Commissioner also found that the SMFP standards duly adopted by the Board of
Health and pursuant to which the SNGH project had been reviewed, were
inaccurate, outdated, inadequate or otherwise inapplicable and advised the
Division of Certificate of Public Need to initiate the process to propose changes to
those standards. The Commissioner also concluded that the project would
adversely impact MCV based upon an erroneous finding of fact based on evidence
that does not appear in the record. A copy of the Commissioner's Decision is

attached as Exhibit D.
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25.

26.

27.

28.

29.

A. The Commissioner lacks the legal authority to set aside the State Medical
Facilities Plan in order to deny a COPN application which is fully
consistent with the COPN statute and relevant regulations.

Under Virginia COPN law, a COPN application must be consistent with the most

recent applicable provisions of the State Medical Facilities Plan ("SMFP") for a

project to be approved. Va. Code § 32.1-102.3(A).

The SMFP is a duly promulgated regulation, adopted by the Board of Health which

includes: i) methodologies for projecting need for medical care facility beds and

services, ii) statistical information on the availability of medical care facilities and
services; and iii) procedures, criteria and standards for review of applications for
projects of medical care facilities and services. Va. Code § 32.1-102.1.

The COPN statute gives the Commissioner the limited authority to disregard the

provisions of the SMFP to issue or approve a COPN that is not consistent with the

current SMFP if the Commissioner determines, "upon presentation of appropriate
evidence, that it is inaccurate, outdated, inadequate, or otherwise inapplicable."

Va. Code § 32.1-102.3(A).

The statute does not give the Commissioner the authority to deny a certificate to

an applicant who meets all of the relevant standards of the SMFP.

None of the parties to this matter, and not even the provider who sought to

establish good cause, argued or presented evidence to show that the SMFP

standards applicable to liver transplantation services were inaccurate, outdated.

inadequate or otherwise inapplicable.”
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30.

31.

32.

33.

34.

The Commissioner's decision unlawfully seeks to change the standard by which
COPN applications for liver transplantation services are judged and to apply that
proposed change in standard retroactively to SNGH.

Even if there had been a basis articulated in the record for setting aside the SMFP,
the Commissioner can not lawfully amend the regulation himself nor can he
lawfully apply such amendment retroactively.

By statute and regulation, "The most recent applicable provision of the State f
Medical Facilities Plan shall remain in force until any such chapter is amended.
modified or repealed by the Board of Health." 12 VAC 5-220-10 (emphasis
added); See also Va. Code § 32.1-122.08.

The Case Decision unlawfully seeks to apply to SNGH a proposed standard which
has not yet been articulated, instead of the standard that has been duly adopted
by the Board of Health pursuant to statute and regulation, remains in full force and

effect until it is changed by the Board of Health.

B. The Commissioner's finding that "the numbers of available organs may be
reaching a plateau" is unsupported by any evidence in the administrative
record.

The Commissioner relies heavily upon alleged "evidence" that the number of liver

transplants and organs are "leveling out."

11
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35.

36.

37.

38.

39.

40.

In his case decision the Commissioner cites "[ijndications in the health care
system" to support his conclusion that the supply of organs and the numbers of
procedures are "stabilizing" or "leveling out.”

Contrary to the Commissioner's conclusion, the record contains uncontroverted
evidence that the number of liver transplantation procedures performed in the
Commonwealth and originating from the Tidewater area has been growing
continually.

There is no evidence in the record that the volume of procedures or availability of
organs for transplant "may be reaching a plateau" or "stabilizing" as the
Commissioner stated in his decision.

The 'indications” cited by the Commissioner are not part of the record and may not
be relied on by the agency to support its decision.

Under Virginia administrative law, the Commissioner may rely on public data,
documents or information, only if he has first provided all parties with advance
notice of his intent to rely on such information. Va. Code § 9-6.14:11.B. No such
notice was provided in this case.

There is no evidence in the record to support the Commissioner's finding that the
number of transplants or organs available for transplant may be stabilizing or

reaching a plateau.

12
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41.

42.

43.

44,

The only evidence regarding the volume of liver transplant activity in the
Commonwealth shows an average annual increase in number of transplants for

the last few years.

C. The Commissioner's determination that "an additional liver transplant
center at SNGH may seriously impact the established liver transplant
fellowship program at MCVH" is based on an incorrect finding of fact,
which is unsupported by and contrary to the unrebutted evidence in the
record.

The Commissioner's decision recites the Adjudication Officer's incorrect finding
that a liver transplant training program must perform an annual volume of 45 liver
transplants to maintain accreditation.

The uncontroverted evidence in the record is that the current standard of the
American College of Transplant Surgeons provides that a fellow must perform at
least 45 procedures over the course of a fellowship, usually a two year period,
for a program to be certified as a training program. This translates to 22 to 23
procedures per year for a typical fellowship. Smaller volume programs can still
maintain accreditation by extending the length of the fellowship.

As the uncontroverted evidence in the record establishes, the current standard
for training certification, which was adopted just days before the IFFC, permits a
program with substantially lower volumes to obtain or maintain accreditation than

that previously required (an annual volume of at least 50 liver transplants) would

have been required in the past.

13
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45.

46.

47.

48.

49.

The Commissioner's conclusion that MCV's training program may be harmed - a

conclusion which is based on an erroneous finding, is without support in the

evidentiary record.

ERRORS ASSIGNED

SNGH hereby restates and reallege all assertions contained in paragraphs 1-45.
The Commissioner abused his discretion and exceeded the scope of his authority
under the COPN law by denying to SNGH a COPN application which is fully
consistent with applicable health planning standards set out in the statutes and
duly promulgated regulations governing the review of COPN projects in the
Commonwealth of Virginia/and which was recognized by the Department's
Adjudication Officer as meeting all of those standards.

The Case Decision does not comply with the basic law which gives the
Commissioner authority to set aside the SMFP as outdated and obsolete only for
purposes of approving a project, not for purposes of denying a project which
meets all relevant standards.

The Case Decision represents an unlawful and arbitrary and capricious attempt to
apply retroactively to SNGH a proposed regulatory change that has not been

made yet (and indeed, may not ever be made).
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50.

51.

52.

53.

The Commissioner abused his discretion and exceeded the scope of his authority
by attempting to usurp from the Board of Health, the authority to amend the
provisions of the SMFP.

The Commissioner did not comply with or observe the procedural requirements of
the Administrative Process Act and the basic COPN law in issuing the Case
Decision, a noncompliance which has materially and detrimentally affected SNGH.
The findings of fact made by the Commissioner are not supported by the
evidentiary record, or are based on evidence which is not part of the record.

The case decision is not supported by substantial evidence in the record.

Statement of Relief Reauested

For the foregoing reasons, Sentara Norfolk General Hospital prays:

1. That the Case Decision of the State Health Commissioner dated

November 3, 1997 denying Sentara Norfolk General Hospitals request for a certificate

of public need to establish liver transplantation be REVERSED and VACATED:

2. That the Court ORDER the issuance of a case decision consistent with

the findings, conclusions and recommendation made by the Adjudication Officer;

3. That the Court ORDER the Commissioner to pay the reasonable costs

and attorneys' fees incurred by Sentara Norfolk General Hospital in pursuing this

appeal; and

16



4. That the Court ORDER such other relief as it may deem appropriate in

this case.

Respectfully submitted.
SENTARA NORFOLK GENERAL HOSPITAL

By: %VV‘ (;\ ;_/L(f‘"“"\

Counsel

Thomas W. McCandlish
Laura G. Aaron

Mezzullo & McCandlish
1111 East Main Street
Suite 1500

Richmond. Virginia 23219
(804) 775-3100

J'HCT.SENTARAWORFOLKIORGAN 22\PETITION-APPEAL
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COMMONWEALTH OF VIRGINIA
BEFORE THE STATE HEALTH COMMISSIONER

In re: Certificate of Public Need No, VA-03365
Sentara Norfolk General Hospital
Norfolk, Virginia
Establish Liver Transplant Services

NOTICE OF APPEAL

Pursuant to Rule 2A:2 of the Rules of the Supreme Court of Virginia.
Sentara Norfolk General Hospital ("SNGH") hereby gives notice of its intent to
appeal the November 3, 1997 case decision of the State Health Commissioner
denying the request of SNGH to establish liver transplant services at its existing
hospital facility in Norfolk, Virginia. The case decision was received by SNGH on

Tuesday. November 4, 1997.

The identity and address of the appellant is:

Sentara Norfolk General Hospital
600 Gresham Road
Norfolk, Virginia 23501

Counsel: Thomas W. McCandlish
Mezzullo & McCandlish
1111 East Main Street
Suite 1500
Richmond, Virginia 23219

The identity and address of the appellees are:

Randolph L. Gordon, M.D.. M.P.H.
State Health Commissioner
Department of Health

1500 East Main Street

Suite 105

Richmond. Virginia 23219

19



Counsel: Carol S. Nance
Assistant Attorney General
Office of the Attorney General
900 East Main Street
Richmond. Virginia 23219

Eastern Virginia Health Systems Agency. Inc.
18 The Koger Center

Suite 232

Norfolk, Virginia 23502

Registered Agent:

Norma R. Spencer

18 The Koger Center

Suite 232

Norfolk, Virginia 23502

The appeal shall be taken to the Circuit Court for the City of Norfolk.

Respectfully submitted,

Sentara Norfolk General Hospital

Counsel

Thomas W. McCandlish
Laura G. Aaron

Mezzullo & McCandlish
1111 East Main Street
Suite 1500

Richmond, Virginia 23219
(804) 775-3100
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CERTIFICATE OF SERVICE

This is to certify that a true copy of this Notice of Appeal was delivered on

A=Y
this ‘i'cﬁ;of November, 1997 by hand to:

Randolph L. Gordon, M.D., M.P.H.
State Health Commissioner
Department of Health

1500 East Main Street

Suite 105

Richmond, Virginia 23219

N -

and mailed, postage prepaid. to the following this _* day of November. 1997

Carol S. Nance

Assistant Attorney General
Office of the Attorney General
900 East Main Street
Richmond, Virginia 23219

Paul M. Boynton

Eastern Virginia Health Systems Agency. Inc.
18 The Koger Center

Suite 232

Norfolk. Virginia 23502

Norma R. Spencer

18 The Koger Center
Suite 232

Norfolk, Virginia 23502

e i,

- - .

-.
v N

Counsel

; “hetisentarainorfolklorgan 22\appeal-notice
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VIRGINIA:
IN THE CIRCUIT COURT FOR THE CITY OF NORFOLK
SENTARA NORFOLK GENERAL HOSPITAL
Appellant,
V.
STATE HEALTH COMMISSIONER Chancery No.(LQ 7207

and

EASTERN VIRGINIA HEALTH SYSTEMS AGENCY, INC.

Appellees.

REQUEST FOR DESIGNATION OF JUDGE
PURSUANT TO § 32.1-102.8 OF THE CODE OF VIRGINIA

Appellant, Sentara Norfolk General Hospital (SNGH"), by counsel, hereby
submits this Request for Designation pursuant to § 32.1-102.9 of the Code of Virginia,
and in support thereof states as follows:

1. The above-referenced case is an appeal from an administrative case
decision by the State Health Commissioner under the Certificate of Public Need laws of
the Commonwealth of Virginia.

2. Jurisdiction and venue for this action properly lie in the Circuit Court for
the City of Norfolk pursuant to Virginia Codes §§ 9-6.14:5, 9-6.14:16 and 8.01-261 of

the Code of Virginia.

23



3. Pursuant to Virginia Code § 32.1-102.9 the judge designated to preside
over the appeal of an administrative case arising under the Certificate of Public Need
laws shall be designated by the Chief Justice of the Supreme Court of Virginia from a
circuit other than the circuit where the project is or will be under construction, located or
undertaken.

WHEREFORE, SNGH respectfully requests the Chief Judge of the Circuit Court
for the City of Norfolk to request the Chief Justice of the Supreme Court of Virginia to
designate a judge to preside over this litigation consistent with the requirements of
Virginia Code § 32.1-102.9.

Respectfully submitted,

SENTARA NORFOLK GENERAL HOSPITAL

By: ﬁ/w QS &’\/\A/\/'

< Counsel

Thomas W. McCandlish, VSB No. 016258
Laura G. Aaron, VSB No. 28848

Mezzullo & McCandlish, P.C.

1111 East Main Street

Suite 1500

Richmond, Virginia 23219

(804) 775-3100
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CERTIFICATE OF SERVICE

| hereby certify that on this Y¥>day of DiwhX | 1997. | caused a copy of
the foregoing Request for Designation to be delivered by first class mail to the following
at the addresses listed:

Paul M. Boynton

Eastern Virginia Health Systems Agency, Inc.
18 The Koger Center

Suite 232

Norfolk, Virginia 23502

Carol Nance

Assistant Attorney General
Office of the Attorney General
900 East Main Street
Richmond, Virginia 23219

Norma R. Spencer

Eastern Virginia Health Systems Agency, Inc.
18 The Koger Center

Suite 232

Norfolk, Virginia 23502

J\HCT\SENTARAWORFOLK\ORGAN.22\DESIGNATION.REQ
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COPN Request No. VA-5969
Sentara Norfolk General Hospital
Norfolk, Virginia

Establish Liver Transplant Services

Findings
1. Sentara Norfolk General Hospital (SNGH) is part of Sentara Health System.

2. SNGH is licensed for 644 beds and is located in Norfolk, Virginia, Planning District (PD)
20 in Health Planning Region (HPR) V.

3. HPR V is served by the Eastern Virginia Health Systems Agency (EVHSA).

4 SNGH is one of the Commonwealth's major tertiary-care hospitals and the primary trauma-
care center for the Hampton Roads area and adjacent areas of northeastern North Carolina.

5. SNGH is the principal teaching hospital for undergraduate and graduate medical students at
the Eastern Virginia Medical School (EVMS), which shares the Eastern Virginia Medical Center
campus with SNGH.

6. SNGH currently provides extensive organ transplant services through its "transplant center.”
The SNGH Transplant Center currently performs kidney, heart, lung, and heart/lung transplants.
SNGH proposes to expand its transplant services to include liver transplantation.

7. Liver transplant services are currently provided at three other locations in Virginia: in the
Central Virginia Health Planning Region (HPR IV) in Richmond, at the Medical College of Virginia
Hospitals of Virginia Commonwealth University (MCVH); in the Northwest Virginia Health
Planning Region (HPR I) in Charlottesville, at the University of Virginia Hospital (UVAH); and in
The Northern Virginia Health Planning Region (HPR II) in Fairfax at the Fairfax Hospital (FH).

8. There are 102 liver transplant programs nationally, which performed 3,652 liver transplants
in 1994. The average volume of liver transplant procedures per program was 36 in 1994, In
Virginia, according to statistics from the United Network of Organ Services (UNOS), in 1994,
eighteen residents of the SNGH primary service area received liver transplants, in 1995, twenty-one
SNGH primary service area residents received liver transplants, and in 1996, twenty-eight SNGH
primary service area residents received liver transplants.

9. Reportedly approximately 25-30 adult patients are referred out of the SNGH region and or
state for liver transplants each year by Sentara physicians. Additionally, based on information
furnished by MCVH's liver transplant program, there are also a significant number of patients
referred to their center by other Hampton Roads (PDs 20 and 21) physicians,who do not practice in
the Sentara Health System.

2'1



10.  The Division of Certificate of Public Need staff estimates that 40%-50% of the liver
transplant patients at MCVH and 10%-20% of the liver transplant patients at UVAH originate from
the potential SNGH service area, PDs 20 (Southampton Roads), 21 (Newport News-Hampton area).
and PD 22 (Virginia’s Eastern Shore), and northeastern North Carolina. This area has a population
estimated to exceed 1.7 million people by the year 2000.

11. SNGH assumes the accessibility of a liver transplant program in Hampton Roads will attract
patient referrals from both Sentara and non-Sentara physicians. SNGH bases its assumption other
solid organ transplantation services it provides and the fact that other solid organ transplant patients
are currently referred by both Sentara and Non-Sentara physicians to SNGH’s existing
transplantation services. SNGH projects that its liver transplant program will perform six transplants
the first year of operation, twelve in year two, and fifteen in year three.

12. SNGH proposes to recruit a surgeon with liver transplant experience (Dr. Colonna) into one
of the private, Sentara-affiliated surgical practice groups within the region to implement the liver
transplant program. Dr. Colonna was trained at MCV-VCU and at the University of California in
Los Angeles, allegedly one of the busiest liver transplant centers in the nation. Recently, Dr.
Colonna has served as director of the transplant program at Fairfax Hospital.

13, SNGH expects the liver transplant surgeon, Dr. Colonna, will immediately meet the
minimum UNOS transplant surgeon criteria for implementation of a liver transplant program.

14.  Three SNGH gastroenterologists (GI physicians), who respectively trained at the University
of Wisconsin, Yale, and the Medical College of Virginia, have committed medically to manage liver
transplant patients and also to obtain any additional training necessary to provide optimal post-
surgical medical care for these patients.

15.  Other physicians available within the community to support the liver program include Dr.
Scott Stanley, a surgical pathologist, who completed his medical training at the University of
Minnesota in its liver transplantation program. Dr. Martha Mooney, an infectious disease specialist
who supports the kidney, heart, and lung transplant programs, will also provide support for the liver
transplant program. SNGH has several intensive care specialists on its medical staff who will provide
support to the transplant physicians as well. Also, several members of the anesthesia practice which
provides expert services to support Sentara Norfolk General Hospital's surgery program have had
experience with liver transplants in their medical training and fellowships, as well as with the
existing transplant programs at SNGH.

16.  Costs of implementing the liver transplant program will be moderate because the Center
performs kidney, heart, lung, and heart/lung transplants. SNGH has sufficient capacity in its
intensive care units to accommodate the post-transplant follow-up care; therefore only incremental
operating costs will be associated with establishing the liver transplant service. The administrative
and clerical staff that support the current organ transplant programs will also support the proposed
liver transplant program. Additional program and hospital staff needed to assure operation of the
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program include a full-time RN Transplant Coordinator, a part-time Licensed Clinical Social
Worker, and a qualified full time technician to operate the intraoperative cell-saver. These additional
salary dollars have been detailed in the Financial Data section of SNGH’s application.

17.  Allegedly, establishment of the liver transplant program requires no additional inpatient beds
or facility construction, as liver transplant patients would be incorporated into the existing vascular
step-down and intensive care units within SNGH. The actual transplantation surgical procedure
would be performed within the surgical suites at SNGH. Some of the more costly equipment used
to support this complicated procedure (such as the bypass pump and the intraoperative cell saver)
is already available at SNGH, due to other tertiary-care transplant programs provided at the hospital.

18.  Upon discharge, liver transplant patients are proposed to be followed initially in the
Transplant Outpatient Clinic located on the fifth floor of SNGH. SNGH plans that patients will be
followed in the Clinic for three months post-discharge, and follow-up care required after the initial
period will be coordinated with the patient's primary care and/or referring physician. The Transplant
Outpatient Clinic presently supports the outpatient needs for the kidney, heart, and heart’lung
programs. Thus, the liver transplant outpatients will utilize the existing Transplant Center
examination rooms, waiting rooms, etc. SNGH proposes that long-term follow-up on these patients
will comply with standard protocols and procedures in place within existing transplant programs and
the proposed liver transplant program and will include at least an annual examination.

19.  Reimbursement for liver transplantation is expccted to be from sources similar to the existing
organ transplant programs. SNGH’s current contracts with insurers such as Aetna, Cigna, Blue
Cross, Met Life, and MetraHealth Travelers, include the ability for patients to have transplant
services provided at SNGH. Patients covered by the Sentara insurance products that provide
coverage for transplant services will also have the ability to have liver transplant services provided
at SNGH.

20.  The liver transplant program expects to perform transplants on patients without the ability
1o pay, as part of Sentara's charitable mission of improving the health of citizens in the Hampton
Roads community. Historically, SNGH has provided a larger percentage of charity care than other
Tidewater area hospitals.

21.  The application's projected capital costs for this project are:

SNGH Liver Transplant Program
Direct Construction Costs 0
Equipment $ 54,400
Legal Fees $ 7,500
Total Projected Capital Costs $ 61,900
3
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22.  SNGH is located at least two hours away from Richmond, the nearest liver transplant
program to residents of PD 20.

23.  The survival rate of liver transplant patients apparently is not strongly related to the volume
of procedures performed at the facility in which the transplant was provided.

24.  MCVH has a fully accredited liver transplant training program. Accreditation of liver
transplant training programs by the American College of Surgeons is related to the volume of
procedures performed in a facility. Full accreditation, as a liver transplant training program. is
dependent upon at least 45 liver transplant procedures being performed annually by each fellow in
the training program.

DISCUSSION

Applications for certificate of public need are required to be considered in relation to the
twenty general criteria that are specified in the COPN law. Following is a discussion of the
relationship of the proposed project to the COPN criteria.

1. The recommendation and the reasons therefor of the appropriate health systems
agency.

The EVHSA Board of Directors recommended approval of the proposed liver transplant
program at SNGH based upon the following stated rationale:

"The project will improve the availability and geographic accessibility to liver transplant
services for PD 20 residents, and having a liver transplant service will round out the
complement of services that are presently provided at Sentara Norfolk General Hospital."

2. The relationship of the project to the applicable health plans of the regional health
planning agency, the Virginia Health Planning Board, and the State Board of Health.

The State Medical Facility Plan (SMFP) contains criteria and standards for determining the
need for proposed new organ transplant services.

Acceprability
"Consumer Participation - Providers of organ transplantation services should provide a
program of patient and family education regarding the nature of the patient's organ
disease and the treatment of the patient and family in the management of the organ pre-
and post-transplantation.”

SNGH is an existing major provider of organ transplant services in Virginia. The application
states that "as an existing provider of organ transplantation services, SNGH already has appropriate
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education programs in place.” The application includes examples of patient education material and
copies of policy and procedure statements regarding patient education for kidney transplant patients.
SNGH subsequently furnished DCOPN a draft "Liver Transplant Protocol,” which prescribes staff
activities for patient and family education. The application meets this standard.

Accessibility
Travel Time - ""Organ transplantation services, of any type, should be accessible within
two hours driving time, under normal conditions, of 95% of Virginia's population.”

The main population of PD 20 is approximately two hours driving time from Richmond. the
location of MCVH that provides the closest liver transplant program. Norfolk, location of SNGH.
is generally about two hours drive from MCVH. SNGH serves a patient population from a wide
geographic area that includes PD 20, PD 21, PD 22 and eastern North Carolina. The population is
estimated to be 1.7 million by the year 2000. A significant proportion of this population two hours
drive or more from a liver transplant service. The proposed project would assure liver transplant
services within two hours of this population.

Availability
"Regionalization of Services - There should be no more than one transplant program for
each organ system in a health planning region.”

There are currently no liver transplant programs in HPR V. SNGH is the singular transplant
service provider in HPR V. The addition of liver transplantation service at SNGH would be
consistent with this standard.

"Conditional Approval - approval of organ transplantation programs shall be conditioned
upon a facility's meeting both minimum volume and survival standards, Failure to meet
these standards within two years of initiation of the service may be cause for revocation
of the certificate of public need."

SNGH has been providing some transplant services for twenty-five years. It has met the
volume and survival standards for the other transplant services it provides. SNGH can be expected
to be able to meet the volume and survival standards for liver transplant services.

"HCFA/Medicare Requirements - 1. Proposals to establish new transplantation programs
should demonstrate compliance with all Medicare program coverage criteria within two
years of the initiation of the program. 2. Proposals to expand existing transplantation
programs should demonstrate that existing organ transplantation services comply with all
applicable federal Health Care Financing Administration (HCFA) criteria for Medicare
program coverage.”
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SNGH is certified by HCFA as a provider of transplant services. Its heart and kidney
transplant services fully comply with Medicare requirements and the only facet of the lung transplant
program that fails to meet Medicare criteria is the low volume due to constraints on organ
availability. SNGH is anticipated to meet the HCFA/Medicare requirements.

Continuity
"Discharge planning and follow-up care - A. Providers of transplantation services
should have written policies and procedures for discharge planning and follow-up care
Jor the patient and family which are part of the institution’s overall discharge planning
program. B. Providers of organ transplantation services should have established protocols
Jor referring physicians and the organ transplantation service to assure adequate post-
operative diagnostic evaluation for transplant patients."

SNGH has the requisite policies and procedures in place to meet the standards for continuity
of care.

Cost
"Cost and charges - The total cost (direct and indirect) for providing all organ
transplantation services should be comparable to other similar providers in the health
planning region and the state."”

SNGH is the only provider of transplantation services in its HPR. SNGH’s case-mix irdices.
net patient revenue, and costs were compared with those the other major tertiary-care hospitals in
Virginia, all of which offer transplant services for one or more solid-organ systems by DCOPN staff.
When compared to other transplant service providers in the state, SNGH was determined by the
DCOPN staff to have typically low costs and charges. SNGH’s costs were compared to were
determined to be approximately 77% of the combined average of Fairfax, UVAH and MCVH.
Additionally, SNGH’s case mix was determined to be 118% of the average for the group. It is
reasonable to believe that the costs and charges for the proposed liver transplant service at SNGH
will be comparable to the costs and charges for liver transplant services at the other Virginia liver
transplant provider institutions.

Quality
"Minimal utilization - 1. Proposals to establish...transplantation services should
demonstrate that a minimum number of transplants will be performed annually. The
minimum number of required liver transplants is twelve (12)."

SNGH projects that it will be able to exceed the minimal number of requisite liver transplants

following its start-up year. It is reasonable to believe that a liver transplant program at SNGH will
be able to meet the minimal volume standard.
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"2, Successful transplantation programs are expected to perform substantially larger
numbers of transplants annually. Performance of minimum transplantation volumes does
not necessarily indicate a need for additional transplantation capacity or programs.”

In 1996, all three liver transplant programs in Virginia substantially exceeded the volume
requirements of the SMFP. Sixty-six liver transplants were performed at MCVH, 37 liver
transplants were performed at UVAH, and 53 liver transplants were performed at Fairfax Hospital.
It may be anticipated that an additional liver transplant program at SNGH will also meet this
standard.

"3. Preference will be given to expansion of successful existing services, either by
enabling necessary increases in the number of organ systems being transplanted or by
adding transplantation capability for additional organ systems, rather than developing
other programs that could reduce average program volume."

SNGH currently provides successful transplantation services for kidney, heart. and heart‘lung
patients. In 1988, SNGH was one of only five hospitals in Virginia providing transplant services
and was second (after MCVH) in the volume of transplants. In 1988, the kidney was the only organ
transplanted at SNGH. Heart, lung, and heart-lung transplant services were added at SNGH from
1989 through 1993. In 1995, SNGH was fourth in total volume among the eight Virginia hospitals
offering transplant services for one or more organs. From 1988 to 1995, SNGH’s annual transplant
volume first increased and then declined back to the 1988 level. During the period, total statewide
transplant volume more than doubled, reflecting the addition of a number of new transplant programs
at other Virginia hospitals. From May 1, 1995 through April 30, 1996, SNGH transplant center
totals were 39 kidney transplants, 17 heart transplants and six heart-lung transplants. SNGH has a
very active transplant center. The provision of liver transplant services would add a new transplant
program to an already successful SNGH transplant center. The proposed project is consistent with
this standard.

"Minimum survival rates - 1. Facilities should demonstrate that they will achieve and
maintain minimum transplant survival rates. The minimum one-year survival rate for
liver transplant recipients is 50%-60%."

SNGH meets or exceeds the minimal survival rates for each of its existing organ transplant
programs and there is every reason to believe, if liver transplant services are initiated by SNGH. liver
transplant patients will meet or exceed the minimal survival rates.

2. Survival rates beyond one year should be consistent with the HCFA Medicare

program requirements, or with applicable professional-society-recommended standards

acceptable to the department where there are no HCFA criteria."”

The HCF A two-year standard for liver transplant programs is 60%. SNGH has a history of
compliance with the survival rates in its other transplant services and can be expected to meet the
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HCFA standard for the liver transplant service. (Note: The HCFA standard for heart recipients is
65%, SNGH achieves 94.5%; the HCFA standard for lung recipients is 62%; SNGH achieves 66%;
there is no HCFA standard for kidney recipients, but SNGH achieves 90%.)

""Service proficiency - Proposals to add organ transplantation services should demonstrate
at least two years successful experience with all existing organ transplantation systems. "

SNGH meets this standard.

"Staffing - 1. All physicians that perform transplants should be board certified by the
appropriate professional examining board, and should have a minimum of one year of
Jormal training and two years experience in transplant surgery and post-operative care."

The applicant asserts that, upon receipt of a certificate of public need, the physician group
which serves the transplant center at SNGH will recruit and hire a liver transplant surgeon who
meets all relevant criteria. SNGH can meet this criterion.

2. Organ transplantation services should have a complete team of surgical, medical and
other specialists, with at least two years experience in the proposed organ transplantation
system."

The applicant will be able to comply with this standard. SNGH has in place already surgical.
medical and other specialty physicians on staff with liver experience.

"Systems Operations - 1. Providers of organ transplantation services should document
that they participate in a regional and national organ donor network. The facility should

have written policies and procedures governing organ and tissue procurement."

SNGH has policies and procedures which meet this standard; and SNGH also is a member
of the regional and national organ donor networks. SNGH meets this standard.

"2, Providers of organ transplantation services should have an ongoing approved medical
education program.'

SNGH has an approved medical education program in place and all of its physicians
associated with the transplant program participate in continuing medical education programs.

“3. Providers of organ transplant services should demonstrate that they have direct and
immediate access to a histocompatibility testing laboratory that meets the American

Society for Histocompatibility and Immunogenetics (ASHI) standards.”

SNGH operates an ASHI accredited laboratory. The proposed project meets this standard.
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3. The relationship of the project to the long-range development plan, if any, of the person
applying for a certificate.

SNGH currently provides transplant services for kidneys, hearts, lungs, and heart-lungs.
SNGH serves a large population of persons who are not within two hours driving time of the nearest
liver transplantation services at MCVH. The COPN staff has estimated the population outside of
the two-hour driving time radius of MCVH to be in excess of 400,000 persons. The addition of liver
transplant services will round-out the transplantation services provided by SNGH to its service area
population. The proposed project is consistent with SNGH's long-range development plan for its
transplant center.

4 The need that the population served or to be served by the project has for the project.

The population that uses SNGH for its tertiary services is relatively concentrated in eastern
Virginia. Patient origin statistics show that the hospital serves PDs 20, 21 and 22 and northeastern
North Carolina. The population of this hospital service area is estimated to be 1.7 million people.
The number of liver transplantations from this population group has increased each year for the past
three years from 18 (1994) to 28 (1996), and there is no reason to believe that this trend will not
continue assuming that organs continue to come available.

The applicant asserts that residents of its service area in need of liver transplantation must
now leave the area to go to providers in Richmond, Charlottesville, Fairfax and out-of-state. The
applicant asserts that travel for persons with end stage liver disease is burdensome due to the
numerous evaluations that persons awaiting livers are subjected to while awaiting the availability
of organs, and that most patients have to rely upon family members to assist them, which creates
additional burdens on the patient’s families. SNGH asserts that the process is burdensome.
expensive and time-consuming for its service area residents, but that much of the inconvenience.
anxiety and expense can be eliminated with the initiation of liver transplantation services at SNGH.

The applicant asserts that referrals of patients to out-of-area providers often results in
repetitions of the diagnostic tests that were performed on the patients prior to referral to the
transplantation facility and that coordination of patient care between the transplant facility and the
referral physician is often poor. SNGH believes that approval of its proposed project will eliminate
these problems for its service area.

5. The extent to which the project will be accessible to all residents of the area proposed
to be served.

There is no liver transplantation service in HPR V at the present time. Residents in need of’
liver transplantation must travel outside of the area for liver transplant services. The proposed
project will make liver transplantation geographically available to a significant population that now
must travel more than two hours’ driving time to get to the nearest provider.
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SNGH has a long tradition of providing health services to persons who cannot afford to pay.
This 1s true of its general hospital services as well as its transplant services. It is reasonable to expect
that approval of the proposed project will increase financial accessibility to liver transplant services
for a significant population.

6. The area, population, topography, highway facilities and availability of the services to
be provided by the project in the particular part of the health service area in which the project
is proposed.

The location of SNGH in downtown Norfolk is convenient to the area population by
automobile. The area is served by a network of interstate highways and major thoroughfares. The
area has many waterways with bridges and tunnels that often become crowded and sometimes inhibit
traffic. There is no other liver transplant service provider in the region, which includes PD 17, 18.
20,21, and 22. Residents who require liver transplantation services must travel outside of the region
to receive the service. A substantial number of people in the area, 400,000 plus, are not within two-
hours drive of a liver transplantation program.

7. Less costly or more effective alternate methods of reasonably meeting identified health
service needs.

SNGH provides organ transplantation services at its “Transplant Center.” When the costs
and charges of all Virginia transplant programs are compared, the SNGH costs and charges are
comparable to that of the other Virginia programs. In view of the fact that no other transplant
program is within HPR V, one can conclude that the availability of a liver transplant program at
SNGH would reduce the travel time and therefore the cost of services for residents of its services
area who now must travel out of the area for services. The addition of liver transplants to the SNGH
array of solid organ transplant services can be accomplished at minimal addition expense. No capital
expenses for new construction are involved. Much of the equipment and support services expenses
can be avoided due to their current availability at SNGH for existing transplant services.

8. The immediate and long-term financial feasibility of the project.

The proposed project is financially feasible in both the short term and the long term. There
is an ample number of potential liver transplantation patients to allow the development of a liver
transplantation program at SNGH. The development of the SNGH liver transplant program should
have minimal impact upon existing providers of liver transplant services. SNGH expects to serve
six patients during year one, 12 in year two, and 15 in year three. This timetable for development
should provide minimal disruption to the volume of patients who currently seek liver transplant
services from other in-state providers.

9. The relationship of the project to the existing health care system of the area in which

the project is proposed.
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SNGH is a major tertiary care referral facility that serves the eastern portion of Virginia and
northeastern North Carolina. It provides most medical and surgical services that are required by its
service area population. It is the only facility in HPR V that provides transplant services. It is a
major trauma center. If liver transplant services are to be provided in HPR V, SNGH is the only
location where all of the support services are already in place to do so. Additionally, SNGH
provides the referral relationships that a transplant center requires to maintain continuity of patient
care services.

10.  The availability of resources for the project.

SNGH has the necessary resources to initiate the liver transplant service and to sustain the
service until the time that it becomes self-sustaining through reimbursement income. SNGH has the
ability and the contacts to recruit the necessary experienced personnel that it will require to initiate
a successful liver transplant program.

I1.  The organizational relationship of the project to necessary ancillary and support
services.

SNGH, through it existing transplant programs, has in place and on staff the necessary
personnel, equipment, policies and procedures to support a liver transplant program.

12.  The relationship of the project to the clinical needs of health professional training
programs in the area in which the project is proposed.

SNGH has long been associated with the Eastern Virginia Medical School (EVMS). The
initiation of liver transplant services at SNGH will provide opportunities for medical students of
EVMS and residents in the SNGH postgraduate training programs to observe and study liver
transplantation as a part of their training; however, there is no plan to train transplant surgeons as
a part of the proposed project.

The SNGH liver transplant program may temporarily reduce the volume of patients being
referred to other in-state providers, especially MCVH, where most area patients are referred;
however, the proposed slow startup of the SNGH program should provide minimal impact upon
volumes of patients at MCVH. The number of liver transplant patients from the SNGH service area
increased by three, from 1994 (18 recipients) to 1995 (21 recipients), and by seven, from 1995 (21
recipients) to 1996 (28 recipients). This annual increase in liver transplant recipients should mitigate
the impact that the addition of a liver transplant program at SNGH will have upon other in-state
providers.

13.  The special needs and circumstances of an applicant for a certificate, such as a medical
school, hospital, multidisciplinary clinic, specialty center or regional health service provider.
if a substantial portion of the applicant's services or resources or both is provided to
individuals not residing in the health service area in which the project is to be located.
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SNGH is a regional health service provider that is the main tertiary hospital facility that
serves eastern Virginia and northeastern North Carolina. The initiation of liver transplant services
will increase accessibility for the population that historically has relied upon SNGH for tertiary care
services.

14.  The special needs and circumstances of health maintenance organizations. When
considering the special needs and circumstances of health maintenance organizations, the
Commissioner may grant a certificate for a project if the Commissioner finds that the project
is needed by the enrolled or reasonably anticipated new members of the health maintenance
organization or the beds or services to be provided are not available from providers which are
not health maintenance organizations or from other health maintenance organizations in a
reasonable and cost effective manner.

Although “Sentara™ owns and provides health maintenance organization services, this
criterion is not applicable to this project.

15.  The special needs and circumstances for biomedical and bebavioral research projects
which are designed to meet a national need and for which local conditions offer special
advantages.

This criterion is not applicable to the proposed project.

16. In the case of the comstruction project, the costs and benefits of the proposed
construction.
This criterion is not applicable to the proposed project.

17.  The probable impact of the project on the costs of and charges for providing health
services by the applicant for a certificate and on the costs and charges to the public for
providing health services by other persons in the area.

SNGH asserts that most costs associated with the delivery of transplant services are variable
and that any reduction in volume that may be experienced by other providers of liver transplant
services as a result of the establishment of services at SNGH should be minimized. The addition of
the service at SNGH will not increase the cost of delivery of liver transplant services because many
of the necessary fixed costs are already in place at the SNGH transplant center. SNGH was
determined by the staff of the DCOPN to have lower charges than other transplant programs in
Virginia while having a patient case mix with an 18% higher acuity. The location of a liver
transplant program at SNGH should serve to reduce travel expenses for those residents in the SNGH
service area who require liver transplants.

18.  Improvements or innovations in the financing and delivery of health services which

foster competition and serve to promote quality assurance and cost effectiveness.
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The proposed project offers no specific improvements or innovations in the financing and
delivery of liver transplantation service which will foster competition or promote competition and
cost effectiveness.

SNGH asserts that its liver transplant program will improve the continuity of care provided
to residents of its service area who require transplants and also reduce their travel costs by keeping
them closer to home. SNGH alleges that by improving continuity and coordination of patient care.
the transplant patient outcomes should ultimately be affected positively.

19.  In the case of health services or facilities proposed to be provided, the efficiency and
appropriateness of the use of existing services and facilities in the area similar to those
proposed.

There are no other liver transplantation services available in HPR V. The residents in need
of liver transplants from this area are currently traveling to other liver transplant providers in
Virginia and out of state. The predominant number of referred liver transplant patients are currently
served at MCVH. Based upon the analysis performed by the staff of DCOPN, the SNGH service
area residents make up about 30% of the utilization of the MCVH liver transplant program. The
MCVH liver transplant program had 66 liver transplants in 1996.

20.  The need and the availability in the health service area for osteopathic and allopathic
services and facilities and thc impact on existing and proposed institutional training programs
for doctors of osteopathy and medicine at the student, internship, and residency training levels.

SNGH provides one of the primary hospital sites for training EVMS physicians. There is
no other allopathic or osteopathic training program in eastern Virginia. The proposed initiation of
liver transplant services at SNGH will provide an additional learning opportunity for medical
students at EVMS.

The development of a liver transplant service at SNGH should only marginally alter the
volume of liver transplants at MCVH, which is located in HPR IV, where a fully accredited
fellowship training program for liver transplant surgeons exists. The MCVH certification is
dependent upon maintaining a certain volume of liver transplant patients. The American College
of Surgeons certification requires 45 liver transplants to be performed annually. In 1996, sixty-six
liver transplants were performed at MCVH.

The transplantation program at MCVH draws patients from all of Virginia and out-of -state
as well. MCVH is a nationally known transplantation center.

Recommendation
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I have reviewed and evaluated all aspects of the proposed project. I have listened to the
testimony of experts from the hospital, and reviewed the position of the Eastern Virginia Health
Systems Agency, and its staff, and the staff of the Division of Certificate of Public Need.
Additionally, I have carefully studied the SMFP and the guidance that it offers as it applies to this
proposed project. I recommend approval of the proposal to establish liver transplant services at
Sentara Norfolk General Hospital. The rationale in support of the recommendation is:

1) the proposed project is consistent with all of the pertinent standards for reviewing
transplant services in the SMFP;

2) the applicant is physically located so that it is accessible to a substantial population
in eastern Virginia and northeastern North Carolina that does not reside within two-hours’
driving time of the transplant center at the Medical College of Virginia;

3) the proposed project was recommended for approval by the Eastern Virginia Health
Systems Agency for the reason of improving area residents’ access to liver transplant
services; and,

4) the number of liver transplant patients from eastern Virginia appears to be increasing
and, coupled with the projected slow start-up of the SNGH liver transplant service. no
significant impact on liver transplant volume at the MCVH transplant center should occur
in the first three years.

5) the SNGH liver transplant program and the MCVH liver transplant program will both
be served by the LifeNet Organ Procurement Organization, permitting collaborative
participation in developing mutuaily acceptable rules and guidelines to assure proper organ
allocation policies and procedures among patients and between institutions.

Respectfully submitted,

DL

aymond O. Perry, M.P.H
Adjudication Officer
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COMMONWEALTH of VIRGINIA

Department of Health

RANDOLPH L. GORDON, M.D.. MP H. PO BOX 2448
COMMISSIONER RICHMOND, VA 23218 TOD 1-800-826-1120

October 31, 1997

Mark S. Hedberg, Esquire
Hunton and Williams

Riverfront Plaza, East Tower
951 East Byrd Street

Richmond, Virginia 23219-4074

Dear Mr. Hedberg:

Re:  University Health Services (UHS) and
Medical College of Virginia Hospitals (MCVH)

Petition to Show “Good Cause”
for Standing in the Review of:

COPN Request No. VA-5969

Sentara Norfolk General Hospital
Norfolk, Virginia

Addition of Liver Transplant Services

In accordance with Chapter 4, Article 1:1 of Title 32.1 of the Code of Virginia 1950, as
amended, I reviewed the University Health Services and Medical College of Virginia Hospital's
petition asserting "good cause standing” in the review of the certificate of public need for the
proposed Sentara Norfolk General Hospital liver transplant services program. Additionally, I have
received and reviewed the report and the recommendation made by Raymond O. Pemy,
Adjudication Officer for the informal fact-finding conference. Based upon Mr. Perry's report and
recommendation, I am denying the petition. In making my decision, I have adopted the enclosed
Findings and Recommendation of Mr. Perry regarding the petition.

In order to establish "good cause standing” under § 32.1-102.6, it is incumbent upon the
petitioners to show that "(i) there is significant relevant information not previously presented at and
not available at the time of the public hearing, (ii) there have been significant changes in factors or
circumstances relating to the application subsequent to the public hearing, or (iii) there is a
substantial material mistake of fact or law in the Department staff's report on the application or in
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Mark S. Hedberg, Esquire
October 31, 1997
Page 2

the report submitted by the health systems agency." The petition proffered in behalf of University
Health Services and the Medical College of Virginia Hospital fails to show "good cause" with
respect to any of these foregoing requirements.

As required by § 32.1-102 of the Code of Virginia, all factors which must be taken into
account in making this determination have been considered and I have concluded that standing for
University Health Services and the Medical College of Virginia Hospital is not warranted.

Sincerely,

Randolph L. Gordon, M.D., M.P.H.
State Health Commissioner

Enclosure

pc:  Raymond O. Perry, M..P.H., Adjudication Officer
Carol S. Nance, Esquire, Assistant Attorney General
Paul E. Parker, Director, Office of Resources Development
Nancy R. Hofheimer, Director, Office of Health Facilities Regulation
Joseph M. Teefey, Director, Department of Medical Assistance Services
Paul M. Boynton, Executive Director, Eastern Virginia Health Systems Agency
Trigon Blue Cross/Blue Shield of Virginia
The Honorable Robert C. Metcalf, Secretary of Health and Human Resources
Members of the State Board of Health
Thomas W. McCandlish, Esquire, Counsel to Sentara Norfolk General Hospital
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University Health Services (CHS) and

Medical College of Virginia Hospitals (MCVH)
Petition to Show “Good Cause”

for Standing in the Review of:

COPN Request No. VA-5969

Sentara Norfolk General Hospital
Norfolk, Virginia

Addition of Liver Transplant Services

University Health Services, Inc. ("UHS") and the Medical College of Virginia Hospitals ("MCVH").
collectively, "the Petitioner") seek to demonstrate “‘good cause™ standing to participate as a party at the
informal fact-finding conference ("IFFC") scheduled with respect to the certificate of public need application
by Sentara Norfolk General Hospital to establish liver transplant services at the Sentara Norfolk General
Hospital.

In order to show "good cause” and participate as a party with standing in the review of COPN Request
Nos. VA-5969, the Petitioner must show that: "(i) there is significant relevant information not previously
presented at and not available at the time of the public hearing, (ii) there have been significant changes in
JSactors or circumstances relating to the application subsequent to the public hearing, or (iii) there is a
substantial material mistake of fact or law in the Department siaff’s report on the application or in the report
submitted by the health systems agency.”

The Petitioner first asserts that “rhere is significant, relevant information not previously presented at
and not available at the time of the public hearing " which entitles the Petitioner tc standing in the review of
the proposal by SNGH to establish a liver transplant program.

In support of its assertion the Petitioner states that since the public hearing on the proposed project
was conducted by the Eastern Virginia Health Systems Agency (EVHSA), it has reached a lease agreement
with Bon Secours DePaul Hospital in the City of Norfolk for space in which its liver transplant physicians
will provide pre- and post-operative care for liver transplant patients who are served in the MCVH liver
transplant program. The MCVH liver transplant physicians expect to begin seeing patients in the near future.
The Petitioner asserts that it does not believe that the infrequent pre- and post-operative visits to MCV'H are
burdensome for liver transplant patients, and they clearly do not constitute public need for another liver
transplant program. However, the Petitioner asserts that it is interested in making services as convenient as
possible to MCVH liver transplant patients and that this new clinic will serve as an alternative to the proposed
project, which information was not available at the time of the public hearing. The Petitioner argues that this
clinic aliernative to the proposed Project provides virtually all of the proposed Project's purported benefits
with none of its risks or adverse consequences.

While the development of an outpatient clinic in another local area hospital (e.g., DePaul) does allow
for some of the travel time and expense of patients who now travel to Richmond for post-operative liver
transplant services to be reduced, it does not provide the liver transplant service itself within a two-hour
driving time of a significantly large population as would the proposed project. The placement of the liver
transplant service at the SNGH facility would provide liver transplant services in a health planning region of
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the state which currently has none. This proposed clinic does not effect a significant change in the manner
in which actual transplant services are currently delivered by the MCVH transplant center. The primary
transplant services will still require travel by residents of the SNGH tertiary service area to Richmond to
receive the liver transplants, and a number of follow-up trips to Richmond for post-operative services. The
petitioner’s assertion that its potential opening of a clinic for liver patients in Norfolk constitutes "significant
relevant information not previously presented at and not available at the time of the public hearing" should
be rejected.

The Petitioner next asserts (2) there have been significant changes in factors or circumstances relating
1o the application subsequent to the public hearing. In support of this claim the Petitioner also relies upon
its stated intention to establish a clinic at the Bon Secours DePaul Hospital in Norfolk for liver transplant
patients. Aside from the fact that the alleged development of the clinic by MCVH liver transplant physicians
has no relationship to the application of SNGH, for the same reasons and rationale stated above, this assertion
of the Petitioner should be rejected.

Thirdly, the petitioner asserts that (3) there is a substantial material mistake of fact or law in the
depariment staffs report on the application or in the report submitied by the regional health planning agency
which entitles the Petitioner to standing in the review of the proposal by SNGH to establish a liver transplant
program.

In support of this assertion the Petitioner claims that the staff reports of the Eastern Virginia Healths
Systems Agency (EVHSA) and the Division of Certificate of Public Need contain certain statements and
omissions which constitute substantial, material mistakes of fact or law, notwithstanding the fact that they
reached the right result, and that these errors entitle the Petitioner to standing in the review of the proposal
by SNGH to establish a liver transplant program. The Petitioner offers five arguments in support of this
assertion.

1. The Petitioner argues that the EVHSA Staff' Report failed to recognize and appropriately consider
the substantial adverse effect the proposed project will have on liver transplant research activities and training
programs at MCVH.

The EVHSA staff report devoted significant attention to the potential impact that creation of the new
liver transplant service may have upon the service provided by MCVH. Whether the report captured the full
impact that MCVH alleges that the new program will have upon MCVH’s liver transplant program seems to
be the subject for the Petitioner’s concern;; however, the actual degree of impact remains to be seen and
cannot be determined to be a mistake of fact or law in the EVHSA staff report. This argument does not
identify a substantial matenal mistake of fact or law the report submitted by the regional health planning
agency. This argument is rejected.

2. The Petitioner argues that the EVHSA Staff' Report failed to recognize and appropriately consider
the substantial adverse effect on patients that will result from the loss of flexibility in waiting list management
due to the creation of a second liver transplant program that would be served by LifeNet, the organ
procurement organization (OPO) that currently serves only one liver transplant program - the program at
MCVH. .

44



The Petitioner’s argument regarding increased patient mortality because a second liver transplant
program would be established in the same area that is served by LifeNet, the single Organ Procurement
Organization (OPOQ), thereby creating a dual waiting list which would not be able to be “‘managed™ by MCVH,
and thus cause increased waiting list mortality, is not convincing. MCVH allegedly experiences a wait list
mortality rate of slightly over 5% compared to the national average wait list mortality of approximately 14%.
MCVH attributes its lower waitlist mortality rate to the fact that, as the single liver transplant center in the
LifeNet OPO, it has total control over which of its patients on the wait list will receive the next available liver
transplant service. If a second liver transplant program is established in the area, then both programs would
necessarily have to work from an agreed-upon protocol to determine who would receive the next liver
transplant. MCVH believes that its current policy of transplanting the patient most in need may be in jeopardy
and lead to increased mortality among its waitlist patients. This argument does not identify a substantial
material mistake of fact or law in the report submitted by the regional health planning agency. This argument
is rejected, especially since the OPO, not the institution, makes the objective organ-assignment
determinations.

LifeNet presently serves both institutions for the purpose of procuring and distributing hearts, kidneys,
lungs and pancreases. The distribution of livers to persons in need of transplants is no more important than
the distribution of the other important life-prolonging organs. The protocol for the distribution of these other
vital organs has been satisfactorily agreed upon by both institutions, each of which participates on the LifeNet
governing board, and the same can be expected for the procurement and distribution of livers. If waitlist
mortality should increase, the policy for which patient gets the liver transplant will need to be refined. There
is no reason that one can automatically conclude that waitlist mortality will increase with two programs. The
OPO is the organization that will, by law, govern the liver transplantation, just as it does the transplantation
of other vital organs.

This argument does not identify a substantial material mistake of fact or law in the report submitted
by the regional health planning agency. This argument is rejected.

3. The Petitioner argues that the DCOPN Staff Report significantly overestimates the number of pre-
and post operative physician visits required to be made by liver transplant patients, and thereby significantly
overestimates the benefits of the Project.

The decision to approve or deny the application is not concerned with over or under estimates of
numbers of pre and post operative visits for liver transplant patients, although it has been expressed as a
concern among those who traveled more than two hours to services. Clearly, such visits are determined by
the condition of the patients; wide vaniances from the average would not be surprising. Whether the DCOPN
staff overestimated the average number of visits is not a significant error. The simple truth of the matter is
that whoever lives more than two hours from the location of their liver transplant will have to travel to get
to the transplant center multiple times. The SMFP rule is that liver transplant services should be available
to 95% of the population within two hours’ driving time. The MCVH transplant program is not available
within the two-hour driving time for more than 400,000 persons in the SNGH service area (PDs 20 and 22).
Therefore, in eastern Virginia, the location of SNGH, more than 6% of the state’s population resides in excess
of two hours’ driving time of the nearest liver transplant facility, MCVH, and it is not located within the same
Health Planning Region as the population at risk.
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This argument does not identify a substantial matenal mistake of fact or law in the report submitted
by the Division of Certificate of Public Need staff. This argument is rejected.

4. The petitioner argues that the DCOPN Staff Report fails to recognize and appropnately consider
the substantial adverse affect the Project will have on liver transplantation research activities at MCVH.

It is not uncommon for institutions to collaborate in research projects and protocols and centainly, if
a large volume of patients is required for the research concerning liver transplants, one could expect such
collaboration between MCVH and SNGH, both of which would be served by the same OPO. There is no
reason to expect research at MCVH to be affected by the initiation of liver transplant services at SNGH.
Furthermore, any impact of the proposed project upon the research programs of MCVH should not be
significant, especially in view of the slow projected start-up of the SNGH program of six, twelve and fifteen
patients, respectively, in the first three years of operation.

This argument does not identify a substantial fnaterial mistake of fact or law the report submitted by
the Division of Certificate of Public Need staff. This argument is rejected.

5. The Petitioner argues that the DCOPN Staff Report erroneously asserts that it is reasonable to
conclude that MCVH's liver transplant charges have been and will be increasing at a rate (5% per year) similar
10 that projected by the applicant.

The DCOPN staff did erroneously conclude that MCVH's liver transplant charges would increase at
arate of 5% per year, which is similar to the charges proposed by the applicant; however, the assumption was
not a significant error. It was a mere harmless error. There are several comparable solid organ transplant
programs to compare between the two institutions and it is reasonable to believe that the SNGH charge
structure will be comparable to the MCVH charge structure. SNGH has lower charges than MCV'H in its
other solid organ transplant programs, and it is reasonable to expect the liver transplant program charges will
not be substantially different from those of the existing transplant services.

This argument does not identify a substantial material mistake of fact or law in the report submitted
by the Division of Certificate of Public Need staff. This argument is rejected.

Recommendation

The Petitioner has not provided the necessary “good cause” threshold proofs that would entitle the
Petitioner with “standing” to participate in the review of the proposed project. The Petitioner should be
advised that its petition is rejected.

Respectfully submitted,

aymond. O. Perry, MP:

Adjudication Officer
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COMMONWEALTH of VIRGINIA

Department of Health

RANDOLPH L. GORDON. M.D.. M.P.H. P O BOX 2448
COMMISSIONER RICHMOND, VA 23218 TDD 1-800-828-1120

November 3, 1997

Thomas W. McCandlish, Esquire
Mezzullo and McCandlish

1111 East Main Street, Suite 1500
Richmond, Virginia 23206

Dear Mr. McCandlish:

Re:  Certificate of Public Need No. VA-03365
Sentara Norfolk General Hospital
Norfolk, Virginia
Establish Liver Transplant Services

In accordance with Chapter 4, Article 1:1 of Title 32.1 of the Code of Virginia 1950, as
amended, I reviewed the application and supporting documents requesting a certificate of public
need for the above referenced project. Additionally, I have received and reviewed the findings,
conclusions, and recommendation of Raymond O. Perry, who presided over the informal fact-
finding conference, conducted during the course of review of the application. Based upon my
review of all these materials in view of the specialized knowledge of Virginia's healthcare
system required of the position of Commissioner, I decline to adopt Adjudication Officer Perry’s
recommendation and have determined that the application to establish a liver transplantation
service at Sentara Norfolk General Hospital (SNGH) should be denied at this time.

The reasons for my decision are as follows:

1. The State Medical Facilities Plan, 12 VAC § 5-280-70, requires an annual volume
of twelve liver transplants per year per center to meet minimal utilization
standards. It also states that “successful transplantation programs are expected to
perform substantially larger numbers of transplants annually. Performance of
minimum transplantation volumes does not necessarily indicate a need for
additional transplantation capacity or programs.” The average number of liver
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Thomas W. McCandlish, Esquire
November 3, 1997

Page 2
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